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DRU G ABU SE CON TRO L AMENDMENTS OF 1965
W EDN ESD A Y, JA N U A R Y  27 , 19 65

H ouse of Representatives,
Comm ittee on I nterstate and F oreign Commerce,

Washington, D.C.
The committee met, purs uant to notice, at 10 a.m., in room 1334, 

Longworth House Office Building, Hon. Oren Harri s, chairman of the 
committee, presiding .

The Chairman. The committee will come to order.
Today the committee initiates hear ings on II.R . 2, a bill that I intro 

duced on the opening day of this session of Congress, p roposing to 
establish special controls over depressant and stimulant drugs.

The problem of these drugs has received a grea t deal of attention 
from many sources over the last several years.

The Pres iden t’s health  message recommended to the Congress the 
passage of legislation to tig hten  controls over dangerous drugs and to 
provide increased authority  over counterfeit  drugs.

It  will be recalled that in November 1963 the President ’s Advisory 
Commission on Narcotics and Drug Abuse, under the chairmanship 
of the esteemed and able Jud ge Prettyman, recommended increased 
controls over dangerous drugs.

Legislat ion dealing with  thi s subject matter was passed by the Sen
ate late in the 88th Congress, but time did not permi t this committee 
to schedule and conduct hearings on the subject.

I announced a t th at time tha t if I were chairman of this committee 
during the 89th Congress, this legislation would receive early con
sideration by the committee and would be scheduled as the f irst order 
of business.

It  has been estimated that  over 9 billion barbi turate s and amphe
tamine tablets are m anufactured  annually in the United  States. It  is 
also estimated that  about one-half of them are sold illegally.

These drugs  are useful when prescribed for, or administered to, a 
patient by a physician. However, many of these drugs have been sub
ject to widespread abuses.

The presen t bill is a resul t of discussions with the people who had 
given a lot of study to th is problem, the Depar tment  of Heal th, Ed u
cation, and Welfare, and the Food and Drug Administration. Out of 
those discussions the bill, H.R. 2, was designed and was in troduced by 
me to provide increased authority for the Food and Drug Ad ministra 
tion in this field.

It  will be the purpose of this committee to make a thorough study of 
this problem and the needs.

There are several witnesses to be heard, whom we will try  to get 
to as the conditions and circumstances will permit.
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H.R. 2 and such departm ental reports  as have been received will be included in the record at this point.
(The bill, H.R. 2, and reports refe rred to follow:)

[H .R . 2, 89 th  Cong. , 1st  se ss .]
A B IL L  To pro te ct  th e pu bl ic  hea lth  an d sa fe ty  by am en di ng  th e Fed er al  Food , Dr ug , an dCo sm et ic  A ct  to  es ta bl is h sp ec ia l co ntr o ls  fo r dep re ss an t and  st im u la n t dr ug s,  an d fo r o th er purp ose s

Be i t enacted by the Senate and House of Representatives of  the United States of America in Congress assembled, That this Act may be cited as the “Drug Abuse Control Amendments of 1965”.

FI NDI NGS AND DECLARATION

Sec. 2. The Congress hereby finds and declares tha t there is a widespread illicit traffic in depressant and stimulant drugs moving in or otherwise affecting inte rsta te commerce; t hat  the use of such drugs, when not under the supervision *of a licensed practitioner, often endangers safety on the highways (without  distinction of inters tate  and int ras tate traffic thereon) and otherwise has become a threat  to the public health and safety,  making additiona l regulation of such drugs necessary regardless of the int ras tate or intersta te origin of such dru gs; tha t in order to make regulation and protection of intersta te commerce in such drugs effective, regulation of int ras tate  commerce is also necessary because, among other things, such drugs, when held for illicit sale, often do not bear labeling showing their  place of origin and because in the form in which they are so held or in which they are consumed a determination of thei r place of origin is often extremely difficult or impossible; and tha t regulation of inte rstat e commerce without the regulation of intr astate  commerce in such drugs, as provided in this Act, would discriminate against  and adversely affect inte rstate commerce in  such drugs.
CONTROL OF DE PR ES SA NT  AN D ST IM ULANT DRUGS

Sec. 3. (a) Section 201 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321) is  amended by adding at the end thereof the following:“(v) The term ‘depressant or stimulant drug’ means—“(1) any drug which contains any quanti ty of (A) barbituric acid or any of the salts of barbituric acid;  or (B) any derivative of barbi turic  acid which has been designated by the Secretary under  section 502(d) as habit forming;
“ (2) any drug which contains any quantity of (A) amphetamine or any of its optical isomers; (B) any sal t of amphetamine or any sal t of an optical isomer of amphetamine; or (C) any substance which the Secretary, afte r investigation, has found to be, and by regulation designated as, habit  forming because of its stimulant effect on the central  nervous system ; or“ (3) any drug which contains  any quant ity of a substance which the Secretary, afte r investigation, has found to have, and by regulation designates as having, a  potential for abuse because of its  depressant or stimulant effect on the central nervous system or its hallucinatory effect ; except that  the Secretary shall not designate under  th is paragraph, or under clause (C) of subparagraph (2), (A) any substance tha t is now included, or is hereaft er included, within the classifications stated  in section 4731, and marihuan a as defined in section 4761, of the Internal Revenue Code of 1954 (26 U.S.C. 4731, 4761), or (B) peyote (mescaline) but only insofar as its use is in connection with the ceremonies of a bona fide religious organization.The provision of subsections (e), (f ),  and (g) of section 701 shall, subject to the provisions of section 511(f), rela ting to advisory committees, apply to and govern proceedings for the issuance, amendment, or repeal of regulations  under subparagraph (2) (c) or (3) of this paragraph.”(b) Chapter V of such Act (21 U.S.C., chap. 9, subch. V) is amended by adding at  the end thereof the following new section:

“depressant and stim ulant drugs
“Sec. 511. (a) No person shall manufacture, compound, or process any depressant or stimulant drug, except that  this prohibition shall not apply to the



DRUG ABUSE CONTROL AMENDME NTS OF 19 65 3following  persons whose act ivit ies  in connection with  any such drug are solely as speicfled in t his subsection :“ (1) Manufactu rers , compounders, and processors who are regu larly  engaged, and are otherwise qualif ied, in preparing  phar mace utica l chemicals or prescription drugs  for  d istributio n throu gh branch  outlets , through wholesale drugg ists, or by direc t shipment . (A) to pharm acies or to hospi tals, clin ics, public  hea lth agencies , or phys ician s, for  dispen sing by registered phar maci sts upon prescrip tions, or for  use by or under the supervision of practition ers licensed by law to administer such drugs in the course of their profe ssional practice, or (B ) to labor atories or research or educa tional inst itut ions  for  their use in research, teac hing, or chem ical analy sis.“ (2) Who lesale drugg ists who maintai n estab lishme nts in conform ance with  local laws and are reg ular ly engaged in supplying prescription drugs (A) to pharm acies,  or to hosp itals , clin ics,  public  heal th agencies , or physicia ns, for  dispen ing by registe red phar mac ists  upon prescriptions, or for use by or under the supervis ion of prac titioners  licensed by law to administer  such drugs  in the course of  thei r profe ssion al practice, or (B)  to laborator ies or resea rch or educ ation al inst itut ions  for  their  use in research, teach ing, or cl ini cal analysis.“ (3) Pha rma cies , hospitals, clin ics,  and public  heal th agencie s, which mai ntai n establ ishments in conformanc e with  any applic able local laws reg ulat ing the prac tice  of pharmacy  and medic ine and which are regu larly  engaged in dispen sing prescription drugs  upon prescriptions of pra ctitioners  licensed to administe r such drugs for pat ient under the care of  such practitioners  in  the c ourse o f th eir profe ssion al practice.“ (4) Pra ctit ioners  licensed by law to prescribe or administe r depressant or stim ulan t drug s, while acti ng in the course of their  professional  practice.“ (5) Perso ns who use depressant or stim ulant drugs in research, teach ing, or chemica l an alysis and not fo r sale.“ (6) Officers and employees of  the Uni ted  States , a Sta te government,  or a pol itic al subdiv ision of a Sta te,  while act ing  in the course of thei r official duties .“ (7) An employee of any person described in paragraph (1) through para graph  (5) , and a nurse or other medical technician under the supervision of a prac titio ner licensed by law to a dmin ister  depressant or stim ulan t drugs, while such employee, nurse, or medi cal technician is acting in the course of his employment or occupat ion a nd not on h is own account.“ (b) No person, other than —“ (1) a person described in subsection (a ),  while such person is acti ng in the ordi nary  and authorize d course of  his business, profession, occupation,  or employment,  or“ (2) a common or contract carrier or warehouseman, or an employee there of, whose possession of any  depressant or s timulant drug  is in t he usual course  of  his business  or employment as such,sha ll sell, delive r, or otherwise dispose of any depressant or stim ulant dru g to any  other person.“ (c)i No person, other than  a person described in subsection (a) or subsection (b )( 2),  sha ll possess any depressant or stim ulan t drug otherwise than  (1) for  the personal  use of him self or of a member of his household,  or (2) for  adm inistrat ion to an anim al owned by him or a member of his household.“ (d) (1) Every  person engaged in man ufac turing, compounding, processing , selling, delivering , or otherwise disposing of  any depressant  or stim ulan t drug shal l, upon the effec tive date  of this  section, prepare a complete and accu rate  record of  all stocks of  each such drug on hand and sha ll keep such record for  three years. On and aft er  the effective date of thi s section, every such person man ufac turing, compounding, or processing any depressant  or stim ulan t drug sha ll prepare and keep, for  not less than three year s, a complete and acc urate record of the kind and quan tity of each such drug manufactu red, compounded, or processed and the date of such man ufac ture , compounding,  or processin g; and every such person selling, deliverin g, or oth erwise disposing of any depressant or stim ulan t drug sha ll prepare or obtain , and keep for  not less than  three yea rs, a complete and accu rate  record of the kind and quan tity of each such drug rece ived, sold, deliver ed, or otherwise disposed of, the name and address of  the person from whom it was received and to whom it was sold, delivered , or otherwise disposed of, and the date  of such tran sact ion.  No separa te records, nor set form  or form s for  any of  the foregoing records, sha ll be required as long as records containing the required infor mati on are ava ilab le.
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“ (2) (A) Every person required by paragraph (1) of this subsection to prepare 
or obtain, and keep, records, and any carrie r maintaining records with respect to 
any shipment containing any depressant or stimulant drug, and every person in 
charge, or having custody, of such records, shall, upon request of an officer or 
employee designated by the Secretary permit such officer or employee at  reason
able times to have access to and copy such records. For the purposes of verifica
tion of such records and of enforcement of this section, officers or employees 
designated by the  Secretary are authorized, upon presenting appropriate  creden
tials and a written  notice to the owner, operator, or agent in charge, to enter, 
at reasonable times, any factory, warehouse, establishment, or vehicle in which 
any depressant or s timulant drug is  held, manufactured, compounded, processed, 
sold, delivered, or otherwise disposed of, and to inspect, within reasonable limits 
and in a  reasonable manner, such factory, warehouse, establishment, or vehicle, 
and all pertinent equipment, finished and unfinished material,  containers, and 
labeling therein, and all things therein  (including records, files, papers, processes, 
controls, and facilities) bearing on violation of this section or section 301 (q) ; 
and to inventory any stock of any such drug therein  and obtain samples of any 
such drug. If a sample is thus obtained, the officer or employee making the in
spection shall, ui>on completion of the inspection and before leaving the premises, 
give to the owner, operator, or agent in charge a receipt describing the sample 
obtained.

“ (B) No inspection authorized by subparagraph (A) shall extend to (i) finan
cial data; (ii) sales da ta other than  shipment data, (iii) pricing data, (iv) per
sonnel da ta, or (v) research data, which are exempted from inspection under 
the thi rd sentence of section 704(a) of this Act.

“ (3) The provisions of paragraphs (1) and (2) of this subsection shall not 
apply to a licensed practi tioner described in subsection (a) (4) with respect to 
any depressan t or stimulant drug received, prepared, processed, administered, 
or dispensed by him in the course of his professional practice.

“(e) (1) The Secretary may by regulation exempt any depressant or stimulant 
drug from the application of all or par t of this section when he finds tha t regu
lation of its manufacture,  compounding, processing, possession, and disposition, 
as provided in this section or in such p art  thereof, is not necessary for the pro
tection of the  public health.

“ (2) The Secretary shall by regulation exempt any depressan t or stimulant 
drug from the application of this section, if (A) he finds tha t such drug consists 
of one or more substances not having a depressant or stimulant effect on the central  nervous system or a hallucinatory effect in such combination, quantity, 
proportion, or concentration so as  to prevent the ingestion or absorption of the 
substance or substances therein which do have either such effect in sufficient 
amounts or concentrations as, within the meaning of section 201 (v), to (i) be 
habit  forming because of their  stimulant effect on the cent ral nervous system, 
or (ii) have a potential for abuse because of the ir depressant or stimulant effect 
on the central nervous system or their hal lucinatory effect, or (B) such drug may, 
under the provisions of this Act, be sold over the counter withou t a prescription.

“ (f) (1) In any proceeding for the issuance, amendment, or repeal of a regula
tion under subparagraph (2) (C) or (3) of section 201 (v) , whether commenced 
by a proposal of the Secretary on his  own initia tive or by a proposal contained 
in the petition of any interested person, the petitioner, or any o ther person who 
will be adversely affected by the proposal or by the Secretary’s order issued in 
accordance with section 701(e)(1) if placed in effect, may request, within the 
time specified in this paragraph, tha t the petition or order thereon, or the Sec
retary ’s proposal, be referred to an advisory committee for  a report with respect 
to one or more of the following ma tter s: (A) whether or not the substance in
volved has a depressant or stimulant effect on the centra l nervous system or a 
hallucinatory effect, (B) whether the substance involved has a potential for 
abuse because of its depressant or stimulan t effect on the centra l nervous system, 
and (C) any other sicentific question (as determined by the Secretary) which 
is pertinen t to the determination of whether such substance should be designated 
by the Secretary pursuant to subparagraph (2) (C) or (3) of section 201 (v).  
The request for referral under this paragraph, or the Secreta ry’s referr al on 
his own initiative, may be made at  any time before or within thir ty days a fter  
publication of an order of the Secretary acting upon the petition or proposal.

“ (2) The Secretary may by regulation condition refe rrals  to an advisory com
mittee pursuant to this subsection upon the payment, by the person requesting the 
referral,  of fees to defray the per diem and travel costs arising by reason of
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such  referra ls. Such regula tion s may provi de for  waiver or refund of fees in 
whole or in pa rt when in the  judgment of the  Secreta ry such waiv er or refu nd is 
equit able  and  not con trary to the  purpos es of thi s subsection. Such fees, inclu d
ing advance deposits to cover such fees, sha ll be availabl e, unt il expended, for 
payin g (di rec tly  or by way  of reim burs ement of the appl icable appro pri ation)  
the  expenses of advisory  comm ittees und er th is subsection and other expenses 
aris ing  by reason of refer ral s to such committees,  and for refu nds  pu rsu an t to 
this p aragra ph.

“ (3 ) Upon reques t th at  any  petit ion, orde r, or propo sal be ref err ed to an 
advisory comm ittee as provided in parag rap h (1 ),  o r i f the  S ecre tary  w ithin such 
time deems such a re fe rral  neces sary, the  Sec reta ry sha ll for thw ith  app oint an 
advisory  comm ittee und er par agrap h (5 ) of thi s subsec tion and shall ref er to 
such advisory committee the  m att er set forth  in parag rap h (1 ) of this  subsection 
for  study thereof and for  a rep ort  on such ma tters.  As soon as prac ticab le af ter 
such ref err al,  bu t not  la te r than  six ty days the rea fte r, unle ss the  advisory com
mit tee  exten ds th is period for  an add itio nal  th ir ty  days,  the  adviso ry committe e 
sha ll cert ify to the Sec reta ry a rep ort  on such ma tter s, toge ther  with  all und er
lying  d ata  and a sta tem ent o f the  reasons or bas is for  its  findings. Within  thi rty  
day s af te r such certi ficati on, the  Secreta ry shall , af te r giving due considera tion 
to such rep ort and  to a ll da ta  then before him, issue  the ord er required by section 
7 0 1 (e )( 1 ).

“ (4 ) The deli bera tion s of  such ad visor y committee sha ll be conducted in accord 
ance  with  regu lations prom ulga ted by the  Sec reta ry in ord er to ass ure  indep end
en t stud y and im partial conside ratio n of the  ma tte rs se t for th in parag rap h (1 ) 
of thi s subsection. The rig ht  to  co nsul t w ith  the  ad viso ry committee shal l be r ea 
sonably afforded  to the  person who has  filed the  pet itio n or who has  reque sted 
re fe rral to the  advisory  committee, or to any  oth er intere ste d person, as well as 
to rep rese ntat ives  of the De par tment  of Hea lth,  Educ ation , and Welfare. All 
da ta  considered or received by the  advisory committee shal l be made a pa rt  of 
the record  of it s proceedings.

“ (5 ) The  advisory comm ittee ref err ed to in parag rap h (1 ) shal l be composed 
of imp art ial  ex perts, qualified  in the  subject mat ter ref err ed to the  c ommittee and 
of adequat ely diversified prof essio nal background, selected by the Secreta ry from 
a pane l proposed  by the  Nat ional Academy of Sciences, except th at  in the  event 
of the  inabili ty or  refusa l of the Nat ional Academy of Sciences to act, the Secre
tary  sh all select the  mem bers of the  adv isory  com mittee. The size of the advisory 
committee, which  shal l not  be less tha n three, sha ll be determined by the Secre
tar y. Members of the advisory committee sha ll receiv e as compensation for 
their  services  a reas onab le per  diem, which  the  Secreta ry shall by rules and 
regu lations prescribe, for  tim e act ual ly spent in the  work of the  advisory com
mit tee (inc luding travel  tim e) , and  shall in addition  be reimbursed for the ir 
necessary  travel  and subsis tence  expenses while  so serving away  from  the ir 
place s of residence. The members shal l not be subje ct to any oth er provis ions of 
law rega rding appo intm ent and  compensation  of employees of the United States. 
The Secreta ry sha ll furni sh the advisory  comm ittee with adeq uate  cleric al and 
oth er assis tance .

“ (6 ) Any report,  underly ing data,  and reas ons  certifi ed to the  Sec reta ry by 
such advisory  committee sha ll be m ade a pa rt  of t he  re cord  of  any public hea ring 
held pu rsu ant to section 70 1( e)  (3 ),  if rele van t and ma ter ial,  subje ct to the  pro vi
sions of section 7 (c ) of the  Admin istrativ e Proc edure Act (5  U.S.C. 1 0 0 6 (e )) . 
The advisory committee sha ll desi gnate a member to appea r and tes tify  at  any 
such hea ring  wit h respe ct to the  rep ort  of such comm ittee upon the  req ues t of 
the  Secre tary, any  inte res ted  par ty, or the  officer conducting  the  hear ing,  but 
thi s shall  not. preclude any oth er member of the  advisory committee from app ear 
ing and test ifyi ng a t such h ear ing .”

REGISTRATION OF PRODUCERS AND WH OLE SAL ERS OF DEP RES SAN T AND ST IM UL AN T DRUGS

Sec. 4. (a ) Section 5 10 (a ) of the Fed era l Food, Drug, and Cosmetic Act 
(21 U.S.C. 3 60)  is amended by r edesign ating parag rap h (2 ) thereof as  p ara gra ph  
(3 ) and by inserti ng immediately af te r par agrap h (1 ) the following new pa ra 
gra ph :

“ (2 ) the  te rm ‘wholesa ling, jobbing, or dis trib uti ng  of  d epr essant  o r stim u
la nt  drugs’ mean s the selling  or dis trib ution of any dep ressan t or stimu lan t 
drug to any person who is not  the  ult im ate  u ser  o r consumer of such drug  

(b ) Subsection (b ) of section  510 of such Act is amended (1 ) by ins ert ing  
imme diate ly af te r “drug  or dru gs” the  fo llowin g: “or in the  wholesaling, jobbing,
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or dis trib uting  of any depress ant or stimu lan t drug”, and (2) by adding a t the  
end thereo f the following: “I f any such establish men t is engaged in the  manu
facture , preparatio n, propagation, compounding, or process ing of any  depressant 
or stimu lan t drug, such person shall,  at  the  time of such reg istr ation,  indic ate 
such fact,  in such manner as  the Secre tary  may by regu lation prescr ibe.”

(c) Subsection (c) of section 510 of such Act is amended (1) by inse rting 
immediate ly af te r “drug  or drugs” the following: “or in the  wholesaling, job
bing, or dis trib uting  of any  dep ressan t or stim ulant drug”, and (2) by adding 
at  the  end ther eof  the following : “I f such establish ment is engaged  in the 
manufacture , preparation, propagat ion,  compounding, or processing  of any 
dep ressan t or stim ulant drug such person shall , at  the  t ime of such reg istratio n, 
indicate  such fact,  in such manner as the  S ecre tary  may by regulat ion prescribe.”

(d)  Subsection (d) of section 510 of such Act is amended by insert ing  “ (1 )” 
immediately af te r “ (d )” and  by str iking  out the  period at  the  end thereof and 
insert ing  in  l ieu thereof the  fo llow ing: “o r the  wholesaling, jobbing, or dis tribu t
ing of any depressant or stimu lan t drug. If  any depress ant or stimu lan t drug 
is manufactured, prepared , propagated, compounded, or processed in such add i
tion al establishment, such person  shal l, a t the  tim e of such reg istr ation, indicate 
such fact , in such manner as the  Sec reta ry may by regu lation prescribe.

“ (2) Every person  who is registe red with the  Secreta ry pu rsu an t to the  first  
sentence of subsection (b)  or (c) or par agrap h (1) of thi s subsection, but  to 
whom the second sentence  of subsec tion (bj  or (c) or of parag rap h (1) of this 
subsec tion did not apply  a t the  time of such reg istratio n, shall, if any depressant 
or stimu lan t d rug  is therea fte r manufactured , p repared, propagated, compounded, 
or processed  in any establishme nt with respe ct to which he is so regis tered,  
immediate ly file a supplement to such reg istr ation  with the Sec retary  indicating 
such fact,  in such manner a s the Sec reta ry may by regula tion prescribe.”

(e) The  head ing of such section  510 is amended by inserting “and  Certain 
Wholesalers” immediate ly after  “of Produ cer s”.

PROHIBITED ACTS

Sec. 5. Section 301 of the Federa l Food, Drug, and  Cosmetic Act (21 U.S.C. 
331) is amended by adding at  th e end thereof the  following new pa rag rap h :

“ (q) (1) The manufactur e, compounding, or process ing of a drug in violat ion 
of sec tion 511(a) ; (2) the  sale, or delivery, or o ther disposit ion of a  d rug  in viola
tion  of section 511(b)  ; (3) the  possess ion of a  drug in viola tion of sect ion 511(c) ; 
(4) the  fai lure  to prepare or obtain, or the  fai lur e to keep, a complete and 
acc ura te record with  r espect t o any drug as required by section 511(d) ; (5) the  
refusa l to permit  access to or copying of  any record as requ ired  by section 511 (d ) ; 
or (G) the  refusal to permit e ntry or inspection as author ized  by section 511(d ).”

GROUNDS AND JURISDICTION FOR JUDICIA L SEIZURE AND CONDEMNATION

Sec. 6. The first  sentence of section 304 (a) of the Fed era l Food, Drug, and 
Cosmetic Act (21 U.S.C. 2(M(a)) is amended by inserting before  “ : Provided,  
however," the follo wing: “ . and  any d epr essant  or stim ulant drug which has  been 
manufactured, compounded, processed, sold, delivered, disposed of, o r is possessed, 
in viola tion o f section 511, any drug w hich is a counter feit  drug,  and any  punch, 
die, plat e, stone, labeling, conta iner,  or other thin g used  or designed  for  use in 
making a counterfei t drug or drugs,  sha ll be liab le to be proceeded a gainst  a t any 
time on libel of information and condemned in any  dis tri ct court of the  United  
Sta tes  within  the  juri sdic tion  of which  the  art icle is found” .

penalties

Sec. 7. (a ) Section 303(a) of the  Federal  Food, Drug, and Cosmetic Act (21 
U.S.C. 33 3( a) ) is amended  by insert ing  af te r the final word “fine” and before 
the  period the  follow ing: “ : Provided, however,  Th at any person who, having 
att ained his eigh teenth b irthday , v iolates section  301 (q) (2) by selling, delivering, 
or othe rwise disposing of any dep ressan t or stimu lan t drug to a person who 
has  not att ain ed  h is eighteenth bir thd ay shall,  if the re be no previous conviction 
of such person under thi s section which has become final, be subject to im
prisonment for  not more tha n two years, or a fine of not  more tha n $2,000, or 
both such imprisonment a nd fine, and for the  second or any subsequent conviction 
for  such a violation  shal l be subject to impr isonm ent for not  more than six 
years, or a fine of not more tha n $15,000, or both such impr isonm ent and  fine”.
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(b ) Section 30 3(b)  of such Act (21 U.S.C. 333 (b ))  is amended by inserting  
afte r the word “shall” the following: “ (except in the case of an offense which 
is subject to the provisions of the proviso to subsection (a ) relatin g to second 
or subsequent offenses)

AUTHORITY OF INSPECTORS TO CARRY FIREARMS

Sec. 8. (a ) Section 702 of the Feder al Food, Drug, and Cosmetic Act (21 
U.S.C. 372 ) is amended by insertin g at  the end thereof the following new 
subse ction:

“ (g ) Officers or employees of the Department designated by the Secreta ry 
(  to conduct investigations or inspections relatin g to depressant  and stimulant

drugs may, when authorize d by the Secre tary, carry f irearms.”
(b ) Section 1114 of title  18 of the United States Code is amended by s trikin g 

out “or any security officer of the Department of State  or the Foreign Service” 
and by inserting in lieu thereof the following: “any security officer of the 
Department of State  or the Foreign Service, or any officer or employee of the 
Department of Health, Education, and Welfare designated by the Secretary of 
Health. Education, and Welfare to conduct investigations or inspections under 
the Federal Food, Drug, and Cosmetic Act”.

COUNTERFEITING OF DRUGS

Sec. 9. (a ) The Congress finds and declares tha t there is a substantial traffic 
in counterfeit drugs simulating the brand or other  identifying mark or device 
of the manufacturer of the genuine article;  th at such traffic poses a serious 
hazard  to the healt h of innocent consumers of such drugs because of the lack 
of proper qualifications, facilities, and manufacturing controls on the part of 
the counterfe iter, whose operations are  clandestine; that,  while such drugs are 
deemed misbranded within the meaning of section 502( i)  of the Federal Food, 
Drug, and Cosmetic Act, the controls for the suppression of the traffic in such 
drugs are inadequate  because of the difficulty of determining the place of inte r
state  origin of such drugs and, if tha t place is discovered, the fact th at the 
implements for counterfeiting are not subject to seizure, and tha t these factors 
require enactment of additional controls with respect to such drugs without 
regard to thei r in ters tate  or int ras tate  origins.

(b ) Paragraph  (g ) of section 201 of the Federa l Food, Drug, and Cosmetic 
Act (21 U.S.C. 321 ) is amended (1 ) by inserting “ (1 )” immediately afte r “ (g )”, 
(2 ) by redesignat ing clauses (1 ),  (2 ),  (3 ),  and (4 ) thereof as clauses (A ), 
(B ),  (C ), and (D ),  respectively, (3 ) by striking out “clause (1 ),  (2 ),  or (3 )” 
and insertin g in lieu thereof “clause (A ), (B ),  or (C )”, and (4 ) by adding at 
the end thereof the following:

“ (2 ) The term ‘counterfeit drug’ means a drug which, or the container or 
labeling of which, bears the tradem ark, trad e name, or other identifying  mark, 
imprint, or device of a person other  than  the person or persons authorized to 

-  use i t on such drug, container, or labeling, or which bears any likeness thereof.”
(c ) Para grap h (i ) of section 301 of the Federa l Food, Drug, and Cosmetic 

Act, 21 U.S.C. 33 1( c)  is amended by insertin g “ (1 )” immediately afte r “ ( i ) ” 
and by adding at the end thereof the following new subparagraph s:

“ (2 ) Making, selling, disposing of, or keeping in possession, control, or cus- 
*• tody, or concealing any punch, die, plate, stone, or other  thing designed to

print,  imprint, or reproduce the tradem ark, trad e name, or other identifying 
mark, imprint, or device of an other or any l ikeness of a ny of the foregoing upon 
any d rug or c ontainer or labeling thereof so as to rende r such drug a counterfeit 
drug.

“ (3 ) The doing of any act which causes a drug to be a counterfeit drug, or 
the sale or dispensing, or the holding for sale or dispensing, of a counterfeit 
drug.”

(d ) Section 303 of such Act (21 U.S.C. 33 3 (c )) is amended by inse rting imme
diately before the period at  the end thereof  the following: “ ; or (5 ) for having 
violated section 301 (i ) (2 ) if such person acted in good fa ith and had no reason 
to believe th at use of the punch, die, pla te, stone, or other thing involved would 
resu lt in a drug being a counterfe it drug, or fo r havin g violated section 301 (i ) (3 ) 
if the person doing the a ct or causing it to be done acted in good fait h and h ad no 
reason to believe tha t the drug was a c ounterfeit drug”.
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APPLICATION OF STATE LAW

Sec. 10. Nothing in this Act shall be construed as authorizing  the manufac
ture, coinixjunding, processing, possession, sale, delivery, or other disposal of 
any drug in any State  in contravention of the laws of such State.

EFFECTIVE DATE

Sec. 11. The foregoing provisions of this  Act shall take effect on th e first day 
of the seventh calendar  month following the month in which this Act is ena cted ; 
except tha t (1 ) the Secretary shall permit persons, owning or operating any 
establishment engaged in manufacturing, preparing, propagating, compounding, 
processing, wholesaling, jobbing, or distr ibuting any depressa nt or stimulant 
drug, as referred to in the amendments made by section 4 of this Act to section 
510 of the Federal  Food, Drug, and Cosmetic Act, to registe r thei r names, places 
of business, and establishments, and other information prescribed by such 
amendments, with the Secretary prior to such effective date, and (2 ) section 
201 (v)  of the Federal Food, Drug, and Cosmetic Act, as added by this Act, and 
the provisions of sections 8 and 10 shall take effect upon the date of enactment 
of this Act.

Executive Office of the P resident,
Bureau of the Budget,

Washington, D.C., Janu ary  28,1965.
Hon. Oren H arris,
Chairman, Committee on Inte rsta te and Foreign  Commerce,
House of Representatives, Washington, D.C.

Dear Mr. Chairman: This will acknowledge your lette r of Jan uary 19, 1965, 
requesting the views of  the Bureau of the Budget regarding H.R. 2, a bill to 
protect the public health and safety by amending the Federal Food, Drug, and 
Cosmetic Act to establish special controls for depressant and stimu lant drugs, and for o ther purposes.

As you know, the President, in his message to the Congress on advancing the 
Nation’s health, recommended legislation “to bring the production and dist ri
bution of barbitura tes, amphetamines, and other psychotoxic drugs under more 
effective control.” H.R. 2 is substantially  in accord with the President’s recom
mendations. The Bureau of the Budget therefore  strongly favors enactment of 
legislation along the  lines of H.R. 2.

Sincerely yours,
P hil lip S. Hug he s,

Assistant Direc tor for Legislative Reference.

Department of Health, Education, and Welfare,
Jan uar y 27,1965.Hon. Oren Harris,

Chairman, Committee on Inte rstate  and Fore ign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. Chairman : This lette r is in resi»onse to your request of Janu ary 
19, 1965, for a report on H.R. 2, a bill t o protect  the public health and safety by 
amending the Federal Food, Drug, and Cosmetic Act to establish special con
trols for depressan t and stimula nt drugs, and for other purposes. The bill would 
be known as the Drug Abuse Control Amendments of 1965.

The bill has two major purposes; i.e., (1 ) to provide a much needed strength
ening of the controls available under the Food, Drug, and Cosmetic Act with 
respect to the barbiturates, the amphetamines, and such othe r prescription drugs 
as the Secretary  may (af ter  opportunity for hear ing) designate because they 
contain habit-forming central  nervous system stimu lants or because they other
wise have a potential  for abuse by reason of thei r depressant, stimulant , or 
hallucinogenic effect on the central  nervous system; and (2 ) to provide addi
tional sanctions under the act tha t will help to suppress the counterfeit drug 
evil. For the cogent reasons stated in sections 2 and 9 of the bill, it would 
apply to such drugs whether or not they have moved in intersta te commerce.

Legislation along the lines of this bill would carry  out the recommendations 
in the President’s health message of Januar y 7 of this year th at the Congress



DRUG ABUSE CONTROL AMENDMENTS OF 19 6 5 9

enac t “legislation to brin g the  productio n and dis trib ution of barbi tur ate s, am 
phetamines , and  oth er psychoto xic drug s und er more effective control” and , 
fur the r, th at  it  enac t “au tho rity  to seize cou nterfei t drugs at  t he ir source.”

The bill would req uire  reg istr ation of ma nu fac tur ers  and whol esale rs of the  
above-mentioned depre ssa nt and  stimu lan t drugs , and the main tena nce  of acc u
ra te  records with  respec t to such drugs by persons engaged in ma nuf acturing,  
compounding, process ing, selling, delive ring, or othe rwis e dispo sing of them, 
and would make  such  records and the  esta blis hments  and  vehicles  involved sub 
jec t to our inspection. The  bill would pro hib it manuf acture , possession (ex cept 
for  one’s own use or use in one’s hou seh old ), or deliv ery of these drug s exce pt 
by regularly establish ed ma nu fac tur ers  and  whole salers , pharm acies , hosp itals , 
physicians, and  the  like. The Sec reta ry may exem pt any such drugs , in whole 
or in part, from regula tion  if he dete rmines thi s to be consiste nt w’ith the  pro 
tecti on of the  public  hea lth,  and he is dire cted  to exem pt over- the-co unter drug s 
and, furth er , drug s which  contain  a stim ulant, depr essant, or hallu cinogenic 
subst ance in such combination, or in such negligible qua nti ty or con cent ratio n, 
th at  they will not  cau se the  effect or have the pot ent ial for  abus e a t which the 
bill is aimed. In view of the  crim inal  element engaged in the  traffic in thes e 
drugs, au tho rity for  our  inspectors  to car ry firea rms could be conferred by the  
Secretary . Civil and  crim inal  sanction s for violat ions, including incr ease d 
pena lties  for  sale  of these  drug s to minors and jud icial seizu re autho rity for  
drugs  involved in a viola tion,  are also provide d by I I.R. 2.

The bill, as above indic ated, also recognizes and deals with  the  growing  and 
hazardous  problem of cou nte rfe it drugs—thos e drug s which falsely pur por t, 
by mar kings and labelin g, to be medicines  made by well -recognized ma nufac tur ers  
but are, in fact , clan dest inely ma nuf actured by oth ers  with no conce rn for  qu ali ty 
or safety.

In view of the  imminence of hearing s before  you r committee, a t which we ex
pect to app ear  in  g eneral sup por t of thi s bill and to explain fully  the  j usti fica tion  
for  thi s meas ure, we sha ll not  burde n thi s rep ort  with a deta iled  ana lysis and  
comment, or with a  r ec ita l of the  leg isla tive  and oth er stud ies and  repo rts and  t he  
long experience th at  dem onstrates the  urg ent need for  its  enactmen t. We shal l, 
however, summ arize  below our  re comm endat ions for clar ifying and  strengthen ing 
amen dments to the bill.

1. For m and  manner of recordkeeping.—The bill ’s recordkeeping provision s 
will enabl e us to detec t, sooner than  we otherw ise could, illegal diver sions  of 
depress ant and stimu lan t drugs. Exc ept for  the initial inve ntory which the bill 
requires, its  recordkeeping requ irem ents  can norm ally be fulfilled by reco rds 
tra dit ion all y kept by responsible business. However, as bro ugh t out  in our  
testim ony, the  provision th at  no sep ara te record s or set  form s for  records sha ll 
be require d “as long as  records con taining the  req uire d info rma tion  are av ail 
able ” could, if lite ral ly cons trued , place an undu e burde n both on our  insp ectors 
and  on esta blis hments  subj ect to inspection. It  would be pref erab le, we think, 
to express the  congressio nal int ent  in thi s respe ct in legis lative his tory  ra th er  
than  in the form of a rigid lim ita tion in the  bill, bu t if the  provis ion is ret ain ed 
we sugge st th at  it be clarifi ed by ins ert ing  t he  w ords  “read ily and conve nient ly” 
(o r words of like im po rt)  before “availa ble” on page 7, line  25. This  would 
make  cle ar th at  the requ ired  records are not  to be kep t in such diso rder and 
disarra y as to prev ent an expe ditious inspection.

2. Proc edu re fo r listi ng drugs  und er the bill.—I t would be our  purpose, if th is 
legis lation is enacted, to consult knowled geable scie ntis ts in and  out  of Gov
ernm ent in determ inin g which  drug s should, from time to time, come within  the  
scope of sectio n 201 (v ).  While the  provis ion for  referra l of these ma tte rs to 
advisory commit tees is not  needed by us to accomplish such consultat ion, we 
would have no objec tion to an advisory comm ittee procedure along  the  lines  of 
th at  proposed in the bill, to give ind ust ry the  o ppo rtun ity to call for  an advisory 
committe e of outside scie ntis ts when it  wishes  to do so. If  the  advisory com
mitte e process is reta ined, however, we recommend th at  the bill req uire th e reco rd 
of the proceedin gs of the  committ ee to include, besides the  da ta  form ally  pr e
sented, a record of all  contact s made with  the  committ ee or its  ind ivid ual 
members wit h reg ard  to the  subj ect mat ter before the  committee. The  record  
should reflect the da ta  or other submis sions outs ide of the  form al proceedings  
and  should be availab le for review by any  inte res ted  pa rty  as soon as the  Secre 
tary  publishes his order. These  new provis ions ar e suggested to act  as a check  
upon effor ts to b ring  h idde n or impr oper  p ressures upon committee members.
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We reiterate the suggestion, made in reports on predecessor bills, that a plenary rulemaking procedure is not best suited to a proceeding in which scientific and judgmental questions are likely to be primary, and tha t the provisions of section 4 of the Administrative  Procedure Act allow ample room for presentat ion of the issues. The bill’s provision for an ad hoc advisory committee appointed from a panel chosen by the National Academy of Sciences should be ample reassurance to industry in this connection.
3. Seizure authority .—Section 6 of the bill provides for judicia l seizure and condemnation of depressant  or stimulant drugs manufactured, compounded, processed, sold, delivered, or disposed of in violation of the bill. We suggest tha t certain strengthening and clar ifying amendments of a substantive and procedural natu re are desirable as means for more effective enforcement.(a) Under the bill, a libel of information would have to be filed with the appropriate Federal  court and served by the U.S. marshal before violative depressant or stimulant drugs or counterfeits could be detained. Obtaining the libel and executing seizure under i t usually takes several days. Arres ts and seizures are often executed far from the offices of Federa l judges who issue the arre st war rants and libels. Yet speed is often of the essence in these cases. An inspector who has personal knowledge of the violation or reasonable ground for the belief tha t the violation has occurred should be empowered to detain and remove the articles pr ior to the time a libel of information is filed. This would assure the arrest  of the articles unt il the usual judic ial process can be issued.(5) We suggest tha t the bill, or at  least  the legislative history, make clear tha t a violation by failure to keep or afford access to proper records renders the drugs involved subject to seizure and condemnation, a mat ter that in the absence of such clarification may lead to litigation on this issue. We believe that such violations, unless inadvertent, would usually be indicative of illicit manufacture or dealing. Seizure does not necessarily mean destruction  upon entry of a decree of condemnation. The court could then, under section 304(d) of the act, restore the drugs to their  owner notwiths tanding a decree of condemnation if the violation is made good by preparing proper records of the drugs and affording access thereto, which should be feasible for any reputable  firm.(c) Provision should, we believe, also be made fo r the seizure and condemnation of machinery and other equipment used in the unregistered or otherwise violative manufacture of stimulant or depressant drugs. Otherwise, the detection of illegal manufacture of the drugs and thei r seizure could become essentially a mere annoyance to cr iminals who will spir it the equipment to a new base for manufacturing  operations.
(d) We believe tha t the seizure and condemnation authority  of section G should also extend, as is now true  of narcotics, to any conveyance in which contraband stimulant or depressan t drugs or counterfeit dru gs' are  unlawfully transported, carried, or held. Innocent third parties  holding valid liens upon such conveyances, and other  innocent owners of such conveyances, should, of course, be protected.
In this connection, we suggest tha t the bill make clear tha t 40 U.S.C. 3Mi, which authorizes the U.S. dist rict  courts to turn  over seized and condemned articles to the seizing agency, fo r use in official business, is to be applicable to article s validly seized and condemned under this bill. Presently, we rent automobiles for use in undercover work. This provision would allow the FDA. within such limits as may apply under other  applicable provisions of law, to use in futu re investigations automobiles which have been seized by us and condemned by a court because of the ir previous involvement in an offense covered by the bill.
These added enforcement provisions are basically comparable wi th provisions in existing Federal laws to regulate ill icit production and distribu tion of alcoholic beverages and ha rd narcotics.
4. Authority  to arrest and, refer for  prosecution.—We believe tha t the bill should empower our inspectors to serve and execute arrest  war ran ts and other process with respect to violations involving depressant or stimulant or counterfeit  drugs, and should fur the r authorize them to make arre st withou t a war rant  if the offense is committed in thei r presence or if, in the case of a felony, they have probable cause to believe tha t the person arres ted has committed or is committing such an offense. Comparable powers are vested in narcot ic agents and certain other  law enforcement officers in the enforcement of laws entrusted to them.



DRUG ABUSE CONTROL AMENDMENTS OF 19 65 11
In this connection, a clarifying amendment to section 305 of the act seems like

wise desirable. Tha t section provides that , before referring a case for prosecu
tion to the U.S. attorney, we shall notify the person charged and give him an 
opportunity  to submit to us his views on the matte r. This practice is generally 
approp riate and followed in practice, but in certain tyi>es of cases, such as will 
arise under this bill, p rior notice to the person charged could seriously prejudice 
the contemplated prosecution and the source of the illicit drug supply might 
vanish before we could reach it. Hence, although as held by the Supreme Court, 
compliance w ith section 305 is not a j urisd iction al prerequisite to prosecution by 
the U.S. attorney, it seems desirable to make clear in section 305 tha t it should 
not be followed where the Secretary  finds tha t to do so would jeopardize a 
criminal proceeding or proceedings.

It  should be emphasized, however, th at such an amendment to section 305 
would in no way obviate the need for  the arr est  powers recommended above 
for these cases. In a few selected cases, in which prior  notification to the person 
charged would have seriously jeopardized the proceeding, it has, to  be sure, been 
possible to file a criminal information without such prior  notice. When such 
informations have been filed (by the U.S. attorn ey), however—identifying the 
defendant by name and specifying the nat ure  of the violation—they have usually 
become a public record. The prema ture availability of this informatio n may 
seriously impair our ability  to trace  distribution of illegal drugs back to the 
source of supply. Although the defendant may wish to cooperate by assisting  
us in apprehending his source of supply, the publicity attending his arrest  could 
aler t and in the p ast has alerted the supplier, thus making contact with him diffi
cult and hazardous. This arr est  procedure is also cumbersome in tha t i t requires 
an initia l illegal sale upon which the criminal information can be based, and at 
least  a second contact coordinated to a time at  which the U.S. marsh al is avai l
able to serve the arr est  warrant . Ordinarily, contacts  with peddlers are made 
entirely on the peddlers’ terms and are  often subject to last  minute changes, 
delays, or postponements to avoid detection by law enforcement officials.

5. Counterfeit drugs—firearms for  inspectors.—The various provisions of this 
bill relating  to counterfeit drugs will aid  us in ou r atte mpt to eradicate the traffic 
in these drugs. The provision permitting the seizure of equipment used to make 
counterfeit drugs will aid the Government in destroying this noxious trade  at  
its foundation. These strong  provisions are  needed. Counterfeit drugs are not 
manufactured under proper  safegua rds and controls; they are often subpotent 
and contaminated. These drugs are  both frau dulent and dangerous.

Hardened criminals  are  becoming increasingly involved in the counterfeit 
drug traffic as they are  in the traffic in illegal depressan t and stimu lant drugs. 
For this reason we recommend tha t section 8 of th e bill—which would enable us 
to authorize FDA inspectors to carry  firearms while conducting investigations 
or inspections relativ e to d epressant or st imul ant drugs—be extended to counter
feit drugs.

We recommend enactment of the bill with the above-suggested modifications. 
We are enclosing, for the committee’s convenience, dra ft language to carry  out 
these modifications as well as certa in additional technical suggestions made by 
staff.

We are  advised by th e Bureau  of th e Budget tha t there  is no objection to the 
presentat ion of t his repo rt from the standpoin t of the administra tion’s program. 

Sincerely,
W ilbur  J. Coh en , 

Assistant  Secretary.

Draft of Amendmen ts to H.R. 2 To Carry Out Recommend ations in  R eport 
of Department of H ea lt h, E ducation, and Welfare, P lus  T ech nic al  Sug
gestions by D epar tment of H eal th, Education, and W elfare S taff

I .  amendments to carry out recommendati ons in  th e departme nt’s report

1. Amendment as to form and manner of recordkeeping.—On page 7, line 25, 
inser t “readily and  conveniently” before “available”.

2. Procedure for listing depressant and stimu lant drugs.— (a ) Strike  out lines
24 and 25 on page 3 and lines 1, 2, and 3 on page 4 (except the closing quotation 
ma rks ), and i nsert  in lieu thereof  the following: “Regulations for the designation 
of drugs pursuant  to subparagraph (2 ) (C ) or (3 ) of this paragraph shall be 
issued, amended, or repealed upon public notice of proposed rule making and in 
accordance with the procedure set forth  in section 4 of the Adminis trative Pro-

43-87.6— 65------2
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cedure Act bu t sub jec t to the  provisions of section 511(f) (re lat ing  to adviso ry 
committees)

(6) On page 10, line 19, str ike  out  “70 1( e) (1 )” and  insert  *‘29 1(v)” ; on 
l»age 12, l ine 14, str ike  o ut “shall”, and  in lines  15 and  16 str ike  out  “issue  the 
order requ ired  by section 70 1( e) (1 )” and insert  ‘‘shal l by ord er confirm or 
modify any order theretofore issued by him upon the  p etition or othe r proposal 
before him or, if no such prior order was issued before the  re fe rral to the 
advisory committee, shall by o rder  a ct upon such pet ition o r p roposal” .

(c) On page 13, line  1, in ser t “or o the r m atter,  in whatev er fo rm and  f rom any 
source ,” af te r “data”, and in line 2, af te r “advisory  committee”, ins er t ‘‘, and 
all  wri tten or oral contacts  by any person with the committee or any  member 
thereof with respe ct to the  sub jec tmatter before the  committee (inc luding the 
ma tte rs subm itted or discussed  in such co ntac ts) ” ; and in line 3, add  the follow
ing sentence: “Such record  shal l, upon publ ication of the Secre tary’s order 
issued af te r considera tion of the committee’s report, be open to inspection by any 
inte res ted  party .”

(d)  Add closing quotation  marks  on page 13, line 24, and  str ike  o ut the pa ra
graph beg inning  on page 13, line 25, and  ending on page 14, line 11.

3. Jud icia l seizure and condemnation author ity.—Amend section 6 (except 
for  the section heading) to read a s fol low s:

“Sec. 6. (a)  Subsection (a)  of section 304 of the Fed era l Food, Drug, and 
Cosmetic Act (21 U.S.C. 334) is amended by inserting ‘(1 )’ af te r ‘( a ) ’ and 
rede sign ating clauses (1) and  (2) of the  proviso thereto as ‘(A )’ and ‘(B )’, 
respec tively ; and  by adding at the end of such subsec tion the following new 
pa ragr ap hs :

“ ‘(2) Except as otherwise  provided in par agr aph s (3) and  (4) of thi s sub
section, (A) Any depressant o r s tim ula nt d rug wi th respect to which a  prohib ited 
ac t with in the  meaning of section 301 (p) or (q) by any  person ha s occurred, 
(B)  any drug th at  is a cou nterfei t drug, (C) any con tainer of such depressant 
or stimu lan t drug or of a counterfei t drug, (D) any conveyance in or upon which 
such dep ressan t or stim ulant drug  or a cou nterfei t drug has  been or is being 
transported,  carried , or held, (E)  any equipm ent used in man ufactur ing, com- 
IK>unding, or  processing a depressant or stimu lan t drug with respect to which 
drug a proh ibited act  w ithin the meaning of sec tion 301 (p) or (q), by the manu
fac turer,  compounder, or processor thereof, has occurred, and  (F ) any  punch, 
die, plate , stone, labeling, container, or  other thin g used or designed for use in 
making a counterfei t drug or drugs, sha ll be liable  to be proceeded again st at  
any  time on libel of informat ion and condemned in any  dis trict c our t of the United 
Sta tes within the  jur isdiction of which such drug, conta iner,  or  conveyance  is 
found.

“ ‘(3) No conveyance used by any person as a common ca rr ier in the  tra ns 
action of business as a common ca rr ie r shal l be for fei ted  under parag rap h (2) 
unless the owner or (except in the  case of a railway  ca r or engine) the person 
in charge of such conveyance  was  at  the  tim e involved a consenting  par ty, or 
privy,  to the  i llegal act  described in clau se (D) of parag rap h (2) .

“ ‘(4) No conveyance shall be condemned und er par agrap h (2) by reason of 
any  act  or omission establish ed by its  owner to have  been committed or omitted 
by any other person while such conveyance was  unlawfully in the  possession of 
such other person who acq uired such possession in violat ion of the  cr iminal  laws 
of the  United Sta tes o r of any State or  Territ ory .

“ ‘(5) As used in this section, the  term ‘conveyance’ includes every descr ip
tion  of vehicle, vessel, air craf t, or oth er con trivance used, or capable  of being 
used, as a means  of transp ortation on land , in water, o r through  the  air .’

“ (b) (1) . The first sentence of subsec tion (b) of such section 394 is  amended by 
inserti ng *, conveyance, equipment, or oth er thin g proceeded, again st’ af te r 
‘ar tic le’.

“ (2) Subsection (d) of such section  394 is amended by insert ing  ‘(1 )’ aft er 
‘( a ) ’ and  redesignating  clauses (1) and  (2) of the  second sentence of such 
subsec tion as ‘(A )’ and ‘(B )’, respectively ; and  by adding a t the  end of such 
subsec tion the  following new pa ra gr ap hs :

‘“ (2) The  provisions of paragraph  (1) of thi s subsec tion shall , to the  extent 
deemed appro priate  by the  court, apply to any conveyance, equipment, or other 
thing which is not otherwise with in the scope of such parag rap h and which is 
ref erred to  in pa rag rap h (2) of subsection (a ).

‘“ (3) (A) Whenever in  any proceed ing u nde r th is section, involving paragraph 
(2) of subsection (a ),  the  condem nation  of any conveyance or equipment or 
thing (other tha n a drug) is decreed, the  court sha ll allow the claim  of any
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claimant, to the extent of such claimant’s interest, for remission or mitigation 
of such forfeiture if  such claimant proves to the satisfac tion of the court (i) tha t 
he has not committed or caused to be committed any prohibited act referred 
to in such p aragraph (2) and has no interest in any drug referr ed to therein, 
(ii) tha t he has an interest in such conveyance, equipment, or other thing as 
owner or lienor or otherwise, acquired by him in good faith , and (iii)  tha t 
he at no time had any knowledge or reason to believe tha t such conveyance, 
equipment, or other thing was being or would be used in, or to facili tate, the 
violation of laws of the United States relating to depressan t or stimulant drugs 
or counterfeit drugs.

“ ‘(Il) In any proceeding under this  section involving paragraph (2) of sub
section (a), the Department of Health, Education, and Welfare shall, for the 
purposes of the application  of section 304 of the Act of August 27, 1935, 49 Stat. 
880 (40 U.S.C. 304i), re lating  to the disposition of property forfeited by court de
cree, be deemed to be the  agency which seized such property if the seizure was 
effected by or a t th e request of such department or an officer or employee thereof, 
whether or not such seizure preceded the institution of the proceeding under 
this section.’ ”

4. Amendments as to author ity of enforcement personnel.—Change th e head
ing of section 8 and the provisions of section 8(a ) of the bill (p. 18, lines 17-24) 
to re ad :

“powe rs  and  protection of enforcem ent person nel

“Sec. 8. Section 702 of the Federal Food, Drug, and Cosmetic Act (21 USC 
372) is amended by adding at the end thereof the following new subsection:

“ ‘(e) Any officer or employee of the Department designated by the Secretary 
to conduct examinations, investigations, or inspections under this Act relating 
to depressant or stimulant drugs or  to counte rfeit drugs may, when so authorized 
by the Secretary—

“ ‘(1) carry fi rearms;
“ ‘ (2) execute and serve search w arrants and arr est  wa rra nt s;
“ ‘(3) execute seizure by process issued pursuant to libel under section 

304;
“ ‘(4) make arre sts without war rant for offenses under this Act with 

respect to such drugs if the offense is committed in his presence or, in the 
case of a felony, if he has probable cause to believe tha t the person so 
arres ted has committed, or is committing, such offense; and

“ ‘(5) make, prior to the institu tion of libel proceedings under section 
304(a )(2 ), seizures of drugs, containers, or conveyances, or of equipment, 
punches, dies, plates, stones, labeling, or other things, if they are, or he 
has reasonable grounds to believe th at they are, subject to seizure and con
demnation under such section 304(a) (2). In the event of seizure pursuant 
to this paragraph (5), libel proceedings under section 304 (a) (2)  shall be 
instituted promptly and the property seized be placed under the jurisdiction 
of the court.’ ”

IT. TE CH NICA L AM EN DM EN TS SUGGESTED BY STAFF

1. Inse rt “and counterfeit drugs” in the titl e of the bill a fte r “depressant and 
stimulant drugs”.

2. On page 4, at  the end of line 14, insert  “in conformance with local laws,”. 
This is to parallel the same phrase on page 5, line 2.

3. On page 8, line 15, inser t the  following after “is” : “ (or in which such officers 
or employees have reason to believe that i t is) ”.

4. On page 10, line 2, strike out “so”.
5. On page 17, line 10, str ike  out “204” and insert “334”. (This change should 

be disregarded if the section is rewritten  as suggested above under point 1.3.)
6. On page 18, line 21, str ike out “ (g )” and insert “ (e )”. (This change should 

be disregarded if the revision suggested above under point 1.4 is made.)
7. On page 14, strike out the closing quotation marks in line 11 and insert the following between lines 11 and 12:
“ (g) As used in this section and in sections 301 and 304, the term ‘manufac

ture, compound, or process* shall  be deemed to refer to ‘manufacture, prepara
tion, propagation, compounding, or processing’ as defined in section 51 0(a) , and 
the term ‘manufacturers,  compounders, and processors’ shall be deemed to  refer  
to persons engaged in such defined activities.”



14 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

The General Counsel of the  T reasury.
Washington, D.C., Jan uary 28,1965.

Hon. Oren H arris,
Chairman, Committee on In ter sta te and Foreign Commerce,
House of Re presenta tives , Washing ton, D.C.

Dear Mr. Chairman : Reference is made  to your requ est for  the views of this  
De par tme nt on H.R. 2, to protect the public hea lth  and saf ety  by amen ding the 
Fed eral  Food, Drug, and Cosmetic Act  to estab lish  specia l cont rols for  dep ress ant 
and  sti mu lan t drugs, and fo r oth er pu rposes.

The proposed legislation  would amen d the  Fed era l Food, Drug, and  Cosmetic 
Act by making cer tain  changes and add itions provi ding for  Feder al regulat ion 
of the  manufactu re, processing , dis trib utio n, and possession of “de pre ssant or 
stimu lan t dru gs” moving i n or othe rwis e affecting int ersta te  commerce. Admin
istr ati on  of the  provisions of the bill would  be v ested  in  the  Sec retary  of Health, 
Educ ation , and W elfare.

It  seems cle ar th at  the abus ive use of bar bit ura tes , amphetamines, and  othe r 
habi t-form ing depress ant or stimu lan t drugs which effect the  centr al nervo us 
system  has become extensive and  is a con trib utin g fac tor  in juve nile  delinquency, 
crime, and in many dea ths  and  accid ents.  Moreover, the  exis ting  laws  do not 
provide ade qua te contro ls to preven t the illi cit dist ribu tion  of these drugs. 
There fore, the  T rea sury De par tme nt fav ors  en actm ent of legis latio n which would 
accomplish th is purpose.

The De par tme nt has been advised by the  Bu rea u of the  Budget th at  the re is 
no objecti on from  the standp oin t of th e adm inistration’s prog ram  to the  submis
sion of t his  re port to  your committee.

Sincer ely yours,
Fred B. Smith , 

Deputy General Counsel.

Veterans’ Administration,
Office of the  Administrator of Veteran Affairs ,

Washington , D.C., Febru ary 9,1965.
Hon. Oren H arris,
Chairman, Committee on In ters ta te  and Foreign Commerce,
House  of Re presentatives,  Washington, D.C.

Dear Mr. Chairman : This ref ers  to  you r requ est for a rep ort  by the  Veteran s’ 
Admin istratio n on H.R. 2., 89tli  Congress, a bill to pro tect the  public  hea lth and 
safe ty by am ending th e Fed era l Food, Drug, and Cosmetic Act to e stab lish  special 
contro ls f or dep ress ant and  stimu lan t drugs , and for  oth er purposes.

The purpo se of thi s bill, as  disclosed by its title , is to place  c ertain  res tric tion s 
on the man ufactur e, compounding, process ing, coun terfe iting , dist ribu tion , deliv
ery, use, and  possession of dep res san t or stimu lan t drug s in ord er to preve nt 
their  m isuse and thereby pro tec t the  p ubile hea lth and  safe ty. “Dep ressan t and 
stimu lan t” drug s a re  defined, in gen eral  terms, as any d rug  containi ng bar bituric 
acid and amphetamine, thei r sal ts an d/ or  optical isomers,  or oth er habit- forming 
cen tra l nervo us system stim ula nts , an d includ es any  oth er dru g th at  has a 
pot ent ial for  abuse  because  of its  dep ressan t or stimu lan t effect on the  cen tral  
nervo us syste m or its  ha llucin ato ry effect.

The provi sion of the  bill most appl icable to the  Vet eran s’ Adm inis trat ion 
would req uire  our pha rma cist s to inve ntory and record all  dep res san t or stimu
lant  drug s on hand, as of the  effective da te of the  bill, and  the reaf ter  mainta in 
adeq uate  dispo sition record s on all  such  drugs.  These records would then be 
made availabl e, at  reaso nable  times, fo r inspec tion by an officer or employee of 
the D epa rtm ent of Health,  E duca tion, a nd Welfare.

We now mainta in all pres crip tion s and  phar mac y orders for  a perio d of 2 
yea rs ; ther efore, the  provis ion of the bill requiri ng records of dep ressan t or 
stimu lan t drugs sold, delivere d, or otherw ise disposed of, accom panied  by the  
name  and  add ress  of the person from whom it  was received and  to whom it  was 
sold, delivered, or otherw ise disposed of, would  have very lit tle  effect on our 
proce dures , o ther th an the tak ing  of th e i nit ial  inventory .

Altho ugh we now mainta in a comple te syste m of reco rds with resp ect to these 
dep res san t or stim ulan t drugs,  and tak e every  action nece ssar y to insure  aga inst  
th ei r misuse, we supp ort any  action nece ssar y to pro tect  the  public heal th.

While  the re would be some add itio nal  recordkeep ing require d if thi s bill were 
to be enacted, it  would not  pre sen t an  insurm oun tabl e problem. We canno t 
est imate  the  a mou nt of in crea sed cost, bu t it  should  not  be excessive.
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In view of the  public hea lth  adv antage s in legislation of th is type, we recom
mend favo rable co nsid erat ion of th is bill by your committee.

We are advised by the  Bur eau  of the  Bud get th at  the re is no objec tion from 
the  s tan dpo int  o f the  a dm ini str ati on ’s pro gram to the pre sen tat ion  of thi s rep ort 
to yo ur committee.

Sincerely,
A. H. Monk,

Acting Deputy Administrator.
(F or a nd in the  abse nce of  W. J . Driv er, A dm in ist ra to r).

I nterstate Commerce Commissio n,
Washington, D.C., January 28, 19G5.

Hon. Oren Harris,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Chairman  Harr is: In response to your reques t of Ja nu ar y 19. 1965, I 
am author ized  to subm it the  fo llowing  comments wit h respec t to H.R. 2 on b ehal f 
of the  Commiss ion’s Committee on Legis lation.

Und er section 2 94 (a ) of the  In te rs ta te  Commerce Act the  Commission is 
cha rged wit h the  resp onsi bility of esta blis hin g reas onab le requ irem ents  for  the  
saf ety  of ope ration and  equi pment of common c arrie rs by motor vehicle. In the  
discharge  of thi s duty the  Commission has  inv esti gate d many serio us accid ents 
involving mo tor ca rri ers and  also  has inspe cted numerous moto r ca rri ers while  
en rout e. These investiga tions a nd in spect ions revea l t ha t on numerous occasions 
amp heta min e dru gs have been foun d in the  possession of tru ckd rive rs.

I know you are  aware  how difficult it is to esta blis h conclusive proo f th at  
drugs have been used by commercial driver s involved in accide nts. Rarely is it 
possible  for  the Commission to be at  the  scene of an accid ent or to ini tia te 
an  investi gat ion  u nti l some tim e af te r an accid ent has  occurred. We nece ssar ily 
depend  heav ily upon the investig ation  made at  the  scene by Sta te and local 
officers, many of whom may not  be aw are  of the  significan ce of the problem. 
Des pite thes e limi tatio ns, our  exper ience convinces us th at  the  u se of such drug s 
by driver s of moto r ca rri ers  is exten sive and  is freq uen tly the  c ause of accid ents 
which  re sul t in seriou s i nju ry or death .

The Commission is convinced th at  the use of stimu lan t and dep res san t drug s 
by driver s of motor  carrie rs is incre asing , and  th at  m isuse  of  th ese dru gs cre ate s 
a grave th re at  to highw ay safe ty. We believe th at  the re is an urg en t need for  
more  effective  control over the  ma nufac tur e and  dis trib uti on  of  such  drugs .

Althou gh we are  unabl e to offer any help ful comment on specific prov ision s of 
the  bill, we strongly  fav or the objec tives  of H.R. 2.

Resp ectfu lly submitted.
Cha rl es  A. W ebb, 

Chairman, Committee on Legislation.
J ohn W. Bus h.
Everett Hutch inson.

General Counsel of the  Department of Commerce,
Washington, D.C., February 18,1965.

Hon. Oren H arris,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. Chairman : This  le tte r is in fu rth er  reply to you r req ues t for  the 
views of thi s De par tme nt wi th resp ect to  H.R. 2, a bill  to pro tec t the  public 
hea lth  and  safe ty by amending the Feder al Food, Drug , and  Cosmetic Act to 
esta blish  specia l controls for  dep ressan t and  stimu lan t drug s, and  for other 
purpose s.

H.R. 2 is a public healt h mea sure  which would  prov ide fo r the  reg ula tion of 
dep ressan t and stimu lan t dru gs such as ba rb itu ra tes and  amph etam ine. With  
certa in specified exceptions, perso ns ar e pro hibited  from  man ufa cturing , com
pounding, processing, or possessing the se drugs , or selling them to una uthoriz ed 
persons. Records of stock on han d mu st be kep t for  3 years by ma nuf acturers, 
process ors, and  sellers.  The Secre tary  of Hea lth,  Educatio n, and We lfar e may, 
by regu lation, exempt any of these dru gs from  the  proh ibition if such regu lation
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is not  necessary  for the  protectio n of the  public health. The operatio n of Sta te law in th is field is protected.
The bill also  provid es for  the  esta blis hment of an advisory  comm ittee of impa rti al  exp erts t o advis e t he Secreta ry of Hea lth,  Educa tion,  and Welfare, at  the la tter ’s requ est, on ma tters relating to whether or not a drug, which may be the  subj ect of controver sy, “has a dep ress ant or stimu lan t effect on the  cen tral  nervou s system or a hal luci nato ry effect” ; and  it  gives drug ma nufac tur ers  who may objec t to the  listi ng of a drug  as having the  above und esir able effects an opp ortunity  to requ est the referra l of the  ma tte r to the  advisory comm ittee for study . It s findings are then  to be subm itted to the  Secreta ry of Hea lth,  Educ ation, and We lfar e for  dete rmin ation  of the dru g’s sta tus . The bill also makes the  counterfe iting of drugs a  Fe der al offense.
The Depar tment  of Commerce fully recognizes the  evils and dan gers att endan t upon the  unregul ated  and  indiscr imi nate use of and  trafficking in habit form ing drugs, partic ula rly  those  ari sin g from  their  sale  to minors. We have supp orted le gisla tion  to prot ect the  consum er and provid e high busin ess sta nd ard s for  pro per labeling  and  pa ckagin g of food, drug s a nd oth er c onsum er commodities.The bill also  seeks to reduce the burden to busines s in vari ous  ways. The inspection provisions in the bill are c lear ly limited. Insp ecto rs are no t p erm itted to examine financia l, pricing, personnel, nor  rese arch  data. They also are  prohibi ted from inspecting  sales  da ta oth er than  shipments. Sep ara te reco rds or set forms  for  data  would  not be r equired  as  long a s records  contai ning t he required  info rmation were av ailable .
We recommend th at  it  be made p lain  in  th e le gisla tive hist ory  t ha t the  a uth ori ty to contro l any  dep ress ant or stim ula nt dru g which has  the  “pot ent ial  f or  a buse ” means  th at  such pote ntia l mus t be c lear  and  not remote and speculative.We have been advised by the  Bur eau  of the  Budget th at  the re would be no objection  to submission of o ur rep ort  f rom  the  s tand point of the  adm ini str ati on ’s program.

Sincerely,

Robert E. Giles .

F ederal T rade Com m is si on , Washington, D.C., February 23,1965.Hon. Oren Harris,
Chairman, Committee on Interstate and Foreign Commerce,House of Representatives, Washington, D.C.

Dear Mr. Chairman : This  is in respo nse to your reques t of Ja nu ar y 19, 1965, fo r comment on H.R. 2, 89tli Congress, 1st  session, a bill to pro tec t the  public hea lth and  saf ety  by amending the  Fed era l Food, Drug, and Cosmetic Act to esta blis h special controls for  dep ressan t and  stim ula nt drugs , and  for othe r purpose s.
The purpoes of the bill is to control  the illic it traffic in depressant, stim ulan t, or hal luc ina tory  drug s by str ict ly reg ula ting  their man ufactur e, possession, and sale. Thes e drugs, barbi tur ate s, amphetamine , and  sim ilar  subs tances—are  to be regu late d in a man ner compa rable to the  contro l of narcoti c drugs und er the Harris on Narc otic Act (2 6 U.S.C. 47 31 ), and of ma rih uan a und er the  M arih uan a Act (26 U.S.C. 47 61 ).
The bill also conta ins provisions rel ati ng  to the  counter feit ing  of drugs, with the  term  “cou nterfei t drug ” being defined as “a drug  which, or the  contain er or label ing of which,  bears  the  tradem ark , tra de  name, or oth er iden tifying mark, imp rint , or device of a person other th an  the  person  or persons auth oriz ed to use it  on such  drug, conta iner, or labeling, or which bea rs any liken ess ther eof.”As we under stand the prac tice of “counte rfe itin g” drugs proscribed  by section 9 of the  bill, it could in some insta nces  be regard ed as an un fai r or deceptiv e act or pra ctic e in commerce with in the  purv iew of section 5 of the  Fed eral  Trade Commission Act as well as “misbrand ing” wit hin  the meanin g of section 502 (i ) of the Fed era l Food, Drug, and  Cosmetic Act. If  the  Commission determined th at  a proce eding would be in the  public inte res t, it  w ould thu s be empowered to ac t under section 5 (b ) of the  act. However, the  Commission is of the  view tha t if a proh ibition of coun terfeiting like th at  contained in section  9 of the bill is foun d wa rra nte d, it could more effectively be adm inis tere d by the  Food and Dru g Admin istratio n (a s is provided fo r in the bil l) tha n by the  Fed era l Trade Commission.
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Also, it is our  belie f th at  the  regulat ion of the  illi cit traffic in dep res san t and 
stim ula nt drug s does not have any relatio nsh ip to the  operations or act ivi ties  of 
the  F ederal Tra de Commission.

By d irect ion of th e Commission :
P aul  R an d D ix o n , Chairma n.

N.B.—Pur su an t to regulatio ns, thi s rep ort was subm itted to the Bureau  of the  
Budget on Fe brua ry  18, 1965, and  on Febru ary  19, 1965, the  Bureau  of the  
Budg et advised th at  the re is no object ion to the  submission of thi s rep ort  from 
the  stan dpo int of th e a dm ini stration ’s program.

J o se ph  W. S h e a , Sec reta ry.

D epa r t m e n t  of  J u st ic e ,
Of f ic e  of  t h e  D ep u ty  A tt or ne y  G en er a l,

Washington, D.C., Fe brua ry  23, 1965.
H on . Ore n  H a r r is ,
Chair man, Committee on I nt er st at e and, Fore ign  Commerce,
House  of Re presentatives , Washingto n, D.C.

D ea r M r. C h a ir m a n  : Thi s is in respo nse to your  requ est for  the  views of the 
Dep artm ent of Ju sti ce  concerning the bill (H.R. 2)  to pro tect  the public  hea lth  
and safe ty by amen ding the Federal  Food, Drug, and  Cosmetic Act to esta blis h 
special controls for dep ress ant and  stimu lan t drugs, and for othe r purpose s.

The bill would amend the  Fe deral  Food, Dru g and Cosmetic Act to esta blis h 
gre ate r control over the  ma nu fac tur e and  dis trib ution of dep ressan t and  stimu 
lan t drugs,  inclu ding  ba rbi tur ate s, amphetamines, and oth er sim ilar drugs , and 
provide s tri cter  c ontrols over the  traffic in c oun terfei t drugs. In  order  to achiev e 
these objectives th e bill would req uir e all persons who manufacture , process, 
and dis trib ute  such drugs,  wit h the  exception of physicians act ing  in the  course 
of th eir prof essi onal pract ice, to ma int ain  sui tabl e record s r eflec ting the  d ist rib u
tion  o f the  d rugs  from  t he ir ma nu fac tur e to th ei r dispo sition to  an ult im ate  con
sumer. Such reco rds would be req uire d to be open for  inspec iton by author ized  
rep resentativ es of the  Sec reta ry of Hea lth,  Educ ation , and  Welfare. Also, the  
bill would aut horize the broa d in spect ion of fac tori es, warehouses, estab lishm ents , 
and vehicles in which the  drug s ar e processed and held. Fu rth er , all processors 
producers, and who lesalers of the  dru gs would be requ ired  to reg ister with the  
Secretary . The bill  would prov ide crim inal  pen alties for fa ilu re  t o comply with  
any of its  requ irem ents  and  would autho rize seizure and condemnation of drug s 
not m eeting  such requ irem ents .

The bill would, in general, implement th at  the  po rtion  of th e Pre sid ent’s hea lth  
message of J an ua ry  7 of th is ye ar in which  h e recommended legislation “to bring  
the  produ ction  a nd  d istr ibu tion of barbi tur ate s, amphetamines, and oth er psycho- 
toxic  drug s und er more effective con trol ” (H . Doc. No. 44, 89th  Cong.). We 
favor th is  objec tive and  believe th at  the bill will achieve  the desir ed purpose . 
However, we feel th at  th e mea sure  shou ld be am ended in two respec ts.

Section 51 1( d ) (1 ) would  req uire every  person  selling, deliv ering or othe rwis e 
disposin g of  a ny dep res san t or stimu lan t drug to mainta in complete and accur ate  
records of the  kind and  qu an tity of each dru g received, sold or delivered, the 
name  a nd add ress of the  pe rson  from whom it was  received, and to whom sold or 
delivere d, and  the  da te of the  tran sac tion. Under thi s langu age, carri ers would 
be re quired  t o ma int ain  such records. The re is no provision, however, req uiri ng 
shippers  of  dr ugs  to  ad vise  a  c ar rie r w heth er the  shipmen t consis ts of such drug s ; 
accordingly, req uir ing  ca rri ers to comply wit h the  abso lute  ter ms  of 51 1 (d ) (1 ) 
is unrea sonable. However, section 51 1( d) (2 ) (A ) (per tai ning  to the inspection 
of reco rds by rep res ent atives  of the Sec retary ) rai ses  some doubt  concerning 
the  keepin g of records by car rie rs. Th at subsection sta tes  th at  “Every person  
require d by pa ragrap h (1 ) of th is subsection to pre par e or obtain , and keep, 
records , and any ca rr ie r ma inta inin g records wi th resp ect to any shipment con
tain ing  any dep ressan t or stim ula nt drug" [emphasis add ed]  sha ll permit  thei r 
inspect ion. This lang uag e implies th at  ca rri ers are not abso lutely requ ired  to 
ma intain  the  reco rds  prescribed  by section 511 (d ) (1 ).  If  carri ers are  inten ded 
to be exclud ed from  the  man datory  keeping  of records , it  should  be expressly  
stated.

Section  9 of the bill would provide for  stro nger mea sure s to combat traffic 
in counter fei t drugs. While  we fav or str ic te r cont rols over such drug s wher e 
public hea lth  is endangered, we obje ct to the  definition  of “cou nterfei t dru g” 
cont aine d in section  9 (b ) (2 ) of the  bill. We are advis ed th at  the  De par tment
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of Health, Education, and Welfare ha s submitted a proposed substitute definition of “counterfeit drug” reading as follows :“The term ‘counterfeit d rug’ means a drug which, or the container or labeling of which, without authorization, bears the trademark, trade name, or other identifying mark, imprint, or device, or any likeness thereof, of a drug manufacture r, processor, packer or distributor, other than the person or persons who in fact  manufactured, processed, packed or distributed such drug and which thereby falsely purpor ts or is represented to he the product of, or to have been packed or distributed by such other drug manufacturer, processor, packer or distrib utor .”
We approve of this revised definition and believe tha t it would strengthen the legislation.
Two typographical errors are noted in the bill. In section 6, on line 10, page 17, the citation “ (21 U.S.C. 2 04 (a))” should read “ (21 U.S.C. 3 34 (a l) .” Also, in section 9, on line 18, page 20, the citation “ (21 U.S.C. 33 1(c) )” should be “ (21 U.S.C. 331 ( i) ).”
The Bureau of the Budget has advised tha t there is no objection to the submission of this  report from the standpoint of the  administr ation’s program.Sincerely,

R a m sey  Cla r k , 
Deputy Attorney General.

N ati onal A ca de my  of  S c ie n c es , Washington, D.C., February 10,1965.l i o n .  Ore n H arris .
Chairman, Committee on Interstate  and Foreign Commerce,House of Representatives, Washington, D.C.

D ea r Congre ss man  H a r r is : This lette r is concerned with a bill, Il.R. 2, to establish special controls for depressant and stimulant drugs, which we understand is before the Committee on Intersta te and Foreign Commerce.My immediate purpose in wri ting to you is to ra ise the question of the wisdom of one par ticu lar provision of the bill, directly involving the services of the National Academy of Sciences. This is contained in the proposed section 511(f )(5 ) of the Food, Drug, and Cosmetic Act. Under the bill, certain  advisory committees would be appointed by the Secretary of Health, Education, and Welfare from panels of names submitted to him by the Academy. The arrangement is presumably modeled af ter  a procedure laid down in the pesticides amendments to the Food, Drug, and Cosmetic Act.Our experience with the pesticides amendments, under which we have named a number of panels to the Commissioner of the Food and Drug Administration, has led us to feel tha t the procedure there specified is not entirely  sound or satisfactory.
Firs t, the proper scientific and technical balance of such a committee is a most im portan t factor in its effectiveness. The Academy is reluc tant to name a panel without having responsibility for the final selections and appointments. Further,  the Academy is reluctant to ask individuals to serve withou t then being able to insure  tha t the information, facilities, and resources provided to them are fully commensurate with  the need for the utmost care and wisdom in their  deliberations  and conclusions. I make this point as a matter  of sound principle and practice, entirely withou t implication as to the w’ay the pesticide arrangement has operated in the pas t; indeed, I can assure  you tha t no one serving on any committee appointed under those amendments has ever complained to the Academy with regard to these matters.Second and more important, it is our conviction, born of our experience, tha t questions of the kind with which the specially appointed committees will be called upon to deal are not best trea ted on an ad hoc basis. If there  is to be consistency together with a growing body of sound philosophy in the advice given to the Secretary of Health, Education, and Welfare in these very difficult matters , it should be sought from a standing committee th at has had an opportuni ty to become familiar with the law and with the policies, practices, and problems of the Department. It  is true  tha t the specific cases encountered a re likely to be so different as to be beyond the competence of any single committee; but a standing committee can always consult with appropriate  experts when the situa tion calls fo r highly specialized knowledge.We have on several occasions in the past recommended tha t a system of advisory committees, named from among the most competent scientists of the
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coun try, be form ed by the  Food and  Dru g Admin istratio n wit hin  its  own 
st ru ctur e to assis t the  Commiss ioner in the  disc harg e of his  responsibilit ies. 
We und ers tan d th at  commit tees advisory  to the Ad minis tra tion’s Bu rea u of 
Medicine and  seve ral of its  subdivision s have recen tly been appointed.  These 
migh t go f ar  tow ard  meet ing the pre sen t need.

In  a discussion of thi s mat ter dur ing  the pa st weekend  the  Council of the  
Nat ional Academy of Sciences agre ed th at  for  the  Academy to serve its  most 
appro pri ate  and usefu l purpose  as a non-Fed eral body, it  should not be directly  
involved in the  adminis tra tive and  regula tory  actio ns of the  Food and Drug  
Adm inist ratio n. I t seems cle ar th at  advisory  groups appointed as i>art of a 
gove rnme ntal app eal proc edur e may have to be closely cont rolle d by special 
regu lations  and  limitatio ns, and  th at  thes e may not be comp atible  wit h the  
prac tice s of the  Academy in the disc harge of its  fun dam ental and  his tor ic func
tion  of advisin g the Govern ment wit hout dire ct involveme nt in the  Govern
me nt’s i nte rna l adm inistra tion.

At the  same time the  Academy, if called upon, would be glad  to assis t the  
Food and  Dru g Admin istratio n in the  establis hme nt of its  own advisory 
resources, both fo r dealing with  general quest ions and  for  specific reg ula tory  
problems. The  Academy alread y has  a Dru g Research Board, esta blis hed  in 
pa rt  to cons ider  basic  principle s and  pra ctic es in the  advance ment and  control 
of the uses of drugs.

I hope th at  you will give conside ratio n to our positio n in th is ma tte r. We 
ar e prepared , of course, to discuss it  wit h the  comm ittee or its  staf f in any 
way th at  w ill be h elpfu l.

In  resp ect of the  ma jor  purp ose of H.R. 2, I wa nt to ass ure  you th at  the 
Commit tee on Drug Addict ion and  N arcot ics of our  Division of Medical Sciences, 
which has  for  35 years played  a prom inen t role in the  promotion of rese arch  
on the  abuse of drug s, is convinced th at  designated categories of sti mu lan t and 
dep ressan t drugs should  be b rought  under  more  effective  contr ol. Th at  committee 
is in ful l sym path y with the  prima ry purpo ses of the  bill. It s Cha irma n, Dr. 
Dale  Cameron, has testified at  the  c urr ent hear ings .

Sincerel y yours,
F rederick Seitz, President.

Mr. Springer. Mr. Chairman ?
The Chairman. Mr. Springer.
Mr. Springer. I have a shor t statement, which is as follows:
The increasing threat  to public health and safety from the illicit 

traffic in and misuse of stimulan t and depressant drugs  is now well 
recognized. Government and industry alike are determined to di
minish and, hopefully , remove thi s hazard by strengthening the ma
chinery for  control. H.R. 2 is intended to accomplish this  end.

There have been o ther bills in the previous Congress on this  sub
ject. One such bill passed the Senate and this committee carefully 
considered the  desirabi lity of acting quickly on a s imilar measure to
ward  the end of the 88th Congress. Because there  was room for 
controversy and misunderstandings concerning the best methods for 
control, and the drugs needing control, it was decided, and I  think 
wisely, to defer action unti l the 89th Congress, when thorough con
sideration could be given to these very important issues.

Since that time there has been much work done by the staff of this 
committee, the Government agencies concerned, and the industr ies to 
which the new law would apply are try ing  to work out a bi ll strong 
enough to catch the transgressor and fair  enough to p ut a limit on the 
administrative burden necessarily inflicted upon legitimate and  scru p
ulous manufac turers  and distribu tors of these products.

To say tha t H.R. 2 meets all these requirements would be to prejudge 
the case before hearing the witnesses, who undoubtedly will disagree on 
some provisions. I t can be said, however, tha t in this bill  we have an 
excellent s tart ing  po int to work out sound and proper legislation for
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the  con trol of pre sen t abuses in the use, di str ibut ion,  and wides pre ad 
co un terfe iti ng  stim ula nts  and de pre ssa nts .

Th an k you, Mr. C hairm an.
Th e Chairm an . I  th an k you for  you r sp len did  sta tem ent .
Th e fir st witness will be the  Ho no rable  Geo rge P.  Lar rick , Com 

mission er of  the Food an d Dru g Ad min ist ra tio n,  Dep ar tm en t of 
Hea lth , Edu ca tio n,  and  We lfa re.

Comm issio ner  Lar ric k,  we wil l be glad  t o he ar  f rom  you. I  believe  
you  have some of  y ou r staf f mem bers  with  you.  I  th in k it  wou ld be 
ap pr op riate to id en tif y th em fo r th e record.

STATEMENT OF HON. GEORGE P. LARRICK, COMMISSIONER OF
THE FOOD AND DRUG ADMINISTRATION, U.S. DEPARTMENT OF
HEALTH, EDUCATION, AND WE LFA RE; ACCOMPANIED BY
WINTON B. RANKIN, ASSISTANT COMMISSIONER; AND DR.
JOSEPH F. SADUSK, JR. , DIRECTOR OF MEDICINE

Mr. L arrick. Mr . Ch air ma n, in 1962 a  b ill  be ar ing yo ur  name  was 
hand led  by  th is  commit tee an d became  law, and imposed a tr em endous 
res ponsibi lity on the Fo od  an d D ru g Adm inist ra tio n,  pa rt icul ar ly  
in the med ica l field.

I  w ould l ike  to  in tro duce to  the c ommit tee  to day th e gentl em an  who 
handles  t ha t res po ns ibili ty : Dr . Jo seph  F.  Sadusk,  Jr .,  on my righ t, 
is th e new D ire ctor  of  M edic ine fo r FD A. He has been  w ith  u s since 
last  A pr il.  He served on the fac ul tie s of  Yale, St an fo rd , New Yo rk 
College of  Medicine , an d George W ashing ton Un iversit y.  H e is a 
dis tin gu ish ed  phy sic ian . He came to us fro m George W ashing ton 
Unive rsi ty  Medica l School as chair ma n of the de pa rtm en t of  pr e
ven tive medic ine  an d com mu nity he alt h,  and di rector  of  th e clinics.

I  th in k th e c ountr y and the F D A  is m ost fo rtun ate i n ha ving  a man 
of  this  caliber t o keep  us on a st ra ig ht pa th  so fa r as the medic ine  in
volved in en forc ing th e law  that yo u h andle  is c oncerned .

Mr. W inton B. Ra nk in, A ss ist an t Commissio ner,  on my le ft,  ha s been 
before  you  ma ny tim es with  me.

Th e Chairm an . Gl ad  to have you back wi th us, Mr . Ra nk in.
Mr. R ank in . Tha nk  you.
The Chairman . I  hope as a resu lt of  ou r 1962 ac t w7e di dn ’t give 

you  too  h ar d a job, and th a t you  have no t fou nd  it  so difficult to  carry  
ou t t hat  yo ur  proble ms have  been ins urm ounta ble .

Mr. Larrick . We hav e ha d pro blems, Mr.  Ch air ma n, bu t I  th in k 
we will  h an dle it.

Th e Chairman . Very good.
You may proceed.
Mr. Larrick. I t  is a ple asu re to  ap pe ar  befo re you toda y to  discuss 

the pressin g need  fo r impro ved  contr ols  over  the  di str ibut ion of  de 
press an t, sti mula nt,  and  hal lucina to ry  d ra gs  and  o f c ou nter fe it dru gs.  
Exi st in g law  is inadeq uate. Pr es id en t Johnson, in his  Ja nuar y 7 
message on “A dvancin g th e Nat ion’s Hea lth, ” recommen ded  leg isla
tio n to  br in g pro duction an d di str ibut ion of  these dr ag s un de r more  
effec tive contro l. II. R. 2, now befo re y ou r committee , goes a long way 
towa rd  me eting  th is prob lem.

We  ap pe ared  before  th is  com mit tee wi th the fo rm er  Se cretary  of 
ou r De pa rtm en t, Se na tor Ribicoff,  in Ju ne  1962 when th e committ ee
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was holding hearings  on II.R . 11581, a bill you introduced to give 
effect to the Pres iden t’s recommendations for strengthening the Fed 
eral drug laws. Pa rt C of title I of tha t bill provided special con
trols for barb itura te and stimplant drugs. Secretary Ribicoff urged 
adoption of these controls to combat the serious public health problems 
stemming from the abuse of these drugs.

Mr. Chairman, these serious problems have not abated during the 
2 ^  years since tha t testimony was delivered. In  that period, July 
1962 through December 1964, there  have been 311 convictions under 
the present inadequate Federal law for illegal sales of prescrip tion 
drugs. Of these, 299 involved drugs covered by the provisions of 
II.R . 2. Tranquilizers were involved in 67 of these cases.

Most of the drugs we will be discussing here today are valuable 
therapeutic agents. Barb itura tes are central-nervous-system depres
sants used in a varie ty of conditions where a hypnotic or sedative 
effect is desired. Amphetamines and similar  central-nervous-system 
stimulants are used in the treatment of depression and the control 
of appetite. Tranquilize rs aid in the treatment of distressed and 
disturbed patients. Unfo rtunately , however, these and s imilar acting 
drugs are subject to widespread misuse and abuse for nonmedical 
purposes. Their nonmedical use on a do-it-yourself basis has con
tributed  to the rising  toll of deaths on our highways, juvenile delin
quency, violent and bizarre crimes, suicides and other antisocial 
behavior.

As early as 1951, the Subcommittee on Narcotics of the House Com
mittee on Ways and Means under the chairmanship of Congressman 
Hale Boggs explored the problems created by illegal sales and  abuse 
of barbitu rates  and considered the action needed to correct the situa
tion. It  considered the possibility of subjecting barb itura te drugs 
to controls similar  to  those applying to narcotics such as opium and 
heroin. Evidence was presented before the committee to establish 
tha t barbi turate s had habit -forming properties , resulted in serious 
withdrawal symptoms when the drugs were discontinued, and posed 
the hazard of accidental overdosage and death. Indeed, barbi turate s 
were shown to be a major  cause of accidental death from poisoning— 
where the pat ient’s bra in was “pu t to sleep” by overdosage. Dr. 
Pau l B. Dunbar, then  Commissioner of Food and Drugs,  believed 
tha t narcotic type controls were needed since ba rbiturates were being 
used in the same illici t manner as narcotics, were being distributed  
through bars, motels, houses of ill repute  and simila r outlets. The 
investigative and enforcement techniques needed to apprehend the 
vendors of such drugs  were the same as those used by the Bureau 
of Narcotics against narcotic  violators. Our depar tment  and other 
agencies concluded, however, tha t less stringent  controls should be 
tried.

During the 84th Congress, the House Subcommittee on Narcotics 
again held hearings to consider the need for additional Federal legis
lation in this area. By t ha t time, the illegal distribution of ampheta
mines had become a widespread problem, so the hearings covered 
them as well as barbi turate s. The subcommittee recommended to 
the Ways and Means Committee in 1956 that the manufacture  and 
distribution of both amphetamines and barbiturates should be sub-
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ject to more str ingen t Federal controls, including penalties for  their unauthorized possession.* 1
The subcommittee concluded th at these drugs should be regulated under the commerce clause of the Constitution rath er than  the taxing power.
The subcommittee found, among other things, tha t illicit traffic 

in these drugs, unlike the traffic in narcotics, attacked  small as well as large communities. It  found tha t a problem of growing propor
tions had been created by chronic users of barbiturate s and amphetamines who were a menace to  the public when d rivin g on our streets and highways. In our experience, these findings are more significant today than they were in 1956. Since tha t time, the problem has grown by leaps and bounds.

The illegal traffic in amphetamines spawned in the truck stops, service stations, and roadside taverns  has spread throughou t the Nation. Organized rings  bootleg barb iturate  and amphetamine drugs. Nearly 1 million amphetamine tablets  were seized in November 1962 from a man who offered to sell FDA and Tennessee investigators one-half million tablets at a time. Some of these rings cover many States, and deal in millions of tablets  and capsules. Amphetamines, for example, can be purchased at wholesale at less than $1 per thousand,  and sold at wholesale in the illegal traffic at $30 to $50 per thousand, and a t re tail at 10 to 25 cents each, and more. The very substantia l profits involved have contributed to the magnitude of dealing with  this  problem.
The early development of illegal traffic in amphetamines occurred primarily  along truck  routes. Truckdrivers  learned tha t use of these drugs permitted them to drive for longer periods withou t rest or to make more tr ips  per week. So, some drive rs started  using  them. 

Unfortuna tely,  they did not realize that, while the drugs stimulate the nervous system, they do not eliminate physical fatigue. They mask fatigue, and ultimately the driver suffers seriously impaired reflexes, dangerous hallucinat ions, or periods of semiconsciousness while driving. This faced us with a new inspectional problem involving the diversion of amphetamines from the legitimate channels of wholesale and retail drug  dispensing to sale in restaurants, bars, and tr ack stops. We had the new task o f finding where the diversions were occurring and seeking to bring  to justice both the diverters and the illegal merchants.
I wish to strongly emphasize, Mr. Chairman, tha t the trucking associations and others interested in highway safety have gone to great lengths to acquaint drivers with the hazards resulting f rom the use of amphetamines. And, obviously, most of the truck drivers of this country do not resort to thei r use.
But the tragic results of abuse of barbitura tes and amphetamines by teenagers were graphically described in testimony presented in 1962 before the Subcommittee to Investiga te Juvenile Delinquency, Senate Judicia ry Committee.2

In  an effort to assess the use and potential misuse of the drags, which at present constitute the main problem, we conducted a survey of all
1 Report to the  House Committee on Ways and Means from the  Subcommittee on Narco tics, p. 24, May 10, 1956.1 Hearings before the  Subcommit tee To Investigate  Juvenile Delinquency, Senate  Committ ee on th e Ju dic iary , 87th Cong., 2d sess., pts . 12, 13 ; 1962.
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known manufacturers , brokers, and distr ibuto rs of basic amphetamine 
and simila r stimulant  chemicals and of barbiturates . We wanted to 
obtain accurate and c urren t in format ion about the amounts produced, 
the amounts exported  and imported and the identi ty of all firms en
gaged in such enterprise . Unfo rtunately , our survey of production 
figures was incomplete because records kep t by several basic manufac
turers were grossly inadequate and also because two of the Nation’s 
largest pharmaceutical firms declined, as was then their  legal righ t, to 
provide the  information requested. Nevertheless, we did learn  tha t at  
least enough basic material was produced in 1962 to make over 9 bil
lion doses of barb itura tes and amphetamines combined. Probab ly 
hal f of these ended up on the bootleg market.

While we have been discussing barbitura tes and amphetamines al
most exclusively, it is important to point  out tha t this bill is aimed 
also a t other types of drugs capable of causing similar or related ill 
effects and there are a number of such drugs already known to be mis
used to  some extent. Fo r example, you may recall rath er extensive 
public ity a few years ago about serious abuses t ha t have developed 
around some of our larger educational and research institu tions from 
experimentation with drugs which produce hallucina tions and other 
mental aberrations when administered in minute doses. One of these 
is a chemical commonly referred to as LSD-25, its chemical name is 
<Z-lysergic acid diethylamide tar tra te. In  addition  to producing the 
immediate hallucinations and aberrations which the experimenters 
sought, th is drug  has been found capable of inducing lasting changes 
in the mental and emotional stabi lity of some users; and, there are 
instances in which college students  who took doses of the drug  for 
thri lls or for nonscientific experimentation became disturbed to the 
point that they h ad to leave college or event enter mental institutions. 
The d rug also produces strong suicidal tendencies in some victims.

Mr. Chairman, we have completed a criminal action against two 
men who were a rrested  on Apr il 3, 1963, when they attempted to sell 
an undercover FD A inspector $15,000 worth of LSD-25 at his home. 
On other occasions, they had offered over $165,000 worth of the drug  
to FDA  undercover inspectors.

The defendants, Bernard  Roseman and Bernard Copely, were 
charged with nine counts of smuggling, misbranding the drug, dis
pensing a prescrip tion drug  without a prescrip tion, and conspiracy. 
The Honorable  George B. Ha rris  sentenced Copely and Roseman to 
5 years each on two smuggling charges, and 1 year each on seven 
charges of violation of the Federal Food, Drug, and Cosmetic Act. 
In  sentencing the defendants, Judge Ha rris  remarked that the Food 
and Drug  author ities should recommend legislation appropriate to 
deal with these types of  drugs  to interested congressional committees.3

Mr. Chairman, this  is what we are doing today.
Tranquil izers a re being increasingly implicated by medical evidence 

as agents of drug abuse. In  an article appearing in the August 10, 
1963, issue of the  Journa l of the American Medical Association, mem
bers of the Public Health Service’s National Clearinghouse fo r Poison 
Control Centers reported on 968 cases of tranquilize r ingestions occur-

* U nited St ates  v. Rosem an, DND Calif.  (Crlm. No. 39,333 ), Ju ne  3, 1964.
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ring  from Jul y 1959 through December 1960. In conclusion, the authors s tat ed :
Intentional ingestion was known to be the etiological basis in 35 percent of the cases reviewed. It becomes evident tha t the populari ty of tranquilizers  as suicidal agents must now rival tha t of the barb itura tes.4 It  is reasonable to assume tha t most of these were drugs dispensed on prescription.
In a study conducted at the Boston City Hospi tal, Boston, Mass., from October 1961 to May 1962, a to tal of 82 drug abusers and addicts was reported. Of the 82, 44 were addicted to narcotics, 24 were abusers of barbiturates  and amphetamines, 10 abused tranqui lizers, and 2 each abused bromides and inhalers.5
Authorities in the field, including Dr. Hamburger, have taken the position tha t many of the tranqui lizers are very close to the barb iturates in their  effects, although not in chemical structure. Tranqui lizers, like barbiturates , can cause tolerance and psychic and physical dependence.6 The addicting properties  of meprobamate have been rather extensively reported in the li teratu re, and th is lite rature c learly shows tha t this  drug and certain others o f the so-called tranqu ilizers  are subject to abuse. Mr. Chairman, I now offer copies of the cited articles for the record.
The Chairman. We would be glad  to have that. Is this an article by Dr. Carl F. Essig  ?
Mr. Larrick. It  is each of the articles which I  have specifically re ferred to in my testimony, and which are listed as footnotes in the copy of the testimony you have before you. “The Problem of Barb iturates in the United States” by Joel For t, M.D., from the Bulle tin on N arcotics of J anu ary  to March 1964; “Barbiturate Use in Narcotics A ddicts” from the Journal of the  American Medical Association, August 3,1964; “Misuse of Valuable Therapeutic  Agents, Barbiturates,  Tr anquilizers, and Amphetamines,” a repo rt by the committee on public health  of the  New York Academy of  Medicine; “Drug Abuse and Addiction Reporting in a General'Hospital ,” John A. Schremly, M.D., and Philip Solomon, M.D., Boston. And, finally, “Overdosage Effects and Dangers From Tranqu ilizing Drugs,” Charles I I. McKown, et  ah, in the Journal  of the American Medical Association for August, 10, 1963.
The Chairman. Have you had  occasion to read the article by Carl F. Essig, of Lexington, Ky., of the National Insti tutes  of Mental Heal th, the addition and research center of the U.S. Department of Heal th, Education, and Welfare?
Mr. Larrick. Dr. Sadusk has it with him. li e  and his staff have reviewed it with care.
The Chairman. Well, I  have read a p art  of it—since it deals wi th the subject from another source I  wonder if there would be any objection to it being included in the record, too ?
Mr. Larrick. No, I think  th at is an excellent suggestion, sir, so we offer it also.

4 McKown, Verhulst, and Crotty, “Overdosage Effects and Danger From  Tranquilizing Drug s,” 185 J.A.M.A. 425, 430 (1903).
sSchrenHy and Solomon, “Drug Abuse and Addiction,” 189 J.A.M.A. 512 (1964) . Misuse of Valuable  Therapeutic  Age nts: Bar bitu rates, Tranqui iizers, and Amphetamines, a rep ort  by the  committee on public health, the New York Academy of Medicine, 1 9 6 4 , Hamburger, “Ba rbi turate  Use in Narcotics  Addicts,” 189 J.A.M.A. 366( 1 9 6 4  I .

P r(> b le m  o f  Ba rbi turate s in the  United  Sta tes ,” 16 Bulletin on Narcotics,1 7 ,  o l  ( 1 9 6 4  ) .
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The Chairman. Let them be included in the record following the 
statement.

I think probably your entire statement should be included in the 
record, as you desire here this  morning, along with the footnotes, 
because I think they are important for reference.

Mr. L arrick. Thank you, Mr. Chairman.
President Kennedy, in his consumers’ protection message of March 

15,1962, recommended legislation which would establish an enforcible 
system of p revent ing the ill icit distr ibution of habit-forming barbitu
rates and amphetamines. In  September 1962, the President called 
the White House Conference on Narcotic and Drug Abuse. In  dis
cussing the problems associated with narcotics and other drugs, the 
President  sa id :

One problem meriting special att en tio n dea ls with  the  growing abuse of non
narc otic  drugs, inclu ding  ba rb itu rates  and  amphetamines.  Society ’s gain s will 
be illusory if we reduce the  incidence of one kind of drug dependence, only to 
have  new kinds of drugs substit uted. The use of these drugs is increasing 
problems of abnorm al and  social  behav ior, highway accidents,  juvenile  delin
quency, and  broken homes.

The abuses associated with the nonmedical use of barbiturates , 
stimulant drugs, and tranquilizers were also considered in some detail 
in the final report of November 1963, of the President’s Advisory 
Commission on Narcotic and Dru g Abuse. As you know, Air. Chai r
man, President Johnson has directed the  several agencies of the execu
tive branch which have an interest in thi s ma tter to take steps to br ing 
the fu ll power of the Federal Government to bear on the problem. On 
Ju ly 15,1964, P resident Johnson s tated:

Narcoti c a nd oth er dru g abuse is inflicting  upon pa rts  of the country  enormous 
damage in hum an suffering , crime, and  economic loss through  thievery. The 
Feder al Government, being responsible for  the regu lation of foreign and  inter
sta te  commerce, bea rs a major  responsibil ity in respe ct to the  illegal traffic 
in drugs and  the  consequences of th at  traffic. Th at respo nsib ility  is sha red  by 
seve ral dep artments  of the  Government and  by a number of divisions, bure aus,  
etc., wi thin them. I now direct  those  units  to examine into their pre sen t pro
cedures, to bring those procedures into maximum activ ity, and  whe reve r neces
sary pu t into  effect add itional  programs of action  aimed at  ma jor  correctio ns 
in the  cond itions caused by dru g abuse. I desi re the  full  power of the Feder al 
Government to be brough t to bear upon three  objec tives : (1) The des truction 
of the  il lega l traffic in drugs, (2) the  prevent ion of drug abuse, and (3) the c ure 
and  reh abili tat ion  of victim s of thi s traffic. Attention  is called to the  program 
descr ibed in the  rep ort  of the Presi dent’s Advisory Commission on N arco tic and 
Drug Abuse.

The FDA program against illegal distribution of these drugs  is 
conducted prim arily  by inspectional staffs located in 18 dis trict  offices. 
However, investigation of illegal sales of prescr iption drugs represents 
only a small pa rt of our inspection activities. We must also inspect 
over 100,000 food, drug, and cosmetic establishments and collect sam
ples of th eir products. In  fiscal year 1964, we used 56 inspector man- 
years out of a total  force of 687 man-years to  investigate illegal drug  
sales, prim arily  sales of amphetamines and barbitu rates.

On the average, then, we used jus t a l ittle over one man per State to 
deal wi th this problem.

Mr. Chairman, the findings in sections 2 of H.R. 2, and the ir imple
mentation in the operative par ts of the bill, are par ticu larly  timely. 
As you are aware, to regulate  dangerous drugs under the Food, Drug, 
and Cosmetic Act, we must prove that they are in interstate  commerce.



26 DRUG ABUSE CONTROL AMENDMENTS OF 196 5

For some time, to be sure, courts have accepted testimony as proof  of interstate commerce when the tablets in question bore characteristic markings  and striations identified only with tablets  known to be manufactured outside of the State  and when th is evidence was supported bv the testimony of an official o f the  Board of Pharm acy tha t the powder from which the tablets were pressed was not manufactured in the State.
On the other hand , on May 1 ,1964, Hub ert O. Boyd, trad ing  at P at ’s Truck Stop, was convicted at Richmond, Va., in a Federa l court, on three counts of illegal dispensing of amphetamines on this type of evidence. On October 16, 1964, the Court of Appeals for the Fourth Circuit  reversed the conviction on these counts holding that the evidence failed to establish that the d rugs had been shipped in in tersta te commerce. The Fif th Circui t on December 7, 1964, reached a dif ferent  result  in a similar case. This bill, i f enacted, would resolve the conflict. In order to make regulation and protection of inter state commerce in barbiturates  and amphetamines effective, regulation of in tra state commerce is necessary because, among other things,  such drugs, when held for illicit  sale, usually do not bear labeling showing their  place of origin. Moreover, to subject interstate commerce to the needed controls without apply ing them to intrastate commerce would have the effect of discriminating against and depressing inters tate commerce.
Mr. Chairman,  I  wfish to address myself  briefly to a few provisions of section 3. The definition of the  term “depressant or stimulant drug” does not include tranqu ilizers by name; but, if this bill is enacted, we intend to see tha t those tha t have a potentia l for abuse are covered by regulation.  The evidence we have cited indicates that already certain  tranquil izers are being abused. When the bill becomes effective there will no doubt be a tendency to substitute such tranqui lizers in the illicit  traffic. We therefore, believe that they will require controls such as those afforded by this bill.
The prohibi tion of possession of  depressant or stimulant  d rugs by unauthorized persons except for one’s individual or for other legal use would give FDA an additional tool to deal with illegal traffic. The unauthorized possession of drugs  w ith such potentiality  for harm  as those intended to be covered by H.R. 2, should, in our view be a prohibited act as the bill provides.
Most legitimate manufacturers and distributor s keep records of inventories and of receipts and deliveries without compulsion of law. Excep t for initia l inventory which the bill would require, the recordkeeping provisions of H.R. 2 can be met by records tr aditional ly kept by responsible manufacturers, wholesalers, retailers, and hospitals. A firm tha t fails to keep records on depressant and stimulant  drugs is, in our opinion, a proper candidate  for suspicion. In  our view the provisions of the bill which makes failu re to keep required  records unlawful and subject to the criminal and civil sanctions of th e Food and Drug  A ct are essential. I would suggest two clari fying  amendments.
First, we believe tha t the bill, or at least its legislative history, should make clear that  failure to comply with the recordkeeping requirements of the bill is ground for seizure of the drugs involved. While I would so interpret the language of th e bill as now drafted, I
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am told th at this is not free from doubt under the language of section 6 
in its present form. We can see no good reason why the failure to keep 
these essential records or to afford access to them to our inspectors 
should be any less a ground for seizure than  direct proof of illicit 
traffic in these drugs. Seizure need not result in ultimately  depriving 
a legitimate manufacturer  or dealer of these drugs, because, as we 
understand section 304(d) of the  Food and D rug Act, the court would 
be authorized to allow the violato r to bring  himself into compliance 
by constructing and making available prope r records of the drugs 
involved, which should not be too difficult for a really  legitimate manu
factu rer or dealer.

Second, Mr. Chairman, the bill’s recordkeeping provisions specify 
tha t no separa te records or set forms shall be required as long as 
records containing the required information are available. We have 
no quarrel with the spirit of this provision, for we have said in the 
past tha t the type  of records normally in use, such as invoices, shipping 
records, or the like, would ordin arily  serve, so long as they readily 
afford the inform ation  desired. In its present form, however, this 
provision would sometimes place an undue burden on both FDA  and 
the establishment being inspected. For example, a firm which manu
factures tens or even hundreds of different articles might have all 
of the required information on depressant or stimulant  drugs  con
tained  in invoices which may be filed with invoice for all products 
the firm distr ibutes. We ran into such a situation recently where we 
inspected the records of a small firm in New York, having  an annual 
gross volume of only $250,000 in depressant and stimulant drugs.  This 
was less than 10 percent of the firm’s tota l gross volume. The records 
on depressant and stimulant drugs  were not segregated from the rec
ords of other products. It  took our inspectors 250 man-hours to check 
these records. I would, therefore, suggest that,  preferably, this prov i
sion be deleted from the bill and the matt er be left to be worked out 
sensibly in practice in the ligh t of appropriate language in the com
mittee report, or at least th at the provision be appropriately clarified, 
perhaps by inserting the words “ readily and conveniently” before the 
word “available” on page 7, line 25.

Ordinarily,  manufacturers would prefer tha t our inspectors would 
not remain in the ir establishment 250 man-hours.

Licensed pract itione rs authorized by their  State law to use and 
prescribe these drugs  are exempt by the bill from accounting by 
records for drugs dispensed in thei r professional practices. It  has 
been suggested tha t if physicians are exempt, so should be pharma
cists, or vice versa. But  there  is a great quant itative difference in the 
amounts of these drugs directly  handled by these two professions. 
There are approximately 52,000 retail drugstores  and 125,000 regis
tered pharmacists in the United  States. The great major ity of these 
professional people not only abide by the law but constitute on im
por tant source of information which aids our investigation. I am 
personally proud to be an honorary member of the American Ph ar 
maceutical Association and the National Association of Retail  Drug
gists. Less than  1 percent of this count ry’s pharmacists have been 
convicted of illegally dispensing depressant  or stimulant drugs  since 
1953. But even though this is a low percentage, it totals over 1,100 
criminal convictions. Less than three dozen physicians have been so 
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convicted. The application of the recordkeeping requirements is 
therefore necessary and should be retained. If  the committee wishes 
to consider an amendment making the recordkeeping provisions of 
the bill applicable to physicians also, the Departmen t has no 
objection.

The bill provides for the registration of wholesalers handling de
pressant or stimulant drugs, and it requires manufacturers who are 
already required to register generally under present laws, to indicate 
tha t they are engaged in making such drugs. These provisions will 
aid in preventing diversions from legitimate channels of  distribution.

It  would be our purpose, if this legislation is enacted to consult 
knowledgeable scientists in and out of Government in determining 
which drugs should come under  the scope of the proposed section 
201 (v) . While provision for refer ral of these matters to advisory 
committees is not needed by the Government to accomplish such con
sultation, we would have no objection to an advisory committee 
procedure, such as tha t proposed in the bill, to give industry the 
opportunity  to call for an advisory committee of outside scientists 
when it wishes to do so. If  the advisory committee process is re
tained, however, we recommend that the bill require the record of the 
proceedings of the committee to include, beside the data  formally 
presented, a record of all contacts made with the committee or its 
individual members w’ith regard to the subject matter before the com
mittee. The record should reflect the data or other submission out
side of the formal proceedings and should be available for review' 
by any interested par ty as soon as the Secretary  publishes his order. 
These new’ provisions are suggested to act as a check upon efforts to 
bring hidden or improper pressures upon committee members. Your 
committee may also wish to consider whether formal rulemaking 
proceedings for the l isting  of a drug, as would be required under the 
bill, are really needed for this purpose. Our experience indicates 
that such a proceeding can drag on for years. You may wish to con
sider, instead, utilizing the rulemak ing procedure in section 4 of the 
Administra tive Procedure Act. This section has been used exten
sively under  the Food, Drug, and Cosmetic A ct; for example in the 
promulgation of regulations for investigational use of new drugs.

Mr. Chairman, the seizure provisions under section 6 of H.R. 2, in 
our judgment,  do not give the  Government all the authority it needs 
for prope r enforcement. Under the bill, a libel of information would 
have to be filed before violative depressant or stimulant drugs or 
counterfe its could be detained. Obtaining the libel and executing 
seizure under it usually takes several days. Arres ts and seizures are 
often executed fa r from the officers of Federa l judges who issue the 
arre st warrants and libels. Time is often critical, especially when 
contraband articles are carried in a vehicle. An inspector who has 
personal knowledge of the violation  or reasonable grounds to believe 
tha t the articles are subject to seizure and condemnation should be 
empowered to detain and remove the article prio r to the time a libel 
of information is filed. This would assure the arrest of the articles 
unt il the usual process can be issued.

FDA inspectors should also be able to seize, and the courts should 
be authorized to condemn, any conveyance in  which violative stimu
lan t or depressant drugs or counterfe it drugs  have been unlawfully
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transported,  carried,  or held. This provision would not apply  to 
conveyances stolen from thei r legal owners or common carriers , the 
owners of which are not a par ty to such illegal transportation , car
riage, or holding. Innocent  thi rd  parti es holding valid liens upon 
such conveyances should also be protected. In this  connection, we 
suggest tha t the bill make clear, tha t the provisions  of 40 U.S.C. 304(i) 
author izing the distr ict court  to turn over to the seizing agency for 
use in official business, any property  condemned by the court, shall 
apply to seizures under thi s bill. Presently, we ren t automobiles for 
use in undercover work. This provision would allow FDA  to use 
automobiles which have been seized and  condemned because of their 
previous illegal involvement in connection with futu re investigations. 
These added enforcement provisions are basically comparable with 
provisions in existing  Federal law’s to regulate illicit  production and 
distribution  of alcoholic beverages and narcotics.

Mr. Chairman, I have been asked to advise you tha t the Justice  
Department has not had an opportun ity to give this  matter of seizures 
of vehicles full consideration, and if the committee decides to provide 
for forfe iture  of automobiles, it may wish to seek the advice of tha t 
Department.

Provision should also be made for the seizure and condemnation 
of machinery and equipment used in the unregistered or other un law
ful manufacture of stimulant  or depressant drugs. Otherwise, the 
detection of illegal manufacture of the drugs and their seizure could 
become essentially a mere annoyance to criminals who would spir it 
equipment to a new’ base to continue thei r manufacturing operations.

Fina lly, I believe tha t the bill should give our inspectors, when 
authorized  by us, the power to  serve and execute warrants and other 
process, and the power to make arrests  without warrants  for offenses 
with respect to these drugs when the offense is committed in the 
officer’s presence or, in the case of a felony, when the officer has rea
sonable cause to believe tha t the person so arrested has committed or 
is committing  the offense. I am advised that  the narcotic agents 
and the law enforcement officers of certain other agencies now have 
such powers.

Ju st as in the mat ter of seizures, so in the case of the mat ter of 
arrests, the absence of these powers is likely to result in the escape of 
the criminal. Under the present practice even in those few selected 
cases, such as the Carl Royal case, in which pr ior notice to the person 
charged is no t given under a provision of the  act t hat  I  shall discuss 
presently, there is serious risk that the atten dant  advance publicity  
will result in p utt ing  the illic it drug  supply beyond our reach. Unde r 
tha t practice, in such case, a criminal informat ion is filed by the  U.S. 
attorney  at the request of the FDA. The criminal information must 
identify the defendant by name and specify the nature of the violation. 
In our experience, when informations are filed by the U.S. attorney , 
they immediately become a public record and are open to the scrutiny 
of  the press. The availabi lity of this information to the press may 
seriously impair FDA’s ability to trace  distribution  of illegal drugs 
back to the source of supply. If  the defendant wishes to cooperate by 
assisting FDA in apprehending his source of supply,  the publicity a t
tending his a rres t could alert and has aler ted his supplier , thus making 
contact with him difficult and  hazardous. The arrest procedure  now
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used in such cases is also cumbersome in that it requires an initial 
illegal sale upon which a criminal information filed by the U.S. 
attorney can be based, and at least a second contact coordinated to a time at which the U.S. marshal is available to serve the arres t warrant. 
Ordinarily, contacts with peddlers are made entirely on the peddlers’ 
terms and are often subject to last minute changes, delays, or post
ponements to avoid detection by law enforcement officers.

In the context of my suggestion on arrests, another clari fying 
amendment to the present law seems desirable. Section 305 of the 
Food, Drug, and Cosmetic Act provides that a person against whom a 
criminal proceeding is contemplated by us shall, before we re fer the 
matter to the U.S. attorney, be given notice by us and afforded an 
opportunity to present his views on the matter. In  general, th is prac
tice is app ropriate and is followed by us, but in cer tain types of cases, 
such as those that  are likely to arise under  this bill, prio r notice to the 
person charged could, for reasons th at  I have already explained, re
sult in aborting the particular proceeding and others before they s tart. 
While the Supreme Court has held that  compliance with section 305 
on our par t is not a jurisdictional prerequisi te to the prosecution by 
the U.S. atto rney, it would nevertheless seem desirable to make clear 
in section 305 tha t i t should no t be followed where the Secretary  finds 
that, to do so would jeopardize the contemplated proceeding or other- 
proceedings.

Air. Chairman, section 8, which permits  the Secretary to authorize 
our inspectors to carry firearms when investigating depressant and 
stimulant drugs, fills a void which has given us great concern—concern 
for the safety of our inspectors. Many dangerous drug  investigations 
follow the patte rn of a criminal investigation. Such an investigation 
was recently terminated agains t Carl  Evere tt Royal of Galax, Va., by 
a plea at Richmond, Va., on November 30, 1964. The V irginia State 
Police, the Harrisonburg city police, the Rockingham County sheriff’s 
office advised our inspectors tha t the sale and distribution of “pep 
pills” and “goof balls” were widespread. Two of our inspectors went 
“undercover” under the guise of drug  peddlers. They made a buy of 
a pusher who identified his source as Carl Royal. Carl Royal sub
sequently sold our inspectors a quantity of 5,000 amphetamine tablets 
and la ter 50,000 amphetamines, and sti ll later 100,000. At this point, 
he was apprehended. Through Carl Royal, we ascertained the source 
of these drugs. Ultimate ly, we traced distr ibution from this primary 
source to peddlers in Ohio, West Virginia,  Maryland, and North  Caro
lina. State and local police officers participated extensively in this chain of investigations.

Racketeers are taking  over this lucrative business. The criminals 
with whom our inspectors deal are armed and would not hesitate to 
kill. Our agents have been informed repeatedly  by drug  bootleggers 
that they would be killed if they turned out to be Government men. 
One of our  inspectors was held at gunpoint in Los Angeles for over 5 
hours by an amphetamine peddler who was using his own wares and 
who repeatedly threatened to kill him. It  is, indeed, a miracle and our 
good fortune tha t no inspector has been killed. For several years, we 
have had a small program to train  agents in self-protection and proper 
methods of conducting the investigations, and have participated in 
excellent schools conducted by the Bureau of Narcotics, certain Defense
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Dep ar tm en t un its , an d the ou sta nd ing Los Angeles Co unty Sh eri ff’s 
Aca dem y. An expanded, t ho ug h sti ll modest p rogram , is s til l un de r
way  to  tr ai n  a small grou p of  selected  insp ectors  to  make  use of  special 
law enforcement, technique . We  feel  th at  if  ou r ins pecto rs are  pe r
mitted  to ca rry fire arm s, they  w ill be b et te r able to  p rotec t themselves. 
Th e p rov ision  of sec tion  8 which m akes  it  a Fe de ra l off ense to  assault  o r 
kil l officers who con duct inspec tions under the  Food, Drug,  an d Cos
metic Act  wi ll be a fu rt her measu re of prote ction . However , Mr.  
Ch airm an , we do believe that  sect ion 8 of th is b ill sho uld  be am end ed to 
au tho riz e FD A  ins pec tors to ca rry  firear ms  a lso while conduc tin g in
vestiga tio ns  or  inspec tions re la ted  to co un ter fei t drugs.

Th e au th or ity  to designate officers who may  ca rry  fire arm s is given 
to the Se cretary,  who may if  he wishes, dele gate th is  au thor ity  to the  
Comm issio ner . As Com missioner, I  would only  pe rm it men whom I 
kno w to be well  tra in ed  and who would  no t abuse th is  au thor ity  to 
ca rry  fire arm s. I wish to emp has ize,  Mr . Ch airm an , th at  FD A in
spe cto rs cou ld no t ca rry  firear ms  while  conducting normal inv est i
gations.

Th is  bil l provide s fo r increased  pena ltie s fo r an illeg al sale  of de
pressant  or  st im ulan t drug s by an ad ul t to a juv eni le.  Th e Senat e 
Ju di ci ar y Comm ittee hear ings  al read y mentioned po int ed  ou t the  
de trime nta l social consequences of ju venil e de linq uen cy stemm ing  fro m 
dr ug  abuse. We an tic ipate that th e increased p en alt y pro vis ion s w ould  
he lp de ter  ille ga l sales to ju ven iles .

Mr . Ch air man , 1 wish to spe ak now about a ve ry vicious type  of 
crime  w hich is dealt  wi th in sect ion 9 of II.I L 2. A c ou nte rfe it dr ug , 
like  co un ter fe it money, is a fr au d on the pub lic.  Mo re im po rta nt , 
however , is the imminent da ng er  whi ch it prese nts  to the  he alt h of 
the  user.  En ormo us  pro fits  can  be made by co un terfe iti ng  leg itima te 
drug s w ith  m ini ma l risk s o f penaltie s un de r the  p res ent law. For th is 
reason , the  ac tiv ity  has become wides pre ad an d sometimes is na tio n
wide  in scope.

The c ou nte rfe it dr ug  is no t m an uf ac tu red unde r the  contro ls or  with  
the car e th at  is necessarily tak en  fo r the leg itima te dr ug  it  imita tes , 
and there  is no gu aran tee  th at the  co un ter fei t dr ug  conta ins  the 
amoun ts, qu al ity , an d kin ds  of  ingred ien ts the legi tim ate  dr ug  con 
tains.  A con sum er who is sold a c ou nte rfe it dr ug  may have his  h ea lth  
and even his lif e dep endent on a prod uc t which has lit tle  or  no re 
semb lance  to the dr ug  p rescribed  by his  physicia n, exc ept  fo r lab eli ng  
or  appeara nce. In  tu rn , his  physician  ma y be mis led in his  int ended 
therap eu tic  reg imen by the dif fer en t response  of the  pa tie nt  to the  
dr ug  from  th at  an tic ipa ted .

Prod uc tio n an d di str ibut ion of co un terfe it drug s are  boo tleg  o pe ra 
tion s. Special equip me nt fo r th ei r produc tio n such as tablet ing dyes, 
tablet ing p unc hes , and  ca psu le marki ng  m achines are secreted  an d pu t 
to us su rre pti tio us ly.

A ft er  being pro duced  un de r conditio ns  des ignedly hid den fro m 
inspec tion  by th e Fo od  and Dru g Adm in ist ra tio n and all othe r St ate 
and local officials, co un ter fei t drug s are  d ist rib uted  by equ ally  d evious  
means. These hav e inc lud ed sh ipm en t in unma rke d ca rto ns  an d con
tai ne rs.  No m at te r t he  ro ute , howeve r, t he  u ltima te consum er rece ives  
a coun ter fei t dr ug  in plac e of  a tru stwor th y medicine . He  is de
fra ud ed , an d h is hea lth  is jeo pardized.
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For example, eigh t men and two firms, one a pharmacal company 
and the other a packaging company, were charged by the Justice  
Department with counterfeiting  and distr ibuting a variety  of drugs, 
including two well-known tranquilizers. The charges specified 
counterfeiting of Miltown and Equanil tranquilize rs; Diuri l and 
Hydrodiur il, diure tics; Esid rix and Serpasil, blood pressure reducers; 
Tedral,  an antiastlnna drug ; and Meticorten, a multipurpose drug  
used in severe cases of rheumatoid  arthri tis  and many other inflam
matory conditions. The tablets, though stamped and shaped to look 
genuine, were manufactured and labeled fraudulent ly and packaged 
in unlabled bottles and bags. The shipments, labeled variously as 
‘‘Beads and Machine Tools,” “Ceramics,” and “Water Softener” were 
distributed  by car and air freight  in five States. Some of the indi 
viduals involved were prosecuted and convicted under  State  law. 
The Department of Justice , for policy reasons, declined to prosecute 
under Federa l law.

At an apothecary in Decatur, Ga., a total of 3,430 counterfeit Dexa- 
drine, Dexamyl, and Diuril tablets were seized by the Federal court at 
the request of our inspectors. The imitation Dexedrine, a central 
nervous system stimulant, and imitation Dexamyl, a mixture of an 
antidepressant and sedative drugs, for appeti te depression, were con
tained in dispensing bottles bearing labeling indica ting the tablets 
to be legitimate products  of a well-known reputab le manufacturer,  
Smith, Kline, & French Labora tories, of Ph iladelphia. The counter
feit table ts of Diuril, a potent  diuretic and antihypertensive  agent, 
were contained in a bottle bearing what appeared to be the  legitimate 
label of another well-known reputab le firm, Merck & Co. In No
vember of 1961, the  apothecary was found guilty and fined $3,000.

A Fede ral grand jury  in New York indicted two men for intro 
ducing into interstate commerce about 60,000 counterfei t tranquilizer 
tablets. The tablets looked like  and were represented as being two 
well-known tranqu ilizer  drugs, Miltown and Equanil. The tablets 
were subpotent, and the ir labeling did not bear necessary directions 
for use, and wTere otherwise deficient. The drugs  were shipped by 
public bus in unidentified packages from New York to New Orleans 
where they were picked up by our inspectors. One defendant plead 
guilty and -was fined $200. The other was convicted after tria l and 
was given a 3-year suspended sentence and placed on probation for a 
year.

Eth ical  pharmaceutical houses have been a groat help to us in the 
conduct of counterfeit investigations.

In  June  1964, our inspectors, aided by a legitimate drug firm, were 
able to arrange a contact with two persons known to deal in suspect 
drugs. The meeting place was the Newark, N.J.,  airpo rt. One of 
our inspectors agreed to purchase a substantial quantity of counter feit 
Dexedrine and Dexamyl Spansules, Smith, Kline & French Labora
tories products, for the ostensible purpose of a late r sale in Omaha, 
Nebr. The “buy” was made and analysis proved the drugs to be 
counterfeit . Our inspectors made two additional buys and shortly 
thereaf ter learned o f a secret room concealed behind a movable stair 
way in the private residence o f one of the individuals involved. A 
legal search of the premises by our inspectors resulted in seizure of
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nearly 1 million counte rfeit pills, drug  parapherna lia, and arrest of 
the counterfeiters. Trial in thi s case is still pending.

Because of the clandestine methods by which counterfei t di-ugs are 
manufactured and distributed and the burden they impose on inter
state commerce in legitimate drugs,  thei r regulation as contemplated 
by this bill, whether they are in interstate  commerce or not, is abso
lutely essential to the effective protection of the public health.

I should like to add in conclusion, Mr. Chairman, tha t with its report 
on this bill, the Department has submitted for the committee’s con
venience draft, language  to ca rry out the  recommendations I have here 
outlined, plus technical and perfecting  amendments suggested by 
staff.

Mr. Chairman, this  hear ing being held today is, in a sense, historic. 
It  is the product of 2 decades of FDA  investigation,  congressional 
hearings  spanning 13 years, and 40 bills introduced into Congress in 
the past 14 years. The bill will go far in pu tting an end to the tr agic  
traffic in the human misery which has been described today. We be
lieve it will give us the tools, when supported by adequate appropria
tions, to adequately deal w ith the problems which face us. However, 
if our experience demonstrates that the powers gran ted us need 
strengthening, we will come back to th is committee with proposals fo r 
additional legislation.

Thank you, Mr. Chairman.
If  the committee has any questions, I  will be happy to try  to answer 

them.
(The documents referred  to  follow:)

[F ro m  C lini ca l Pha rm ac olo gy an d  T her ap eu tics , M ay-J une 196 4, 5 :3 34—343]  

Addic tion  to N onbarb iturat e Sedative and  Tra nq uilizing  D rug s*

(Ca rl F. Essig, M.D., Lexington, Ky., N atio nal Insti tu te  of Mental Hea lth,  Addic
tion Research Cente r, U.S. Depar tment  of Hea lth, Educa tion,  and Welfare, 
Public Health Service)

Increasing numbers  of nonbarb itu rate sedat ive drug s are  being 
introduc ed into medical pract ice. Desp ite their  nonbarb iturate 
chemical str uc ture  and  regard less  of designations other than  “sed
ative -hypnotic ,” at  lea st six of the  newer depressant drugs can 
cause sta tes  of into xica tion  and physical dependence th at  are clin
ically sim ilar to those induced by barbitura tes . These drugs are  
meprobam ate (Miltown, Eq uanil ), glutethimide (Do ride n), ethina- 
mate (Valm id),  ethch lorvynol  (Pl acidy l), methyprylon  (No lud ar) , 
and  chlordiazepoxide (Libr ium ). The behaviora l effects of these 
drugs and  thei r combination with ethanol  may become an increas 
ingly important public hazard. The abstin ence syndromes th at  can 
resu lt from the  a brup t wi thd raw al of excess dosages of these drugs 
include convulsions  and  psychotic behavior. Dea th has  been at 
tribu ted  to wi thd raw al of meprobamate  and methyprylon . Office 
or amb ula tory  wi thd raw al of any  of these drugs af te r use in large  
dosage is not recommended. Gradu al dosage reduction  or barbi tu
ra te  sub stit ution prior to its  gra dual withdrawal dur ing hospita li
zation is suggested. Subst itut ion  of diphenylhydantoin (Dilantin) 
or any of the  phenoth iazin es as the  sole means of suppor t dur ing 
sedative-hypnot ic drug  wit hdraw al is a  ques tionab le practice .

♦P re se nte d (in p a r t)  a t  a sy mpo sium  of  th e  ph ar m ac eu ti ca l sc ienc es  se ct io n co m m it tee 
of  th e Amer ican  A ss oc ia tion  fo r th e A dv an ce m en t of  Science, Clev elan d,  Ohio,  De cemb er  
1963. Re cei ved fo r publ ic at io n Fe b.  25, 196 4.



34 DRUG ABUSE CONTROL AMEN DMENTS OF 19 65Repor ts of controlled experiments in man tha t confirmed the addi ctive  properties o f the barbi turates appeared in 1950.3132 Bar bitura te intoxication  is marked by intel lectu al impairment, drowsiness, poor judgm ent, emotional labi lity , slurred speech, nystagmus, tremor, and a staggerin g ga it.213132 Abrupt  withdrawal of  barbi turates aft er extended and excessive use can result in a serious with draw al syndrome, which includ es apprehension, weakness, anore xia, nausea, vomit ing, disturbances in card iova scular func tion , tremulousness, insomnia, gran d mal  convulsions, and a delir ium associa ted with  disorientatio n, delusions, and hallu cina tion s.213132 The striking resemblance between barbi turate and ethan ol intoxication,  as well as the sim ilar ity  of barb iturate with draw al to deli rium tremens, have been noted.32Since 1950, an increasing number of nonba rbiturate sedat ive drugs has been introduced into medical practice. Some have been categorized as “t ranq uilizers ,” “ relaxa nts ,” “p sychotropic agents,”  or the term “n onba rbitu rate”  has been emphasized, but both the into xica tion  and physical dependence induced by these d rugs are barbitura telike .Into xica tion  refers  to the drowsiness, impaired mentatio n, and motor incoordination  caused by excessive  amounts  of  these agents . Phy sical dei>endence is defined as an altere d biologic state  caused  by consumption of a drug so that its use must be continued in order to prevent  the development of specific symptoms and signs (withdra wal syndrome ). Addi ction  is a condition in which an indiv idua l abuses a drug to the extent tha t the user, society, or both are harmed. Other cha ract eris tics  of addic tion include a tendency to increa se the dose, psychic dependence, and p hysica l dependence.This  report wil l emphasize the medic al aspects of the intoxications and serious abstinen ce syndromes that  can result from use of newer nonbarbiturate sedative-hypnotic drugs. Dea ths have occurred durin g with draw al of a barbi turate , as well as each of two drugs to be discussed in this report? 22 83 A survey of these drugs  is presented to aid in the prevention and to assist in the diagnosis and treatm ent of phys ical dependence to and the abstinen ce syndrome due to these agents .
MEPR OBAM ATE (M IL T0 W N, EQ UA NIL,  MEPRO SPA N, MEPR OTAB S)Meprob amate has been described as a tranq uilizer or rela xan t and was said to be nona ddicting. 3 Da ta  derived from  both anim al and man indi cate  that  it has intoxicat ing  and add ictin g properties not unlike those of the barbi turates.Both deep sleep and a wide-based staggerin g ga it were observed in dogs that had received large  doses of meprobamate .17 The development of tolerance to the antic onvu lsant actions of this drug has been demonstrated in mice.54 Dur ing periods of 124 to 188 days, four  dogs tolerated doses of meprobamate tha t were increased from 1.6 to 8.0 or 8.8 grams dai ly. Phy sical dependence to meprobamate was also demonstrated in the dogs because major convulsions  developed follow ing with draw al of the dr ug.17In man, when the dose exceeds 1.2 to 1.6 grams dai ly, meprobamate, like th< barbitura tes, induces drowsiness or sleep.20 38 38 40 57 Coma has been observed following  excessive doses of meprobamate,10 and deaths have resulted from ingestion  of 240 and 350 mill igrams per kilogram .48 Lik e the barbit urate s, meprobamate induces slurred  speech, stagg ering , and fa lli ng ?7 25 38 30 Self -inj ury  and an automobile accident  have been attrib uted to meprobamate-induced incoordinatio n.30 Impairment of motor coordination and reactio n time has been demonstrated in human subjects who had received 1,600 mill igra ms of meprobamate prior to testing on a mult iple  stimulus-response apparatus.30 The combined effects of ethanol (blood level s of 50 milligram s percent) and meprobamate (1,600 milligrams per day)  have been studied in 22 subjects. Signi ficant impairment of motor performance and judgm ent was noted and it was concluded that  patients should be warned of the poten tial danger of alcoholic beverages when tak ing  meprobamate.01Tolerance probably accounts , in par t, for  the tendency of some to increase the dose of this drug. Two patients who were “overdoing” self-medication developed dysar thria  and incoo rdinat ion.3s One report notes tha t 13 of 600 patien ts had increased the dose o f meprobamate beyond tha t prescribed, so that  the physician had to discontinue the drug. 38 Of  47 patie nts, 35 developed staggering  or fal lin g during the first 3 days they received either 3.2 or 6.4 grams of meprobamate daily  but these signs diminished over the next 4 to 7 days, suggesting t hat  some tolerance to the drug had developed.25

See fo otno tes  on p. 40.
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There is ample  evidence  th at  meprobamate  can induce physical dependence 
in man. Like  the  barbi tur ate s, the re is also a safe  minim al daily dose th at  can 
be abrupt ly withdrawn, witho ut caus ing clinica lly signif icant abstinenc e signs. 
This  “s afe ” minimal dose p robably lies between 1,600 and 2,400 m illigrams daily . 
Thus, 60 patients  received 400 mill igrams of meprobamate 3 times  dai ly for  8 
weeks and fail ed to develop clinically  significant withdr awal signs dur ing  
placebo substitutio n.7 No definite evidence  of abstin ence was  observed  af te r 
withdr awal of meprobamate  from  2 patients  who had been tak ing  1,600 mill i
gram s daily .18 On the  other hand , 6 of 25 schizophrenic pat ien ts who received 
2,400 mill igrams of meprobamate  daily for  9 months  had  convuls ions following 
its  abrupt wi thd raw al.2 Mild, mode rate,  and  severe abst inence reactions were 
observed in a well-controlled stud y of 47 psychiat ric patients  who received 3.2 
or 6.4 grams of meprobamate  prior to abrup t placebo replacement.25 Th irty 
subjects  were classified in the  mild categ ory charac terized  by insomnia, vomiting, 
tremors, muscle twitc hes, anx iety , headache,  and  a tax ia.  Twelve oth er subj ects  
had modera te abst inence reactions in which severe insomnia, anorexia, hal luci 
natio ns, delusions, depressed affect, and cat atonia  were noted in add ition to the  
cha rac ter ist ics  listed in the  mild category. Severe abst inence responses were 
observed in fou r pat ien ts, three of whom had  from one to three convuls ions in 
add ition to the wi thd raw al symptoms alread y noted. Psychotic behavior (eight 
pa tients ) and  convuls ions api»eared within  36 to 48 hours of abstinence. In 
eight patients  with hallucinosis, anxiety , and  tremulousness af te r withdrawal, 
the  c linical pic ture was  described as resembling delir ium tremens.25 One pat ien t 
who received 4 gram s of meprobam ate for  3 months had nervousness,  headache, 
and  one grand malconvulsion 34 hours af te r abrup t withdrawal.18 Abstinence 
convulsions have been observed following withdrawal of 5.6 and 6.4 grams daily 
of meprobam ate.38 47 Doses of thi s order are  not unusual in addic tion-prone 
individuals who tend to increase  the ir daily consumption of drugs th at  cause  
physical dependence.18 38 41 53

Like the  ba rbitu rat es,  mep robamate induces 20 to 30 per second fa st  waves 
in the  waking human elect roencephalogram.0 28 32 40 57 Meprobamate wi thd raw al 
can res ult  in paro xysm al discharges  in the  electroencephalogram.8 1818 EEG 
spiking was noted  in six of seven pat ien ts during meprobamate wi thd raw al 
af te r the  drug had  been used for  more than  a month in doses of 65 mill igrams 
per kilogram or more. In the same study the  EEG abnormalitie s pers isted for 
1 to 2 weeks.8

Death has  been att rib uted  to meprobamate  withdrawal. A 38-year-old whi te 
man gradua lly  increased  his consumption of meprobamate from 1.6 to 10 
gram s daily before suddenly decreasing it to 1.6 grams dur ing the  12 hours 
preceding wi thd raw al reac tion. He complained of nervousness, sweating, and 
tremulousness. He became insomnolent, restle ss, hyperth erm ic (104° F. ), 
then  had repeate d grand mal  seizu res which subsided. Despite tre atm ent 
in the hosp ital  with magnesium sulfate,  pen tobarbital  fluids, cooling measures,  
and  vasopressor agents, the  pa tie nt ’s tem per atu re rose to 107.8° F. Blood 
pres sure  fell, oligur ia developed, and  the pa tient died 68 hours  af te r admission 
Dea th was at tri bu ted to meprobamate  with dr aw al ; a  hemoglobinur ic nephrosis, 
found at  autopsy, was  considered to be a contributory  cause.53

GL UT ET HI MI DE  (DORI DEN)

Although th is drug is categ orized as a non bar bitura te sedat ive, it can  induce 
intoxica tion and  physical dependence in both  animal and man.

Ten dogs th at  received thi s drug  developed a staggering ga it and  somnolence. 
Prog ressive intoxicat ion  of the dogs with glutethim ide to  daily  dose levels 
of 300 to 424 mil ligrams  per  kilogram  per day resu lted  in the  death  of five. 
One of the  surviving dogs had  fou r major convulsions  following abrupt wi th
dra wa l of 300 mill igrams per  kilogram  daily of thi s drug. The high mo rta lity 
ra te  in dogs during progressive glutethimide intoxica tion has  not been ob
served  in sim ilar  studies of eit he r meprobamate or sodium bar bital.15

Glutethimide intoxica tion  occu rring in persons using  2.5 to 5 grams daily 
is charac terized  by drowsiness,  thick speech, staggering , an “acu te brain  syn
drom e” with  disorie nta tion , impaire d memory, and inabili ty to do the simp lest 
ari thm etic problems.40 41 51

Coma has been repo rted  in adult s af te r the  inges tion of 5, 10, 12. and 15 
grams of glutethimide.5 13 42 Dea th has  been caused by 12 grams. The  leth al 
dose is estim ated  to be 10 to 20 grams .42

See f ootn ote s on  p. 40.
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Case rep ort s of pat ien ts who increased the ir dai ly dose of glutethim ide 
dur ing periods of weeks to months sugges t th at  tole ranc e develops to this  drug. One patient who was instructed to tak e 1 gram of glutethimide at 
bedtim e increased  the dose to 6 to 8 gram s daily  dur ing a 2-year period.34 Another, who was given a prescription for  1.75 gram s daily , compla ined that  
th is dose of glutethim ide no longer “calmed his nerves.” At the  pa tie nt’s 
insis tence  the  dosage was increased and with in 2 months he was  tak ing  at 
least 20 g rams a week.51 Another report  cites  five cases in which glutethim ide consumption ranged from 4 to 12 grams da ily.41

The glutethimide abstin ence syndrome is very much like th at  due to the  
wi thd raw al of barbi turate s or meprobamate. Withd raw al symptoms include nausea, vomiting, agitation, tremulousness, tach ycardia , fever, sweat ing, incontinence, tonic muscle spasms, abdomina l cramping, difficulty in swallowing, headache, disorientation, hallucination s, and  convulsions.34 40 41 44 51

The firs t reported glutethimide abst inence convulsions occurred in a nonepilept ic individual who had been tak ing  3 to 5.5 gra ms of the  dru g daily . The 
abstin ence seizures began 16 ho urs  af ter the  las t dose of glute thimide, and there 
were 3 more major convulsions during the  next 5 hours . Convuls ions ceased af te r the  ad minis trat ion  of sodium phen obarbital . The patient recovered during 
gradua l withdraw al of the la tte r.44 Glu tethimide abst inence seizu res have  been 
observed as  lat e as the  six th day af te r with draw al /1 The  occurrence of major 
convulsions af te r g lutethimide withdraw al has  been noted in five reports .34 40 41 44 51 It  is sugges ted in one of the  reports  th at  tolerance,  hab ituatio n, and addic tion 
may develop if  the dai ly dose exceeds 2.5 grams.34 In some persons, glutethim ide 
withdrawal has been followed by deli rium charac terized  by tremulousness, disorientat ion, confusion, and  hal luc ina tory behav ior.34 40

Glutethimide furth er  resembles the  ba rbitu rat es  and meprobam ate in that  it 
can induce  fas t f requencies (20 to 30 per  second) in the  w aking electroencephalogram.3* 37

ETHIN AMATE  (VALMID)

This  drug is a shor t-ac ting  sedative not recommended by the manuf acture r for 
cont inuous daytime  sedation. Moreover, it  is not categorized as a tranqu ilizer or nonba rbi turate .48

Although dea th did not  r esu lt from 28 grams of e thinam ate  in one case, it  did occur af te r 15 gram s in ano ther.1112

A ph arm aci st is reported to have  begun the  use  of e thinama te af te r being told it was a short -acting, nonaddicting  sedative. He said  it  helped his restl essness 
and  gave him a “kick” not exper ienced during prior use of barbi turate s. The 
subj ect increased the dai ly dose of eth ina ma te from 2 or 3 gram s to 15 grams and became progressively  confused, agi tate d, and disoriented. He was  hospi
talize d, and  on the  second day of wi thd raw al had a grand mal convulsion. 
There after,  halluc inations,  a gita tion , syncopa l episodes, tremors, and  hy perac tive 
reflexes  developed.14 He became addicted a second time, and while  using 13 gram s of eth inamate daily  was  noted to have a n unsteady gait with  f requen t fal ls. 
In a hospital, 12 hours af te r withdrawal, he became agi tate d, hyperactive, dis
oriented, and delusional; he also had hallucination s. On the  second day af ter  wi thd raw al fou r grand mal convulsions  were observed. Tre atm ent  with proma
zine led to a d rop in blood pre ssu re and  the  dr ug was d iscont inued. By the  11th 
day af te r with draw al, he seemed to be more calm, and subsequently became pro
gressively more rat ional and coherent. He was discharged on the  36th day of hospita liza tion  with  no evidence of organic sequelae.14 The same report also 
described a p ati ent with epilepsy who had been taking 4 to  5 grams of ethinamate 
in add ition to diphenylhydantoin. Despite continuation of the  lat ter , sudden 
wi thd raw al of et hinama te resulted in  s leeplessness, diso rien tation, visual halluci
nations, and  several convulsions.14

ETHCHLORVYNOL (PLACIDYL)

Ethc hlorvynol is described  by the  m anufa ctu rer  as a nonbarb iturate hypnotic- sedative  th at  can be used to relieve insomnia, anx iety , and muscular tension. 
However, it  is not adve rtised as a non barbitura te, and its  hab ituation poten tial 
is mentioned. An exaggera ted response to it  can develop when combined with 
ethanol or other seda tive drugs.43

Profound unconsc iousness was repo rted  in two alcoholic males who had in
gested  500 and 750 milligrams of ethchlorvynol, respect ively. It  was  postulated 
that  alcoholic live r damage accounted for  the marked  dep ressan t effect of

See footnotes on p. 40.
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et hc hl or vy no l in  th e  me n be ca us e th e  au th o rs  had  ob se rv ed  tlia t_ du ra ti on  of  
sle ep  fo llo wing th is  dru g w as  pr olon ge d sixf ol d in ra ts  th a t had  i5  pe rc en t of 
th e ir  li ver s ex ci se d pr ev io us ly .’ Alger i and co ll eagues1 qu ot e a per so nal  com
m un ic at io n st a ti n g  th a t five adu lt s had  become  co matos e and re m ai ned  so  fo r 
5 to  7 da ys fo llo w in g inge st io n of  10 to  25 gr am s of  et hc hl or vy no l. All  re 
co ve red,  bu t anoth er , wh o ha d ta ken  49.5 gra m s of  ethc hl or vy no l, di ed  2 da ys  
la te r.  Tw o pe rs on s di ed  wh o had  co ns um ed  un kn ow n am ounts  of et hc hl or vy no l. 
Th e blo od  leve ls  of th e  dru g w er e 10 tim es  th os e (13 .8 an d 14.8 m il ligra m s per  
hu ndre d cu bic centi m et er s)  of  an  ex per im en ta l su bje ct  who  had  ta ken  1 gra m  
of  th e dr ug .1

Li ke  th e  barb it u ra te s,  m ep ro bam at e and glu te th im id e,  et hc hl or vy no l has  been  
re port ed  to  indu ce  fa s t fr eq ue nc ie s in  th e  hum an  el ec troe nc ep ha lo gr am . 1

Phy si ca l de pe nd en ce  to  et hc hl or vy no l de ve lope d in  a wom an  wh o be ga n it s 
us e fo r “a nxie ty .” T he  do se  had  be en  in cr ea se d to  1,500 m il ligra m s per da y,  
an d th is  am ou nt  h ad  be en  us ed  fo r m on th s. G en er al iz ed  wea kn es s,  st ag ger in g,  
noctu rn al m usc ula r ac hing , tr anceli ke ep iso de s, di pl op ia , d y sa rt h ri a , mem ory 
loss, and ps yc ho m ot or  re ta rd a ti o n  de ve lop ed . A pp ro xi m atel y 4 da ys  a ft e r w ith 
dra w al of  th e et hc hl or vy no l, th e  p a ti en t be ga n to m is id en ti fy  peop le and  ha d 
auditory  as we ll a s  vis ual  halluc in at io ns . On  th e fi fth  da y of ab st in en ce  th re e  
gra nd m al  co nv ul sion s deve lop ed . D uri ng th e  nex t 3 da ys  th e pati en t be ca me 
agit at ed , de li riou s,  and had  ta c ti le  as  well  a s  vi su al  hal lu ci nat io ns.  Im pr ov e
m en t be ga n on  th e  10 th da y a ft e r w ithdra w al , an d th e  p a ti e n t w as  de sc ribe d 
as  be ing “c om pletely cl eare d” w he n di sc har ge d fr om  th e  hosp ital  on  th e  28 th  
da y. 28

R ep ea te d bout s of  et hch lo rv yn ol  in to xic at io n  ha ve  be en  de sc ribe d in  tw o 
pati en ts  wh o re quir ed  hosp it a li zati on  se ve ra l tim es . T heir  cl in ic al  s ta te  w as  
de sc ribe d in  te rm s su ch  as co nf us ion,  d is ori en ta tion , le th ar gy, apa th y, unst ea dy 
ga it , sl u rr ed  s pe ec h,  st ag ge ring , a ta x ia , and w ea kn es s.8

A no th er  p a ti en t be ga n us in g et hc hl or vyn ol as  a hy pn ot ic , in cr ea si ng th e 
n ig htt im e do se  fr om  500 to  1,000  m il ligra m s be fo re  ta k in g  it  duri ng  th e  da y.  
The  am ount us ed  w as  gra duall y  in cr ea se d duri ng  a pe riod  of i y 2 to  2 y ears  to  
a to ta l dai ly  lev el of 4 to  5 gr am s.  At  an  un spec ifi ed  tim e a ft e r di sc on tinuin g 
th e dr ug , th e  p a ti en t de ve lope d a fa in ti ng  spel l, a co nv ul sive  a tt ack , in so mni a,  
aud it o ry  an d v is ual  hal lu ci nat io ns,  as well  as  vi ol en t be ha vior . The  pa ti en t 
reco ve re d bu t it  m ay  be  of  m or e th an  pas si ng in te re st  th a t her hu sb an d w as  
su bs eq ue nt ly  h osp ital iz ed  f o r ch ro ni c ethc hl or vy no l in to xic at io n.8

A m an  w ith  a  15 -yea r h is to ry  of  alc oh ol  an d ba rb it u ra te  ab us e w as  giv en 
et hc hl or vy no l by h is  ph ys ic ian.  T he  p a ti en t in cr ea se d th e do se  to  a dai ly  lev el 
of 2 to  3 gr am s duri ng a 6 to  7 m on th  pe riod  be fo re  dis co nt in ua tion . At an  
un spec ifi ed  tim e th e re a ft e r he  had  five  gra nd  mal co nv ulsio ns , b u t appare n tl y  
th ere  w as  no ps yc ho tic be ha vi or . The pa ti en t reco ve red.  T he co nv ul sion s were 
a tt ri b u te d  to  et hc hl or vy no l ab st in en ce .8

T he  fo re go ing ca se  r eport s in d ic a te  t h a t 1,500 m il ligr am s d ai ly  o f et hc hl or vy no l 
is su ffi cie nt  to  cause  a de gr ee  of  phy si ca l de pe nd en ce  which  ca n re su lt  in m aj or 
ab st in en ce  si gn s a f te r  w it hd ra w al of  th e  d ru g.

METHYPRYLON (NOLUDAR)

M et hy pr yl on  is  reco mmen de d by  th e  m anufa ctu re r fo r bo th  in so mni a an d 
day tim e tens io n.  I t  is  n ot ca lle d a tr anqu il iz er or ad ver ti se d  as  a n onbarb it u ra te  
se da tive . The m anufa c tu re r do es  no t m en tion  th e d ru g’s a ddic tion  po te n ti a l.48

Re co ve ry  f ro m  a  to ta l ov erdo se  o f 3.4 gra m s of  m et hy pr yl on  h as  b een re port ed , 
and 23 mor e ca se s of  m et hy pr ylo n po ison ing a re  su m m ar iz ed  in  whi ch  th ere  
were no dea th s des pi te  do se s of up  to  20 gr am s. 45 How ev er , a ca se  is  re port ed  
el se w he re  in  w hi ch  death  occ ur re d 5 da ys  a f te r  in ge st io n of  6 gr am s of  m et hy
pr yl on .60 The  cl in ic al  p ic tu re  of  m et hy pr yl on  in to xi ca tion re se mbles  th a t see n 
a ft e r barb it u ra te  ov erdo sa ge .45 60 So me  be lie ve  th e  dru g has a w id er  m ar gin  of  
sa fe ty  th an  th e b arb it ua te s. 45

An  alco ho lic  su b je ct took  m et hy pr yl on  in  a su ic id al  a tt em p t p ri o r to  us in g 
th e d ru g  in in cr easi ng  am oun ts  ch ro ni ca lly.  Alth ou gh  th e dai ly  do se  of m et hy
pr yl on  is  no t men tio ne d,  th e  p a ti e n t’s in to xi ca tion  w as  de sc ribe d in  te rm s of  
co nf us ion,  a ta x ia , an d sl u rr ed  s pe ec h.24

A m an  wh o be ga n ta k in g  m et hy pr yl on  as a  hyp no tic (40 0 mg .) in cr ea se d th e 
do sage  no t on ly  fo r th a t pu rp os e b u t al so  be ga n it s day tim e use  u n ti l he  w as  
in ges ting  2.4 gr am s da ily.  A ft er 2 or 3 da ys  of  ab st inen ce , he  be ca me co nf us ed , 
re st le ss , an d ex ci te d.  Sw ea tin g an d pol yur ia  w er e al so  no ted.  T he su bje ct  
deve lope d aud it o ry  an d vi su al  hal lu ci nat io ns,  but co nv ul sion s w er e no t ob se rv ed

See footnotes on p. 40.
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pri or to  reco ve ry  se ve ra l da ys  la te r. 33 A pa ti en t wh o had  u se d m et hy pr yl on  f o r 3 mon ths wo uld no t te ll  how muc h sh e had  been  ta ki ng , al th ough  i t  w as  know n sh e could  ob ta in  100 of  th e 200 m il ligr am  ta b le ts  a t a tim e.  D uring  th e  fi rs t 5 da ys  a ft e r w ithd ra w al , th e re  were m ult ip le  ge ne ra lize d co nv ul sion s so meti mes  a t 20 to 30 m in ut e in te rv al s.  I t is  no te w or th y th a t th ere  w as  no pr ev io us  hi st or y of  co nv ul sive  se izures . H al lu ci nat io ns w er e al so  ob served , an d th e pa ti en t ap pe ar ed  “sch izop hr en ic” p ri o r to  r ec ov er y. 33
A nu rs e wh o ha d ta ken  ba rb it u ra te s fo r 5 years  be ga n usi ng  m et hy pr yl on  in st ea d in o rd er to te rm in ate  th e us e of th e barb it u ra te s.  D ai ly  in ta ke  of  m et hy pr ylon  ha d var ie d  from  7.5 to  12 gra m s dai ly  du ri ng th e  pre vi ou s 18 mon ths. D ur in g th e  fi rs t da y of  w ithdra w al , m ar ked  je rk in g  mov em en ts of al l extr em it ie s we re  o bserve d,  an ti th e p a ti en t re port ed  in so mni a.  Aud ito ry  hall ucin ati ons were re por te d on th e sec ond da y.  The  wom an  st a te d  th a t pr ev io us  se lf- im po sed a ttem pt s a t m et hy pr yl on  w ithdra w al had  ca us ed  co nv ulsio ns . In  ad di tion to  ha lluc in at io ns,  m ar ke d ne rv ou sn es s,  ge ne ra lize d hy pe rr ef le xi a,  an d in cr ea se d je rk in g  mov em en ts deve lop ed . On th e  fi fth  day  th e su bje ct  w as  fo un d un co nsc ious  an d br ea th in g no is ily  ju s t p ri o r to dea th . The  wom an  had  re fu se d ho sp ita li za tion.  F or w ithdra w al sh e had  us ed  a m ix tu re  c onta in in g pr oc hl or pe ra zi ne  (C om pa zi ne ), pr om az ine (S pari ne),  m etha do ne , an d th ia m in e ch lo ride . Th e freq ue nc y w ith  which  th e dru g m ix tu re  w as  us ed  is  no t st a te d . D ea th  was  a tt ri bu te d  to  m yo ca rd ia l de ge ner at io n re su lt in g  in co ng es tiv e card ia c fa il u re ?

CH LO RD IA ZE PO XI DE  (L IB R IU M )

Chl or di az ep ox id e is re co mmen de d fo r ir ra ti o n a l fe ars , an xie ty , an d tens ion.  I t is no t ca te go rize d as  a  tr anqu il iz er or non barb it u ra te , bu t is  de sc ribe d as  one of  th e sa fe s t ps yc ho ph armac olog ic  co mpo un ds  av ai la bl e.  The  rec om men de d adu lt  do se  ra ng es  from  15 to  300 m il ligr am s da ily,  bu t up  to  300 m il ligr am s ca n be giv en  d uri ng  a 6-l iou r in te rv al . The  m anufa ctu re r al so  in dic at es  th a t chlo rd ia ze po xide  ca n in du ce  dr ow sine ss , a ta x ia , an d w ithdra w al sy mptom s lik e thos e seen  w ith b a rb it u ra te s an d mep ro ba m at e.  Ther e is  an  ad de d w arn in g  again st  co nc om itan t us e of  th is  d ru g  w ith o th er ps yc ho trop ic  ag en ts  or  et ha nol.48
A 3 0-ye ar -o ld  w om an  took  625 m il ligr am s of  c hl or di az ep ox id e a t one tim e w ithou t be comi ng  co matose.35 A no th er  in st an ce  of  ov erdo sa ge  (a n  un de te rm in ed  nu m be r of  ca ps ul es ) re su lt ed  in  a  se in icom atos e s ta te  co m pa tib le  w ith ar ousa l fo r ea ti ng?2 In  a se ri es  of  12 p a ti en ts  wh o too k ov erdo se s of ch lo rd iaze po xi de  (r an gin g from  200 to 2,250  m il ligr am s)  th ere  w er e no dea th s.  Thre e of  th e  pa ti en ts  in ge st ed  over 1,000 m il ligr am s w ithout becomi ng  co m ato se ; in  contr as t,  3 in di vi du al s wh o too k 300, 330, an d 500 to  600 m il ligr am s,  re sp ec tive ly  became  co matos e. 80

Ther e is no do ub t th a t ch lo rd ia ze po xi de  ca n indu ce  dr ow sine ss , a ta x ia , an d d y sa rt h ri a . The  tw o fo rm er  w er e th e  mos t fr equent si de  ef fects  re port ed  in a se ri es  of  212 pat ie nts .80 B ot h di ss oci at iv e an d ac ute  ra ge re ac tions ha ve  been a tt ri b u te d  to  th e eff ec ts of  th is  dr ug .55 58 R ea ct io n tim e,  de cision  re ac tion  tim e, ta ppi ng  speed, an d a fli ck er  fu si on  te s t w er e al l sign if ic an tly im pai re d by 40 m il ligr am  do ses of  ch lo rd iaze po xi de .29 In  a gr ou p of 68 dri vers  wh o w er e ta kin g 5 to  100 m il ligr am s da ily  of ch lo rd iaze po xi de , th ere  w er e 6 m ajo r an d 10 min or  au tom ob ile  ac ci de nt s duri ng a 90 -da y pe rio d.  T hi s re pre se nte d a tenf ol d in cr ea se d in ci de nc e of ac ci de nt s as  pro je ct ed  by  th e depart m ent of  pu bl ic  sa fe ty  st a ti st ic s fo r th a t S ta te .43 E ig h t pa ti en ts  ob se rv ed  th a t ch lo rd iaze po xi de  re nde re d th em  mor e se ns iti ve  to  e th anol? 8 Ther e wer e sk el et al  fr ac tu re s  in  two pati en ts  who  fe ll whi le ta k in g  ch lo rd ia ze po xi de .20
On e of  th e  eff ec ts of  th is  d ru g on th e el ec troe nc ep ha lo gr am  is  th a t of  low- vo lta ge  fa s t freq ue nc ies, w hi ch  wer e de sc ribe d as  si m il ar  to  th os e seen  w ith  m ep ro ba m at e? 9

A co nt ro lled  srud y of  ch lo rd ia ze po xi de  in  36 hos pi ta lize d psy ch ia tr ic  pati en ts  sh ow ed  th a t cnere  ca n lie ph ys ic al  de pe nd en ce  to  th is  dr ug . Eleve n o f th e  su bje c ts  w er e ab ru p tl y  w ithd ra w n from  th e  d ru g  by su bst it u ti ng  a pl ac eb o w ithou t th e ir  kno wled ge . Te n of  t h is  grou p had  rece ived  th e  d ru g f o r 5 m on th s or  lo ng er . The  f inal  do sa ge  lev el was  300 m il ligra m s in  five  an d 600 m il ligra m s in six of  th e pat ie n ts . Te n of  th e ele ven su bj ec ts  d ev elo pe d sy mptom s o r sign s of  w ithdra w al . In so m ni a,  an ore xi a,  agit at io n, na us ea , tw itch in g, sw ea ting , an d co nv ul sion s were ob served  in  one or  more of  th is  grou p.  Tw o pati en ts  wh o had  be en  rece iv ing 600 m il li gra ms of  th e dru g da ily had  m aj or co nv ul sion s on th e 7th an d 8th
See footn ote s on  p. 40.
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da ys of  a bs tine nc e.  On e bad  a se iz ure  duri ng dru g th era py  in  a p ri o r st ud y,  bu t 
th e o th er had  no  kn ow n co nv ul sion  pr ev io us ly . A no th er  su bje ct  had  tw o m ajo r 
co nv ul sion s 12 da ys  a ft e r ab ru p t w it hdra w al of  ch lo rd iaze po xi de  (30 0 m il li 
gr am s da il y ).  M os t of  th e  ab st in en ce  m an if est a ti ons ap pea re d be tw ee n th e 
4 th  a nd  8 th  day s a f te r  w it hdra w al b u t by th e  10 th  da y had  de cr ea se d in  se ve ri ty  
or  di sa pp ea re d.  F iv e of  th e  elev en  p a ti en ts  in  th e  w ithdra w al st udy de ve lope d 
mild  el ec troe nc ep ha lo gr ap li ic  ab nom al it ie s su ch  as  slo w freq ue nc ie s (6  to  10 
per  seco nd ) in  th re e, m ix ed  fa s t (20 to  25 per  se co nd ) an d slo w (7 per  se co nd ) 
in  one , and  fa s t (20 to  25 pe r se co nd ) fr eq ue nc ie s in  an ot he r.  The  onse t of  
co nv ul sion s in  tw o p a ti en ts  seem ed  to  co incide  w ith th e  nearl y  co mplete d is 
appea ra nce  of  d ru g  fr om  th e  pl as m a.  T he  au th o rs  co nc lude  th a t th e ch lo rd ia ze 
po xide  ab st in en ce  sy nd ro m e is  slow er  to  de ve lop and less  acu te  th a n  th e 
m ep ro ba m at e or  b a rb it u ra te  w it hdra w al sy nd ro m e.27

D IS C U SSIO N

I t is  ev id en t th a t a w ide vari e ty  of  dru gs in du ce  se da tion , sle ep , an d m ot or  
in co or di na tion . T he st ri k in g  re se m bl an ce  of  th e  m ajo r sign s of  in to xic at io n  an d 
w it hdra w al sy m ptom s prod uc ed  by th e  dru gs di sc us se d in th is  re port , et han ol 
an d th e  barb it u ra te s,  in dic at es  th e pos si bi li ty  th a t th e ir  m ec ha ni sm s of  ac tion  
a re  si m ilar . B ec au se  so m an y dru gs w ith se da tive -h yp no tic  ef fects  ha ve  been 
sh ow n to  in du ce  in to xic at io n  an d phy si ca l de pe nd en ce  whe n us ed  to  ex ce ss , 
cl in ic ia ns m ig ht  w el l be sk ep tica l about ne w dep re ss an t d ru gs in tr oduce d as  
no t ha vin g ha bi t- fo rm in g or ad dic tion  pote ntial . Sk ep tic ism  is  al so  w arr an te d  
whe n su ch  dru gs a re  ca te go rize d as  o th er th an  se dat iv e hy pn ot ic , o r th e ir  
m ec ha ni sm  of  ac tion  is Sugge sted to  be en ti re ly  d if fe re nt fr om  th a t of ol de r 
dep re ss an t drug s.

I t is like ly  th a t m or e dru gs w ith  se dat iv e ef fect s w ill  lie ad de d to  an  a lr eady  
gr ow in g list , and i t  is  ne ce ss ar y th a t th es e d ru gs be  m ad e pre sc ri p ti on  it em s so 
th a t ph ys ic ia ns  ca n hel p re gula te  th e ir  use. Su ch  re gula tion re quir es an  aw are 
ne ss  of  w het her  th e  d ru g  has ad dic tion po te n ti a l;  if  so, sp ec ia l cau tion is  in 
dic at ed  in  pr es cr ib in g.  U su al ly  phys ic ia ns  a re  ad vi se d not to  pre sc ribe se da tive - 
hy pn ot ic  dr ug s to  kn ow n dru g add ic ts  or  in div id ual s w ith ch ara c te r d is ord er s 
(s oci opat hs) . H ow ev er , in div id uals  in  th es e tw o gr ou ps  a re  of te n dif fic ul t to  
id en ti fy  by  h is to ry  ta k in g  or physi ca l ex am in at io n.  Tw o m or e com mo n gr ou ps  
of  ad di ct io n- pr on e in di vi dua ls  a re  usu all y  de sc ribe d as  al co ho lic  an d ps yc ho 
ne ur ot ic . P re d ic ti ng  w hi ch  pa ti en ts  in  th e la tt e r  ca te gori es  a re  mor e li kel y to 
ab us e se da tive -h yp no tic  dru gs is  dif ficul t, an d th e  usu al  sa fe gua rd s a re  to  li m it  
th e am ount of  d ru g  pr es cr ib ed  and  pre ven t re fi lli ng  of  th e  pr es cr in tion.

The  in to x ic ati ons th a t ca n re su lt  fr om  ex ce ss ive am ou nt s of  dru gs o r from  
th e ir  co m bi na tio n w ith  et han ol m ay  bec om e a ver y im port an t pu bl ic  h ea lt h  pr ob 
lem . As in dic at ed  in  th is  re port , th e  clo ud ed  m en ta l s ta te  an d im pai re d  m oto r 
co or di na tion  as so ci at ed  w ith  th ese  in to xic at io ns a re  co nd uc ive to  veh ic u la r 
ac ci de nt s,  in ju ry  by  fa ll in g, lo ss  of or in te rf ere nce w ith us ef ul em pl oy men t, 
ac ci den ta l se ting  of fires , vio le nt  o r ass au lt iv e  be ha vi or , and  fa ta l ov er do sa ge  
in  th e  u se r.

W it hdra w al tr e a tm e n t fo r phy si ca l de pe nd en ce  to  ea ch  se da tive -h yp no tic  d ru g 
has  not be en  det er m in ed  by  m ea ns  of  co nt ro lled  ex pe rim en ts  in  m a n ; ho wev er , 
it  is  pr ob ab le  th a t th e  princ ip le s of  barb it u ra te -w it hdra w al tr ea tm en t a re  app li 
cable .22 23 3132 Thu s,  if  th e  d ru g  (a nd  it s  pr ev io us  dai ly  do se ) ca n be de te r
mined , it  sh ou ld  be  w it hdra w n a t th e  ra te  of  on e th era peuti c  do se  per da y.  If , 
duri ng  w ithdra w al,  th e  p a ti en t become s ap pr eh en sive , tr em ul ou s,  or  in so mno lent , 
do sage  re duc tion  sh ou ld  be  dis co nt in ued  fo r 1 or  2 da ys , or un ti l th e  sign s 
di sa pp ea r.

I f  d ru g  an d dai ly  do sa ge  ca nnot be  de te rm in ed , i t  is  like ly  th a t a b a rb it u ra te  
ca n be  sa fe ly  su bsti tu te d  an d slow ly  w ithdra w n, as in  th e m an ag em en t of  glut e-  
th im id e an d alco ho l w ithdra w al. 30, 44 P en to barb it a l sh ou ld  be  ad m in is te re d  in 
0.2 -gr am  doses  ev er y 2 hours  un ti l a st a te  of  mild  in to xic at io n deve lop s, th e  pa
ti en t st ab il iz ed  a t th a t dai ly  dose lev el fo r se ve ra l da ys , an d th en  th e pen to bar
bi ta l w ithdra w n a t a ra te  of  0.1 gr am  da ily. 23 Su ch  tr ea tm en t m us t be carr ie d  
ou t in  th e  hosp it al  bec au se  of  th e se riou sn es s of th e  il ln es s an d th e ne ed  to  p re 
ve nt  a cq ui si tion  o f c ontr aband  d ru gs by the pat ie n t.

See fo otn ote s on  p. 40.
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The use of o ther sedative drugs dur ing w ithd raw al is not necessary  and might 
complicate or confuse  the  trea tme nt. Diphenylhydantoin (D ilantin) is not ef
fective aga ins t barbitura te-w ithdrawal convulsions in man* 15 or  d og 16; hence, its 
use dur ing w ithd raw al from seda tive drugs is cont raindica ted.  I t is also doubt
ful whe ther  Rauwolfia alka loids or phenothiazine derivatives  should  be adminis
tered in place of sedative-hypnotic drugs dur ing the  f irst  week af te r withdrawal 
because of the ir convu lsant  properties and  because they  might agg rav ate  the 
hypotensive  aspects of the  abstinence syndrome, as noted  in the  case  of ethina- 
niate  withdrawal.11

It is possible  th at  acute overdosage of one or  more of these  d rug s can be super
imposed on a sta te of chronic intoxica tion  to the same or other sedat ive-hypnotic  
agents . In  such eases, the pa tient may be successfully tre ate d for the  acute in
toxic ation  (coma) only to enter a withdrawal syndrome. If  a severe degree of 
physical dependence had been estab lished, a serio us abstinenc e illness or even 
death migh t ensue. Patients  recoving from acu te sedat ive-hypnotic drug poi
soning should also be observed for the  possibili ty of chronic intoxica tion  so tha t a 
gradual reduc tion regimen can be inst itu ted  if indicated.23
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141. Essig, Carl F .: Addiction to nonbarb iturate sedative  and  tran qui lizing drugs. Clinical Pharmaco logy and  Therap eutics, 1964, 5, 334-343:“Increa sing  numbers of nonbarb iturate sedative  drugs are being introduced into medical pract ice. Despite their  nonbarb itu rate chemical struc tur e and rega rdle ss of designations oth er tha n ‘sedativ e hypnot ic,’ at  lea st six of the newer depress ant drugs can cause s tates of intox icatio n and physica l deiiendence th at  are  clinically similar  to those  induced by barbitura tes . These drugs are meprobamate (Miltown, Equan il),  glutethimide (Doriden), eth inama te (Valmid), etlichlorovynol  (Placidyl ), methyprylon (Nodudar) , and chlordiazepoxide (Librium) . The  behav ioral effects of these drugs and their  combination with ethanol  may become an increasingly important public hazard. The abstinence syndromes th at  can result from the abrup t withdrawa l of excess dosages of these drugs include convulsions and  psychot ic behavior. Death lias been att ribute d to wi thd raw al of meprobamate and methyprylon. Office or ambulato ry withdra wa l of any  of these  drug s af te r use in large dosage is not recommended. Gra dua l dosage reduction or ba rbitu rat e substitutio n prior to its  gradua l withdrawal dur ing  hospitaliz ation  is suggested. Substitu tion  of diphenylhydantoin (Dilanti n) or any of the phenothiazines as the sole means of supp ort during sedative-hypnot ic drug withdrawal is a ques tionable practice.” (Au thor abstr ac t.)  (Na tional Ins titute  of Mental Health Addict ion Research Center, Lexington, Ky.)
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present on admission. Three  weeks la te r marked eosinophilia withou t physical 
symptoms was  noted and  chlorpromazine was  discontinued. The  pa tie nt’s re
covery was slow with Stelazine (5 mgm t.i.d.) , but  when ECT was lat er  ins ti
tute d with  good result s the  pa tie nt  was  discharg ed.” (Dalhousie University , 
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Overdosage E ffe cts and  D anger F rom Tra nq ui li zing  D rugs

(Cha rles H. McKown, M.D., Henry  L. Verhulst,  M.S., and Joh n J. Crotty, M.D., 
Washington, D.C.) *

Over a 17-month per iod 968 cases  of tranq uil ize r ingestion reported 
to the National  Clear inghouse for  Poison  Control  Centers were  
reviewed for  tranqu iliz er toxicity and  side effects. Ant icipa ted 
pharm acological  actions  were cor related with symptomatology, 
etiology, and  age of p atient s involved. Of 378 pa tients  who ingested 
phenoth iazine derivatives, 113 revea led CNS depression, 90 inges ted 
the  tra nquil ize r intentionally, and  254 were  less tha n 13 years of 
age. The  corresimnding figures for  151 cases of Rauwolfia  alka loid  
inges tion were 25, 4, and 142, respec tively ; for 280 cases  of substi
tuted  diol ingestion, 135, 166, and  63, respectively, and  for 115 
cases  involving drugs of miscellaneous structure , 36, 49, and 57, 
respectively. The clin ician’s a ttention is called to the  frequency of 
CNS depression  af te r tranquil ize r ingest ion and the  high incidence 
of suicide att em pts  w ith the  less potent tranqui lize rs.

Tranqu ilizers have been manufactured and used extensively over the  past 
decade. As with all new products , informa tion  revealing  toxicity  and  side 
effects i s d esirable  in order th at  we may be enlightened and gain  insight  into  the 
complications and haz ard s accompanying  thei r use in clin ical medicine. To 
supplement such information, 968 cases of tranqu iliz er inges tion repo rted  to the 
Nat ional Clea ringhouse  for  Poison Control Centers from Jul y 1959, through  
December 1960, were reviewed. Each rep ort  was  eva luated regarding type  of 
drug ingested, age of the pati ent,  necessity of hospita liza tion, and  m ani fes tati ons  
of the acu te p hase of toxic ity.

Although oth er classi fications of tranquil ize rs exist,  a freq uently used classi
fication of str uc tura l sim ilarity  was  employed in this review. On thi s basis, 
the  to tal  number  o f cases may be div ided into six groups (tab le 1).  Those tran 
quiliz ing agents which do not bear a str uc tura l sim ilar ity  to other psychophama-

*M em ber of  te ch ni ca l st af f (D r. M cK ow n) , D ir ec to r (M r. V er hu ls t) . an d A ss oc ia te  
D ir ec to r (D r. G ro tt y ),  N at io nal  Cle ar in gh ou se  Po ison  Con trol  B ra nch . D iv is io n of  Ac ci
den t P re ve nt io n,  D ep ar tm en t of  H ea lt h , E duca tion , an d W el fa re , U.S . Pub li c H ealt h
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cologic agents  were placed under “miscellaneous struc ture. ” The group named “combined drugs” refers to single preparations comprised of two or more structurally  dissimilar tranquilizers. Reported ingestions of two or more individual  tranquil izers are classified under “multiple ingestion.” Not included in this review were ingestions of tranquilizers with other products which might alter or mask the manifestations of the tranquilizer.
Table 1.—Psychopharmacological agents  inges ted in 968 cases

Ag ent N um be r Pe rcen t

Ph en oth iaz ine  d er iv at iv es ____________ _____ ____________________________ 378 39.0Rau wolfia  a lka loi ds____ ______________ ____ __________________ ______ ___ 151 15.6Sub st itu te d diols__________________________ _____ _____ ________________ 280 28.9Miscellaneous  s truct ure _________________ ______________ _______ _ 115 11.9Co mb ine d dr ug s______________ _____________ ________________ _____ 21 2.2MultiD le in ce st ,ion__________ 23 2.4
Tot al ________________ 968 100.0

To bette r correlate the etiological facto rs of the ingestion with the severity and characteris tics of the resu ltant  intoxication, three  age groups have been established: (1) children, birth to 12 years; (2) young adults, 13 through 35 ye ars; and (3) adults, 36 years and older.
The children could not be expected to be aware of the natu re of tranq uilizers; therefore  ingestion, in all likelihood, would be unintentional or subsequent to mistaken identity. This group, which is not yet exposed to the problems and emotional adjustments of adolescence and adulthood, should possess a low suicide potential.
The young adult age group includes th e periods of adolescence and major living adjustments which may precipitate neuropsychiatric problems, many of which are characterized by anxiety. The adul t age group includes the period of decreased physical and mental activity, frequently characterized by anxiety and depression. Most people receiving tranqu ilizer  therapy for organic disease are in the adult age group.
Although hospitalization  certain ly must be considered in evaluation of the severity of the intoxication, no differentiation can be made between those patien ts hospitalized solely because of the drug effects and those hospitalized primarily for neuropsychiatric reasons. Since the case reports are frequently made during the phase of acute toxicity, this review does not include information concerning an extended clinical course and convalescence. For the same reason, chronic toxicity and fa tality reports are  not included.
To atta in uniformity in the interpreta tion of symptomatology, central ner

vous system (CNS) depression has been described in decreasing levels of severity as coma, stupor, or drowsiness. Although a check space for coma as a symptom was provided on the report forms, clinical conditions described as unconscious, unable to be aroused, or deep sleep were also included in this category. Similarly, those described as semiconscious, semicoma, or incoherently sleepy are categorized as stupor. Drowsiness denotes patients  whose clinical condition has been described as sleepy, lethargic , minimal CNS depression but coherent, or drowsy.
Extrapyramidal-t ract motor activity , as designated in the review, refers to patients who revealed muscle spasm, rigidity, torticollis, oculogyric crisis, or muscle fasciculations. Ataxia, hypotonia, weakness, and other nonspecific symp

toms were not incorporated in the data,  since i t was not possible to determine if these alluded to CNS depression, inju ry or deformity of an extremity, or an extrapyramidal manifestation. Hyperpyrexia , abdominal pain, tachycardia, and re spiratory symptoms were more logically explained by associated pathology, except where so stated, rath er than as toxic manifesta tion of tranquilizer ingestion.
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PH ENOTHIA ZI NE DERIVATIVES

l’henothiaz ine der iva tive s constitute  the  largest single group  of tranqu iliz ers  
ingested, app roxima tely  39 perc ent of the  tota l. To eva luate the  effects of the  
phenothiazines on the CNS and  the autonomic  nervous system more accu rate ly, 
a struc tura l group ing has been used. This grouping divides  the  phenoth iazin es 
into three catego ries : (1) those with a propyl-dim ethylamino subgroup, (2) 
those with  a propyl pipe razine subgroup, and  (3) those  with a methy l pipe ridyl 
subgroup. Those phenothiazines whose action and usage a re  pr imaril y a uti his ta-  
minic were not inco rporated in to th e study.

The total  number of cases  reviewed in the  p ropyldimethylamino subgroup was  
180. In most of these  cases the  drugs were chlorpromazine (122) and  promazine 
(51) . Cases known to be in  t he  ch ildren ’s age group accounted for 55 percent of 
the chlorpromazine  ingestions and  71 percent of the  promazine  ingestions. 
Whereas approximately one- fourth of the  child ren who ingested tran qui lizers  of 
the  propyl-d imethylamino subgroup were  hospitalized, over one-ha lf of  the young 
adu lts or adults were known to require hospita liza tion. In  approximately 44 
percent of the  cases symptoms of CNS depression were revea led, with  14 in
stances of coma. The re were  three rep ort s of convulsions and  two reports of 
ext rap yra midal  manife stat ions. Interestin gly , in one case reported in thi s 
group the  pat ien t was receiving the prescr ibed dosage.

In  the  second subdivision , phenoth iazin e der iva tive s con tain ing a propy l 
piperazine subgroup, the re were  191 cases, with trifluoperaz ine accounting  for 
49, prochlorperazine  fo r 95, a nd perphena zine  for 33. As would be expected wTith  
substitutio n of a pipe razine subgroup in place of a terminal  dimethylam ino 
moiety, the re is evidence  of increased extrapyram ida l stimulat ion.1 Ex tra - 
pyramidal manifesta tion s were  reporte d in 15 cases in thi s subgroup, and 13 of 
these  were prochlorperazine ingestions. Seven patients  sough t medical care  for  
symptoms occu rring  while receiving a prescribed dosage of p rochlorperazine . In  
the  dimethylamino  and  pipe razin e subgroups, of the reports  involving child ren, 
abou t 90 perc ent were consequent  to acc iden tal ingestion. In  the young a dult and 
adult  age groups, a sim ilar percentage of suicide atte mp ts was repor ted. It  is 
known t ha t the  dimethy lamino phenoth iazin e d eriv atives possess g rea ter  se dative 
propertie s than  th e pipe razin e phenothiazine derivatives.2 This phenomenon was 
supported by the findings in thi s review.  Of the  180 reports  of ingestion of 
drug s with the dimethylamino subgroup, symptoms of depression (drow siness, 
stupor, or  coma) were  man ifes ted in 44 percent.  Conversely, only 17 percent of 
the  191 pat ien ts ingesting  drugs with the  pipe razin e subgroup were  f elt  to be in 
a sta te of clinical depression. Although tranquil ize rs with  the pipe razin e sub
group are  known to possess  greater  antie met ic activity , there were 16 rep ort s 
of pat ien ts exper iencing nausea or vom itin g;1 only 3 such cases were  repo rted  
af te r inges tion of tran quiliz ers  with  the dimeth yiain ino subgroup. Two cases  
of hypotension were noted following ingestion of a dimethylamino-subgroup t ra n
quilizer and  one  case a fte r inges tion of a piperazine-subgroup  t ranqui lize r. Only 
fou r cases of coma and  one case of convulsion were reported subsequent to pip er
azine- subgroup ingestion.

See footnotes on p. 53.
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The th ird  type of str uc tur all y sim ilar phen othiazine der iva tive  con tain s a 

methy l piper idyl moiety. In view of the  small number of cases (se ven) repo rted, 
litt le comparison can be drawn to the o the r two subgroups.

Table 5.—Ing esti on of sub stit ute d diols

Da ta repor ted Total

Me probam ate , number Phenaglycodol, n um ber

Ch il
dren

Young
adu lts

Adults Un 
known

Chi l
dren

Young
adu lts

Adu lts Un
known

Etiology:
Accidental  ingestion 65 53 9 1 1 1
Mistaken  ident ity 2 1 1
Accidental  overdose 17 8 7 1 1
Suicidal inte nt 166 2 99 59 6
Unknown 30 7 7 10 5 1

Hospita lization:
Yes - ______________ 124 4 66 49 3 1 1
No 76 33 33 10
Unknown 80 25 25 19 9 1 1

Symptoms:
None. __ 72 39 22 9 1 1
One or more:

Drowsy 31 3 19 2
Stupor 64 4 33 23 3 1
Coma 40 4 16 18 2
Convulsions 3 1 2
Hypo tens ion 2 1 1
Vertigo 2 1 1
Nausea 3 1 2
Vomiting 7 3 4 .......
C yanosis 4 2 2
Extrap yramidal  - - 1 1
O th er s1 . _________ 1 1

Unknown . ______ 47 9 22 10 4 1 1

To tal______________ 280 62 124 78 12 1 2 1

1 Includes dyspnea, abdominal pain, tachycardia , ataxia, etc.

RAUWOLFIA ALKALOIDS

Although pre par ations  of the  Rauwolfia alka loids have been used for medical 
purpo ses for  many years, only in the  pa st decade  hav e we come to und ers tan d 
and  make  extensive the rap eut ic use of thes e drugs.3 The  Rauwolf ia alkaloi ds 
reviewed in the  study contain te rt ia ry  indole  bases  and  are na tur all y occu rring  
or semisynth etic. Thes e drug s are known to produce mild depression  of the 
CNS, a  decrea se in the  sym path etic  acti vity , and an incre ase in the  par asy mp a
thetic acti vity .4 Wit h the development and widespread use  of oth er tra n- 
quiliz ing ag ents, the  u tilizat ion  of  Rauwolfia alka loids for  th e t rea tm ent of neu ro
psy chia tric  dis turb anc es has  decreased.® Toda y they  are  used pri ma rily  for  
the ir effects upon the auton omic  nervo us system  and more specifical ly in thv 
tre atm ent of  hyperte nsive v asc ula r dis ease  and  thyrotoxicosis.®9

Of the  151 cases of Rauwolf ia alka loid  inges tion repo rted. 116 were inges tions  
of reserpine and 29 of the  whole root of Rauw olfia serp enti na.  A rem ark ably 
low incidence of inges tion of the  Rauwolfias  is observed  in the young ad ul t and 
adult  age groups, i.e., only 4 perc ent of the  tota l number of case s repo rted . 
Although men tal depre ssion is a common (an d freque ntly  ser iou s) behavio ral 
side effect of the  Rauwolfia drugs, only fou r suicide att em pts  were rep orte d for  
this group.® Symptom s occurr ed in appr oximat ely 39 perc ent of cases, bu t only 
two cases of hypotensio n were  noted. About one- third  of those manife stin g 
symptoms, and 13 percent of the  tota l number of Rauwolf ia into xica tion s, were 
seen to have flushing of the  skin. Althou gh some form of CNS depressio n was  
reporte d in app roxima tely  44 perc ent of the  symp toma tic cases, the re was only 
one rep ort of coma. Of the children  repo rted, who comprise 95 per cen t of the  
cases in this grou p of tran qui lize rs, 24 of 142 requ ired  hos pita liza tion . The  
Rauwolf ia alka loids are  repo rted  to lower the  convulsive thre sho ld in man.  and 
ext rap yra midal  symptoms are  known to oc cu r; ® however , ne ith er convulsions  
nor  extrapyram ida l ma nife stat ion s were  observed in thi s review.

See fo otn ote s on p. 53.
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SUB STITUT ED DIOLS

Alth ou gh  o th er st ru c tu ra ll y  si m il ar d ru gs a re  no w in  cl in ic al  use,  on ly  th e 
re port s of  m ep ro ba m at e and ph en ag lyco do l in ges tions  a re  in cl ud ed  in  th is  
revi ew . Of  th e  280 re port ed  ca se s of  su bs ti tu te d-d io l inge st io ns , 276  w er e 
inge st io n of  m ep ro ba m at e.  M ep ro ba m at e ca us es  de pr es sion  of  th e CN S.7 Ther e 
is  ev iden ce  th a t ano th er ph ar m ac ol og ic al  ef fect is  sk el et al  mus cle re la xati on , 
al th ou gh  i ts  ef fe ct iv en es s whe n co mpa re d w ith o th qr re la xan ts  i s contr over si al .8, “ 
Ther e is  c u rr en t co nc er n re gard in g  a  t ru e  be ne fit  de rive d from  m ep ro ba m at e whe n 
us ed  in  tr ea tm en t of  neu ro se s an d psyc ho se s ch ara cte ri zed  by an xie ty .10

Of  th e re port ed  in ge st io ns  of  m ep ro ba m at e on ly  22 iier ce nt  w er e in  ch ildr en . 
Thi s is  in  sh arp  co n tr ast  to  th e phe no th ia zi ne s,  of which  68 iie rc en t of  th e 
in ge st io ns  w er e by ch ildr en , and to  th e  Ka uw olfia s, whi ch  show ed  94 per ce nt of  
th e  in ge st io ns  i n th e ch il d re n’s a ge  g roup . The  166 su ic id e a tt em p ts  w ith mep ro 
bam at e f a r  e xc ee d th os e w ith an y oth er d ru g  r eport ed  in  th e st udy  a nd re pre se nt 
th e eti olog y in  60 per ce nt of  th e  ca se s rece ived . Assoc ia ted w ith th is  high  
incide nc e of  su ic id e a tt em p t w as  th e kn ow n hosp it a li zati on  of  122 pat ie nts . 
A lth ou gh  th e C NS de pr es sion  re su lt in g  f ro m  m ep ro ba m at e in ge st io n is  con side re d 
to  he  les s ex te ns iv e th a n  th a t of  se ve ra l o th er tr an quil iz ers ,11 49 ii er ce nt  of  th os e 
in ge st in g m ep ro ba m at e m anif es te d  sy m ptom s of  th e  de pr es sion , and th ere  w er e 
40 ca se s of  coma . T hre e pa ti en ts  w er e kn ow n to  co nv ulse , and th ere  wer e 
tw o in st an ce s of  hy po tens io n.  In te re st in g ly , one p a ti en t re ve al ed  a fe ver  of  
un kn ow n or ig in .

MIS CELLA NEOU S STRUCTURE

T ra nquil iz ers  a re  so m et im es  clas sif ied ac co rd in g to  th e de gr ee  of  CNS de pr es 
sio n which  th ey  eff ect. W e ha ve  us ed  a cl as si fi ca tion  ba se d up on  st ru c tu ra l 
si m il ari ty , fo r be tt e r co rr ela ti on  of  in to xic at io n  m an if est a ti ons comm on to  
ch em ical ly  si m il ar dr ug s.  As wou ld be  ex pe cted , th ere  a re  se ve ra l tr an quil iz in g  
dr ug s th a t do not fa ll  in to  th e  fo re go in g s tr u c tu ra l gr ou ping s. The se  dru gs 
a re  co ns id er ed  se para te ly  under  th e  de si gn at io n “m isce lla ne ou s s tr u c tu re .” Of  
th e 115 ca se s re port ed , 43 inv olved ch lo rd ia ze po xi de  hydr oc hl or id e in ge st io n,  
43 hy dr ox yz in e hyd ro ch lo ride  inge st ion,  an d 13 et hc hl or vy no l inge st ion.

The  C NS de pr es sion  pr od uc ed  by ch lo rd iaze po xi de  hy dro ch lo ride is  co m pa ra bl e 
to  th a t by  m ep ro ba m at e but less  pot en t th an  by th e ph en oth ia zi ne der iv at iv es .1 2 ,13 
A nt ic on vu ls an t eff ects and  sk el et al -m us cl e- re la xi ng  pro per ties a re  a ls o a tt ri b u te d  
to  th is  dr ug .1 2 11 Chl or di az ep ox id e hy dr oc hlo ride has bee n us ed  in  th e  tr ea tm en t 
of  ch ro ni c alco ho lis m be ca us e of  it s ab il it y  to  a ll ay  w ithdra w al sy m ptom atol og y 
an d del ir iu m  trem en s. 15 As  w ith mep ro ba m at e,  th e  incide nc e of  ch il d re n’s 
in ge st io n of  ch lo rd ia ze po xi de  hyd ro ch lo ride  re pre se nts  a sm al le r port io n of  
th e  to ta l th an  oc cu rr ed  w ith th e o th er tr anqu il iz ers —o nly 14 pe rc en t. In  
70 pe rc en t of  th e ca se s re po rted , th e  p a ti en ts  rece iv ed  med ical  a tt en ti on  fo r 
su ic ide a tt em pt.  A pp ro xi m at el y 40 pe rc en t r ev ea le d som e ty pe  o f CN S de pr es sion , 
in cl ud in g tw o ca se s ol’ coma . Of  th e 43 pati en ts  in ge st in g ch lo rd ia ze po xi de  hy
dr oc hl or ide,  13 w er e kn ow n to  ha ve  be en  ho sp ital iz ed . T her e w er e no  re port s 
of  co nv ulsio ns .

H yd ro xy zi ne  hy dr oc hlo ride pr od uc es  CNS de pr es sion , bu t, lik e m ep ro ba m at e 
an d ch lo rd ia ze po xi de  hy dr oc hl or id e,  it  is a less  pote nt depre ss an t th an  th e 
ph en ot hi az in es .1 3 ,18 T he sk el etal -m us cle re la x an t pro per ties an d an ti a rr h y th m ic  
pr op er ties  a tt ri b u te d  to  t h is  d ru g a re  n ot  w ell  d oc um en ted cl in ical ly .17 In  con tr ast  
to  ch lo rd iaze po xi de  hyd ro ch lo ride  and m ep ro ba m at e,  th e  incide nc e of  hydro xy
zine  hy dr oc hl or id e inge st io n in  th e ch il d re n’s ag e gr ou p is  re la ti vel y  high , re p re 
se nt in g 84 pe rc en t of  t h e  to ta l inge st ions . Ther e wer e on ly  six su ic id al  a tt em pts  
in  th is  gr ou p.  On ly 7 per ce nt of  th e  p a ti en ts  re ve al ed  m anif est a ti ons of  CN S 
de pres sion , an d th ere  w er e no in st an ce s of  coma  or co nv ul sion s. Six of  th e 
pati en ts  in ge st in g hyd ro xy zi ne  hy dro ch lo ride wer e kn ow n to re quir e hosp it a l
izat ion.

Etli ch lo rv yn ol  is  co ns id er ed  to  be a st ro nger  CNS dep re ss an t th an  chlo r
di az ep ox ide hy dr oc hl or id e an d hy dr ox yz in e hy dr oc hl or id e. 18 A lth ou gh  on ly  13 
ca se  of  et hc hl or vy no l in ge st io ns  w er e re po rted , it  w as  in te re st in g  to  find th a t 
8 of  th e  p a ti en ts  re ve al ed  some  ev iden ce  of  CNS de pr es sion , an d in  2 ca se s co ma  
w as  re po rt ed . Th e fa c t th a t 9 of  13 ca se s re vi ew ed  w er e kn ow n to  re quir e  
ho sp ital iz at io n  te nds t o  co nf irm  the  s ed at iv e pro pert ie s of  th is  dru g.

See  fo otn ote s on  p. 53.
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COMBINED DRUGS AND MULTIPLE INGESTION

Of the 21 cases of combined drug ingestion, 12 patients  revealed manifestations 
of CNS depression, and 12 were known to have been hospitalized. Since the 
pharmacological effects of these combined medications ar e not well defined, i t i s 
difficult to correlate  result s with those discussed above. Of the  23 cases classi
fied under multiple ingestion, 13 pat ients  revealed manifesta tions of CNS depres
sion, and 13 were known to have been hospitalized. Without dosage in forma
tion for the individual drugs ingested, no conclusions as to synergism and 
potentiation can be drawn. As would be anticipated, suicide attempts  were made 
in 16 (70 i>ercent) of the cases of multiple ingestions.

COMMENT

If the question of poisoning arises, immediate information may be obtained by 
telephone from the neares t poison control or poison information center. The 
poison control centers provide facilities, medication, and personnel for emer
gency treatment. A standard  report form supplying identifying and clinical data  
is utilized for all inquiries and treated cases. These reports are reviewed and 
evaluated in an effort to understand better the etiology, diagnosis, and treatment  
of poisoning.

Tranquilizers represented 2.4 percent of all poisonings reported to the National 
Clearinghouse for Poison Control Centers in 1959 and 1960. Intent ional ingestion 
was known to be the etiological basis in 35 percent of the cases review’ed. It  be
comes evident that the popularity of tranquilizer s as suicidal agents  m ust now 
rival tha t of the barbi turates. As with other medications and many potent ially 
toxic household materia ls, the large number of accidental ingestions of tra n
quilizers in children must reflect negligence or lack of awareness  by more 
knowledgeable members of the household.

In general, fewer children manifested symptoms or required hospitalization  
than persons in the other age groups. More people were known to manifest 
symptoms and require hospitalization  after  suicide attempts, and, as expected 
the preponderance of those at tempting suicide were in the  young adul t and  adult 
age groups. With the increased usage of t ranquil izers and frequent occurrence 
of moderate to severe CNS depression consequent to overdosage, it becomes 
apparent tha t intoxicat ion with a psychopharmacological agent must be con
sidered in the differential diagnosis of an unconscious pat ient. A knowledge of 
toxicity and complicating side effects is imperative in the sa tisfactory treatment 
of tranquilizer poisoning.

Without attempting to review the indications for specific drug therapy in 
neuropsychiatric disturbances, it is generally recognized that  the phenothiazines 
are used more frequent ly for more severe disturbances than  the other drugs 
studied. The information gathered, however, indicates tha t a proportionally 
greater  number of suicide attempts  occurred with drugs tha t a re frequently pre
scribed for minor, nonhospitalized emotional disturbances. This should serve 
to call the physician’s atten tion to the danger in the casual administration of 
such medication subsequent to an indefinite diagnosis, and should emphasize 
the need for careful observation and frequent revaluation of patients known 
to have access to tranquilizers.

Department of Health, Education, and Welfare, U.S. Public Health Service, 
Washington 25, D.C. (Dr. McKown).
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GEN ERIC AN D TRAD E NAM ES OF DRUGS

Promazine  hydrochloride—Sparine Ilydrocloride.
Trifluoperazine hydrochlor ide— Stelazine Hydrochloride.
Prochlorperaz ine—Compazine.
Reserpine—Itauloydin,  Rau rine , Rau-Sed, Reserpoid, Sand ril, Serfln, Serpasil, 

Serpa te, Vio-Serpine.
Rauwolfia serpen tina—Raudix in, Rua serpa,  R auva l.
Meprobamate—Equanil, Equanil  L-A, Meprospan, Meprotabs, Miltown. 
Chlord iazepoxide hydrochloride—Librium.
Hydroxyz ine hydrochloride—Atarax , V ista ril Paren teral.
Ethehlorvynol—Placidyl.
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[F ro m  th e  Amer ican  Med ica l A ss oc ia tion  Jo u rn al,  189:5 12- 514 , Aug. 10, 1964] 
D rug A bus e and Addiction—R eporting in  a Genera l H ospit al

(J ohn  A. Sc hrem ly , M.D., an d P h il ip  S olomo n, M.D., B ost on )1

Alth ou gh  d ru g  ab us e an d ad di ct io n has be en  a so cial pr ob lem sinc e th e  la tt e r 19 th ce nt ur y,  t here  a re  no r el ia ble  in cide nc e o r p re va le nc e s ta ti st ic s curr en ly  a vail ab le.  H am bourg er2 re po rt ed  on th e pr ev al en ce  o f th e  a bu se  of  barb it u ra te s.  In  th e de ca de  st udie d  (19 28-37 ) on ly 85 of 1,250,000 gen er al  hosp it al  ad mis sion s w er e di ag no se d as  b a rb it u ra te  ad di ct s.  Of  th e  85, on ly  42 took  b a rb it u ra te s da ily . I t  w as  pu zz lin g to le arn  th a t ov er  th e  10 yea rs  b a rb it u ra te  ad di ct io n ac co un ted  fo r on ly  0.11 per ce nt  of  mor e th an  300,000 ad m is sion s to  one of  th e la rg est  hosp it a ls  su rv ey ed , th e Bos ton City H os pi ta l.  T his  w as  al l th e  mo re  re m ar kab le  s in ce  a cu te  b arb it u ra te  poi so ni ng  rep re se nte d al m os t 20 p erc en t o f th e to ta l nu m be r of  al l ca ses of  po iso ning  (a pp ro xim ate ly  2,000, ex cl ud in g alc ohol an d ca rb on  m on ox ide)  ad m it te d t o th is  h os pi ta l.
Th e pre se nt a u th ors  dec ided  to  i nves tigat e th e cu rr en t de gr ee  o f d ru g a bu se  an d ad di ct io n in  th e B os ton Ci ty  H os pi ta l.  A pre lim in ar y  su rv ey  of th e re co rd s of  the  past  2 -y ea r pe riod  (19 59 -61) re ve al ed  th a t on ly  10 ca se s of  d ru g ab us e or ad di ction  ha d been  re po rt ed  by th e  ho us e officers. A sy st em at iz ed  ru nnin g  st udy was  th en  under ta ken  of  the nu m be r of  p a ti en ts  w ith  d ru g ab us e or  ad dic tion ad m it te d to  th e Bos ton Ci ty  H os pi ta l. Al l th e  im port an t dru gs  kn ow n to  ha ve  ab us e pote nt ia l w er e includ ed .3 I t  w as  a n ti c ip ate d  t h a t a muc h g re a te r num be r of  cases  wo uld be  fo un d th an  th e pr ev io us  hosp it al  re co rd s in di ca te d.  A lth ou gh  th e ta k ing of  d ru gs whe n no t in di ca te d med ic al ly  const it u te s ab us e,  on ly  th ose  pati en ts  wh o ab us ed  dru gs da ily fo r 1 mon th  o r long er  w er e co ns id er ed  re port ab le  fo r pu rp os es  of  t h is  stud y.  Alcoh ol w as  e xc lu de d from  th is  stud y.

PROCEDURE

All ne w ca se s of dru g ab us e or  addi ct io n ad m it te d  to  th e em er ge nc y floo r of th e Bos ton City H os pi ta l ov er  an  8-mon th  i»eriod (O ctob er  1961 -M ay  1962) w er e co un ted.  Hou se  officers  w er e re qu es te d to  di ag no se  an d re port  to  th e auth ors  ea ch  ne w case . An  appro pri a te  ch ec ks he et  (a vai la ble  up on  re ques t)  w as  pr ov id ed  fo r co nv en ienc e in re por ting . All  su bm it te d ca se s w er e re la tive ly  ea sy  to  va li da te  sinc e th e da ta  re qu es te d w as  m in im al  and th e  c ri te ri a  re ad ily av ai la bl e.  On e of  t he  a u th ors  s aw  th e  m ajo ri ty  o f pa ti en ts  a nd u po n do cu m en ta tion  th e  su m of  $1 was  pa id  to  th e re port in g  ho us e officer. Al l pa ti en ts  ag e 15 an d ov er  a dm it te d  to  th e em erge nc y flo or w er e th us sc reen ed  on a 24 -hou r roun d-  the-clo ck  b as is  duri ng th e 8-m on th per iod.
A te ch ni qu e or  ra nd om  sa m pl in g w as  al so  em ployed  in  th e ho pe s of  un co ve rin g ot he rw is e missed or “h id de n” ab use rs . The  m id dle 4 m on th s ( De cemb er 19 61 -M arch  1962 ) wer e mor e clo se ly  sc re en ed  by th e au th ors  beyo nd  th e  ord in a ry  ro uti ne af fo rded  by th e  usu al  ho us e officer co ve rage  on th e em erge nc y floor . At we ek ly  in te rv al s,  ev er y 20 th  p a ti en t of  an y so rt  w as  in te rv ie w ed , va ry in g th e da y a t rand om , w ith th e  pu rp os e of el ic it in g th e di ag no si s of  d ru g  ab us e or  ad di ct io n.  The  av er ag e num be r seen  duri ng  a  24 -hou r pe riod  w as  15. Elopemen ts , th os e wh o dep ar te d be fo re  th ey  could  be see n, var ie d fr om  one to  tw o in an y giv en  sampl ing.  Chi ld re n unde r 15 yea rs  of age , m ate rn it y  pati en ts  (w ho en te r vi a a sp ec ia l ro ut e by pa ss in g th e  em erge nc y floo r) , an d pe rs on s de ad  on a rr iv a l w er e om it te d from  th e co unt in  es ta bli sh in g ev er y 20 th pa ti en t fo r in te rview ing.  The  ne xt in su cc es sio n (2 1st ) w as  co un ted whe n an y re as on  dis qu al ified a p a ti en t in  th e re gula r ord er  of  ro ta ti on . Th e av er ag e nu m ber  misse d pe r 24 -hou r s am pl in g was  1.
A pp ro xi m at el y 100,000 pati en ts  w er e ad m it te d  to  th e em erge nc y floor ov er  th e 8 m on th s s tu d ie d ; pri m ar ily  th ey  w er e in th e  lo wer  soc ioe conomic grou p,  ra ng ed  in  age  fr om  i nf an cy  to  se nesce nce, w er e m ai nl y Rom an  Catho lic , and  w er e eq ua lly  di vi de d be tw ee n Cau ca sian  (l ar gel y  I r is h  an d It a li a n ) an d Ne gro . App roxi m at el y 4 00 w er e ad m it te d d ai ly .

Dr . Sc hr em ly  is  ch ief of  th e Men’s Add ic tion  Se rv ice of  th e U.S . Pub li c H ea lt h  Serv ice  H osp ital , Lex in gton , Ky. D r.  So lom on is  an  as so ci at e cl in ic al  pro fe ss or  of  ps yc hi at ry  a t H ar var d  Med ica l Schoo l and  ph ys ic ia n- in -c hi ef , P sy ch ia tr y  Se rv ice , a t  th e Bo ston  Ci ty  H os pi ta l.
2 H am bo ur ge r,  W. E . : “P ro m iscu ou s Us e of  B a rb it u ra te s : II . A na ly si s of Hos pi ta l D a ta ,” J.A .M .A., 114 :2015, 1940.
3 E xper t Com m itt ee  on  A dd ic tion -P ro du ci ng  Dru gs— 11 th  Rep or t, W HO  Te ch nica l Rep ort in g Se rv ice, 211 : 1- 16 , 196 1.
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R ESU LT S

A tota l of S2 drug abusers  and add icts was  repo rted  d uring the  8-montli study 
(Figu re) . For ty-four  were  addicted as follows : diacetylmorpliine (hero in) , 32 
(four of these  also abused ba rb itu ra tes) , terpin  hydra te with  codeine, 5;  pare
goric 3 ; morphine sulfa te, 2;  diliydro liydroxycodeinone  (Percodan), 1; codeine, 1. 
Thi rty-eigh t w ere abusers  as  foll ow s: barbi tur ate s, 17; one of these  also abused 
meper idine hydroch loride (Demerol Hydrochloride) ; meprobamate, 5; dex tro
amphetamine sulf ate , 4;  both bar bit ua tes  and dex troamphetam ine sulf ate , 3; 
glutethim ide (Do riden) , 2 ; bromides, 2 ; an inh ale r (Valo ) containing 150 mg. of 
2-amino hep tane  carbona te, 150 mg. of d-1 desoxyephedine carbonate, 50 mg. of 
pheny lpropanolamine  carbonate , menthol and  aromatics , 2; and  chlordiazepox ide 
hydrochloride  (Libr ium ), ethchlorvynol  (Pl acidy l), and  propoxyphene hydro
chlor ide (Darv on), 1 each. xVmong the  hero in addic ts, two also abused ma ri
juana,  one. lyse rgide  (LS D-25) , and one, p ropoxyphene hydrochloride. By com
parison, the  auth ors  in thei r rou tine hospita l work diagnosed only 2 cases in the 
tot al of 28 reported  dur ing  the  2 sep ara te periods when the  house officers did all 
the  routine checking.

A check of both  the Boston City Hospital  and the Commonweal th of M assachu
set ts Food a nd Drug Divis ion records indicate d th at  only six new cases were of
ficially repo rted to either  of these agencies dur ing the  8-month period. The 
autho rs had offered psy chiatri c consulta tion, but  had made no attem pt to alt er 
curre nt p rocedures of rep ort ing  for  medical or legal reasons.

19 62
EIGHT -  MONTH PERIOD

Co rnp ari so n of nu m be r of ab us er s un co ve red  du rin g con trol  
an d sa m pl in g pe rio d.

COM M EN T

There was g rea t discrepancy between the  number of drug abusers  and addicts  
actually discovered in the  8 months of routine  checking on the new admissions 
to the hospital a nd the num ber reported to the  official agenc ies of the Sta te dur ing 
that  same period. The 6 pa tie nts  repo rted constitu ted only 7 percent  o f the tota l 
82 pat ien ts who should have been reported.  The 6 in 8 months compare st at is ti
cally with the  10 in 2 years  1959^61, mentioned previously. Obviously, the 
officially repo rted  figures fai l, by an order of magni tude, to portra y the  facts .
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Careful search also disclosed hidden cases of drug abuse and addiction among 
patients who did not readily divulge thei r history of drug activity. In a  4-month 
period the authors detected 13 cases in addition to the 41 that were diagnosed by 
the house officers during the same period. Yet these 13 represented random 
sampling of only every 20th patient. If  the same raito  held and all patients  
admitted had been seen by us, presumably some 260 hidden cases might have been 
discovered. The implication is tha t there may be f ar  more drug abusers and 
addicts in the general population than has ever been suspected (apparently  3 
per 1,000).

It  would be interesting and impor tant to inquire why house officers do not 
report cases of drug abuse and addiction in the officially designated manner. 
We purposely avoided showing an interest in this question in order  not to 
influence the behavior of the house officers. It  is our strong impression from 
talking to house officers subsequently that few of them know tha t they are 
supposed to make such official reports. Some do know but feel tha t apparently 
no one checks up on them on these matters and conclude tha t presumably the 
whole thing is of little  concern. In the busy life of a house officer what  can be 
neglected often is neglected.

It  would be interesting to know whether these same attitudes  and practices 
exist also among practicing physicians in the community. They may be even 
more motivated to avoid filling out the proper forms by virtue of a desire to 
“protect” thei r private patients from the stigma of public reporting. The 
increased resul ts of the house officers dur ing the period when the authors were 
present doing the random sampling may well have been due to increased aware
ness of the problem of drug abuse and addiction because of our presence. That 
increased inte rest  and attent ion to the problem can elicit many more hidden 
cases is suggested by the fact tha t the authors, admittedly more experienced 
interviewers, by sampling only every 20th new admission were able to detect 
32 percent more cases beyond those detected by the house officers (13 cases be
yond the  41). It  must be recognized, however, tha t the 4 months in which the 
random sampling took place were the winte r months when admissions generally 
were greater in number.

SU M M ARY

House officers on duty at  the emergency floor of the Boston City Hospital 
were motivated by the offer of a monetary reward to report instances  of drug 
abuse and addiction in new patients being admitted  to the hospital. After a 
period of 2 months, random sampling of all new admissions was made by the 
authors for a period of 4 months to see if more experienced interviewing would 
detect hidden cases of drug addiction and abuse missed by the house officers. 
Following these 4 months, there  was a return to 2 more months of motivated 
reporting  by the house officers alone. The official records of the Commonwealth 
of Massachusetts were then examined to see how many of the detected cases 
were reported by the house officers in routine  fashion.

Of 82 cases detected, only 6 were reported. In the 4 months in which the  house 
officers worked alone they detected 28 cases. In the 4 months the authors worked 
alongside them, the  house officers detected 41 cases and the authors, by sampling 
every 20th new admission, detected 13 more.

It  is concluded: (1) Because of failure to report diagnosed cases, official 
stati stica l figures may underestimate by an order of magnitude the true  amount 
of drug abuse and addiction in the community ; (2) Increased interest and atten
tion to the problem of drug abuse and addiction in new patien ts being admitted 
to a large general hospital may elicit many hidden cases otherwise undetected. 
The failu re of proper interest and atten tion may account for another order of 
magnitude in the underestimation of drug abuse and addiction in the community.

(1824 Beacon Street, Brookline, Mass., 0214G (Dr. Solomon).)
GENERIC AN D TRADE NAM ES OF DRUGS

Meprobamate—Equanil, Equanil L-A, Wyseals, Meprospan, Meprotabs, Mil- 
town.

Glutethimide—Doriden.
Chlorodiazepoxide hydrochloride—Llibruim.
Ethchlorvynol—Placidyl.
Propoxyphene hydrochloride—Darvon.
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M is u s e  of  Valu ab le  T h er a peu tic  A gen ts  : B arbit urate s, T ra n q u il iz er s , 
an d A m p h e t a m in e s(A report by the Comm ittee on Pub lic He alth, New Yor k Acade my of Medicine)The reported widespread misuse of valu able  therapeutic agents—narco tics offer a striking example—represents a public  hea lth problem of maj or proportions.Mounting  evidence indic ates tha t there are three fam ilie s of drugs of proven usefulness which are  being misused as much if  not more than  narco tics. These drugs a re the b irbit urat es, tranq uilizers, and amphetam ines.Bar bitu rate s are most commonly used to induce sleep. Bu t a large  amount is prescribed also for  anx iety , nervousness, tension, and other poorly defined conditio ns. Othe r norm al medical  uses for  these drugs are as antico nvuls ants (in cases of epilepsy), anesthesia  and preane sthesia, and for research inve stigation, par ticu lar ly in neuroph ysiology.  Wh ile there are perhaps 50 barbiturates being marketed for  clin ica l use, t he ones most frequ ently  prescribed in the United States are barbita l, ava ilab le as Ve rona l; phenobarbital,  as Lu minal;  pentobarb ital,  a s N em bu tal; and secoba rbital,  as Seconal.Offic ial Govern ment reports on production and sale of barb itura tes in this country show that since 1954 at  least 700,000 pounds of  these substances  have been produced each year.  In 1960, the figure was 852,000 pounds which, it has been estimated, would provide enough raw mat eria l to make appro ximat ely 6 billion 1-grain b arbi turate capsules or table ts, or about 33 for every man, woman, and ch ild in the United State s.In  addit ion, there have been over 1 billion table ts of anothe r sedative drug, glutet himid e—av aila ble  as Doriden—di stribu ted in the United Stat es in the past 7 years. This drug has  been described as barb ituratel ike in chemical stru cture and pharm acolo gical effect, though the man ufactur er promotes it as a nonbarbiturate.The problems ari sin g from  the misuse of barb itura tes have engaged the committee ’s attention for  many years. In 1956, the committee published the third  of its reports on thi s fam ily  of drugs and outlined a series of recommendations for co ntrolling t heir  use.Howeve r, it appears tha t barbi turat es continue to be widely misused. A study prepared by the He alt h Departmen t of the City  of New York reveals tha t in the period between 1957 and 1963, inclu sive , there were 8,469 cases of barbitura te poisoning in this  city . Of  t his  tota l, 1,165 cases were fa ta l and listed as suicide s or due to undetermined causes. The rest, non fata l, included 4,179 attempted sui cid es; 744 acciden tal poison ings; and 2,351 poisonings due to undetermined circumstances .Furthe rmore , it has been demonstrated by a group of inve stiga tors at the Addic tion Research  Cente r in Lex ingt on, Ky. , tha t barbi turat es taken  regu larly  in large  quantities  produce all  three char acte rist ic symptoms of ad di cti on : tolerance, p hysic al dependence, and psychic dependence.Tran quili zers  and ata rax ics  are being offered as safe r, equal ly effective , and dependable replacements for  barb itura tes in the treatment of tension, stress,  and for relieving anxie ty.  The three principal groui>s of compounds in this  fam ily  of drugs are phenothiazine  derivatives, inclu ding  chlorpromazine, which  is ava ilab le as Thora zin e; rauwolf ia deriv ative s, adaptation s of Ind ian  snake- root ; and a misc ellany of compounds inclu ding the bestse lling meprobamate,  availabl e as Miltown and Equ ani l and chlordi azepoxide, available as Lib rium. According  to one e xpert, several of these are misrepresented as tranquil izers since they are pharma colo gically closer to sedatives and have been reported by severa l objective observers to  ha ve the same addictin g properties a s barbiturate s.And in a recent hea ring  on specialized  drugs and drug problems before a subcommittee of the U .S . Senate, it was noted tha t in 1961, Ame ricans ingested a mo untain of tranquil izers weighing 1,400,000 pounds.More recently, tran quil izer s were described as rivalin g barb itura tes as suicide pills.  From  a study of 968 tr anqu ilizer poisonings reported over a 17-month period in 1959-60 to the U.S . Publ ic He alth  Service ’s Nat iona l Clea ringhouse for  Poison Contr ol Cent ers, it was noted that  most of the suicide s attempted with  tranq uilize rs had involved the mildest of these drugs. In addit ion, it was found that  numerous cases of  stupor, convulsions, and coma resulte d from  overdose of  tranquilizing drugs. Bu t in some cases, deleterious effects were reported from the use o f prescribed dosage.
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The use of tranqu ilizers  and barbitu rat es  with suic idal intent  poin ts up the fac t that  suicide, as the fifth leading cause of dea th in the United  States, has become a major public hea lth problem. The  seriousness of the  situ ation has impelled a number of medical and nonmedical  agencies thro ugh out  the  coun try to in sti tut e suicide prevent ion programs.
In New York City, the departm ent of hosp itals has organized a 24-liour suicide prevention telephone service in five of the  munic ipal hospi tals. Persons in need of help are  advised to call INgersoll 2-3322 at  any hou r of the day or night . A psychiatri st will be available  to respond to ca llers seeking aid.Another agency in New York City which has been estab lished for  the purpose of dealing with suicidal crises is a Save-a-Life League. The league has  offices in midtown Manha ttan  but  is prepared to render  aid  to anyone  in need who calls M urray Hill 7-2142.
Amphetamines act primarily  as stim ulants  to the  cen tra l nervous system. They are  effective in reliev ing fatig ue, lightenin g emotional depression and, because they  tend  to suppress the  appetite , in the control of obesity.  When prescr ibed by responsible physicians,  these  drugs are  found to be helpful in treating  neurotic and depressed pat ien ts. When misused, they borrow energy which th e body can not afford to spend.
The most commonly used amphetamines are  benzedrine and dexedrine . And because thi s drug promotes ale rtness—especially in combinat ion with alcohol— it is most at tra cti ve  to thrill -seeking  youths. According to a rep ort  presented to a U.S. Senate Subcommittee on Juve nile  Delinquency, the  use  of am phetamin es by juveni les and young ad ults is mushrooming all over the count ry. It  was sta ted  th at  they are  used increasingly by ch ildren and are  linked with delinquency.Moreover, the  so-called pep pills are  all the fashion among college youths and teenagers. It  is reported that  am phetamin es are  a large  element  in wild orgiastic  binges in college communities thro ugh out  the  Nation. Meanwhile, a number of investigators have pointed out th at  amphetamines alone and in combina tion with barbitu rat es have addic tive  properties .
The consequences of misuse of any of these  thre e drugs are  many, including de at h; temporary or perman ent damage to the  b rain  or nervous syste m; poisoning; and addic tion.  Children  or youths who have  been made stuporous by the ingestion  of sedatives  or tranquil ize rs or euphoric by use of amphetamines are  most vulnerab le or prone  to sexual offenses, eith er as victim or perpet rator.In recent years, a considerable number of serious  accidents on the  highways and in th e ai r were trac ed to th e use o f am phetamines or tranqu iliz ers  by persons operating  the vehicles. Tra nqu iliz ers  were blamed in 1959 when a pilot takin g them crashed a plane, killing all 26 aboard. More recently,  when police searched 2 tra ile r trucks  which had  been involved in a multiple-vehicle  accident on the New Jersey  Turnp ike, they  discovered a tota l of 14 benzedrine tablets. The two trucke rs had been try ing  to fight off fat igue with  the  drugs. They also had been trav elin g more than  60 miles  an hour in a 35-mile zone in heavy  fog. The accident ki lled them and four o thers .
Dangerous episodes listed as acciden ts may tak e place when a person  takes a single overdose of one of these  drugs, or repeated doses at  sho rt inte rva ls of barbitura tes . Death  or near dea th can res ult  and survival often depends on heroic measures. And when the re is no c lea r evidence of an att em pt at  suicide, these  instances are  li sted  as poison ings und er unde termined  circumstances .Not all persons who die  f rom misuse of barbitu rat es inten d to kill themselves. Some have no thought  of suicide but  die f rom an accidental  overdose  of the drug. Then the re is a second group of persons who thr eaten  to kill themselves but  do not real ly intend to die. Dea th comes when they misc alcu late  in the dosage or in the ir arra ngemen ts to be saved. But,  of course, ther e are persons who misuse th e b arb itu rat es especially for suicide and do succeed in the ir purpose.The exten t of the problem is pointed up in a study prepared for  the United  Nations Bul letin  on Narcotics in which  it is hypothesized “th at  the  tota l number of people in the  United States using barbi turate s, other sedat ives, stimulan ts, and tran qui lizers  would approach 5 million, not  to mention several hundred thousand ma rihuan a and  narcotics  user s * * *. The re are  also problems involving glue sniffing (by young children ) * * * drin king cough syrups containing codeine an d alcohol, and abuse of a whole range of o ther subs tances affecting  the mind, including lysergic ac id (LSD) and mescal ine (pe yot e).”Never theless, there is an astonish ing lack of solid da ta  abo ut the abuse of ba rbitu rat es  in the United  States. The Advisory Commission on Narcot ics and Drug Abuse, appointed  in 1963 by Pre sident  Kennedy, repo rted that  the
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records of various agencies connected with drug abuse freq uently are inaccura te, 
incomplete, and unreliable. The Commission report went on to say tha t there  
are large numbers of drug abusers who never come to the attent ion of the 
community; tha t there is an increasing abuse of nonnarcotic drugs concomitant 
with a decrease in the abuse of narcotics;  tha t there is an entirely new and 
increasing abuse of drugs periodically on a spree basis; and tha t the possible 
abuse of barb itura tes and amphetamines may be increasing because they are  
cheaper, easier to handle, and more easily obtainable.

The findings of the Presid ent’s Advisory Commission have been documented 
by a wholesale number of article s in the lay magazines on the widespread use 
of “goof balls,” marih uana, glue-sniffing, and even narcotics among juveniles on 
sprees.

The first effort, on a Federal level, to control the use of barb itura tes and amphet
amines in this country was the so-called Durham-Humphrey amendment in 1951 
which specifically restric ted these drugs to prescription and refill only upon 
the author ization  of a physician. The Congress also said tha t the barb itura tes 
posed a special problem not common to all drugs because they are desired by 
addicts for nonmedical use and the legislators predicted tha t this would call 
for further controls in the  future.

Several y ears later , committees of both Houses of Congress heard testimony on 
the b arbi tura te problem in this country. A bill introduced at tha t time to amend 
the Federal Food, Drug and Cosmetic Act would have prohibited the manu
facture,  sale or possession of barb itura tes except by persons specifically auth or
ized by th e bill and  would have required tha t records be kept of all transactions  
involving these drugs. This bill and other subsequent congressional efforts to 
increase controls on barb itura tes failed to pass. According to an observer: 
“The public health  problem commented upon by Congress has not improved 
and in fact has worsened since 1956 wi th large amounts of barbit urate s escaping 
from legitimate channels of commerce at  every level of the chain of distr ibution.”

At the present time, Federal law in the United States applies solely to bar
bitur ates shipped in intersta te commerce; requires no inventory con trol ; but 
does require tha t copies of purchase orders for these drugs be made available for 
inspection for appropriate  Government agencies.

In 1962, Congress rejected provisions to increase the controls of barb itura tes 
as proposed in H.R. 11581 and in S. 1552. In 1963, S. 553 was introduced for 
the same purpose but failed to pass. It  has been revised and introduced again 
in the cur rent session of Congress as S. 2628.

The entire problem is described succinctly in the findings and declara tions of 
sec. 2 of the proposed b ill :

“The Congress hereby finds and declares th at  there  is a widespread illicit 
traffic in barbit urates, in psychotoxic drugs moving in or otherwise affecting 
inter state commerce; tha t the use of such drugs, when not under the supervision 
of a licensed practitioner, may cause a wide v ariety  of acute and chronic changes 
in psychological functioning, social behavior, or personality, such as difficulties 
in judgm ent and coordination, disorderly thinking, disturbances in mood, b izarre  
and abnormal perceptual experiences, and more severe behavior disturbances 
such as attempted suicide and antisocial act ivi ties ; tha t this illicit traffic results 
in extensive sale and distributio n of such drugs to juveniles and youths, as well 
as adults, not under the supervision of a licensed p rac titione r; tha t the use of 
such drugs by juveniles, when not under the supervision of a licensed prac ti
tioner, may lead them to perform acts of delinquency and  crime and to experi
ment with narcotic drugs, which experimentation may result in narcotic addic
tion ; tha t the use of such drugs, when not under the supervision of a licensed 
practitioner, often endangers safety on the highway and otherwise has become 
a thre at to the public health and safety, making additional regulations of such 
drugs necessary regardless of the intr astate  or inte rsta te origin of such d rugs ; 
tha t in order to make regulation and protection of inte rsta te commerce in such 
drugs effective, regulation of intr asta te commerce is also necessary because, 
among other things, such drugs, when held for illicit sale, often do not bear 
labeling showing thei r place of origin and because in the form in which they 
are so held or in which they are consumed a determination of their  place of 
origin is often extremely difficult or impossible; and tha t the regulation of 
inter state commerce without the regulation of intra sta te commerce in such drugs, 
as provided in this Act, would d iscriminate agai nst and depress inte rsta te com
merce in  such drugs.”

43-876—65---- 5
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A model S tate law concerning hypnotic or somnifacient drugs, patterned af ter the Federal law, was suggested by the Council of State  Governments in 1955. This model law is similar to the recommendations proposed by the Committee on Public Health in its 1956 report except in the following par ticula rs: Although it requires tha t refilling of a prescription must be specifically authorized, it does not specify a  minimum interval  between renewals, the total number of renewals, and the expirat ion date of the prescription. On the other hand, it includes a section on penalties. One of the provisions in the model law is simila r to t ha t recommendation made by the Committee on Public Health which provided tha t the physician must maintain records of barbiturate s distributed, by him.Until 1963, the law in the New York State controlling barb itura tes provided tha t duly authorized prescriptions for these drugs had a life of 6 months. Prescriptions could be refilled a number of times within this period.Prompted by the desire to bring the New York law into conformity with the Federal regulations, the New York S tate Legislature in 1963 enacted sec. 6814 of the State Education Law. The pr incipal provisions of this new law remove the 6 months’ life of the prescript ion and require only that such a prescription shall be written  by a duly authorized person and tha t the druggist must record on the prescription the date of the refilling.
The New York State Penal Law, sections 1747-b and 1747-c, provides tha t any person who sells, exchanges, or gives away barbi turates or amphetamines in violation of the State education law, shall be liable to imprisonment for not more than a year, or a fine of not more than $500, or both, upon conviction for a first offense; but if the violation is a second offense, the person shall be liable to imprisonment for not more than 2 years, or a fine of not more than $1,000 or both.
For the past  10 years, the New York City sanitary code and the health  code which replaced it have contained a regulation providing tha t prescriptions for barb itura tes had a life of 3 months. At the present time, however, efforts are  being made to change th is regulation in order to bring it into conformity with the less restric tive State and Federal laws.
In 1946, the committee on public health  was asked by the New York City commissioner of health to give its opinion on the desirabil ity of extending restr ictive measures regarding  the sale and distribution of barbiturates. The commissioner submitted to the committee a dra ft of proposed regulations which were drawn up in cooperation wi th the New York office of the Federal  Bureau of Narcotics.
The committee studied the proposed changes in the regulations and expressed the view that in the intere st of public health, the suggested extension of control should not  operate to inter fere with the freedom of physicians in their  p ract ice; rath er i t should guard against misuse by the dispenser and the user.The committee recommended the following specific regulat ions :1. Prescrip tions should be refillable when so indicated by the issuing physician ; but such prescriptions should indicate a minimum interva l between renewals and the total number of renewals. No prescription containing a barbiturate should be refilled after 6 months from the date  of issuance.The committee pointed out tha t in certain conditions, the treatment makes renewals necessary. And while it  was  aware tha t in some cases, an unnecessary financial ha rdship  is imposed on the patien t who must  return to the physician for a new prescription, the committee fe lt tha t it is important  for the physician to see the patient occasionally in order to evaluate the treatment.2. Pharmacists should not reveal the content or furnish  copies of prescriptions to patients.
3. Prescriptions should carry suitable information about the identi ty of the patien t and the  prescriber.
4. In an emergency, a physician should be allowed to t ransm it to a  pharmacist by telephone a prescription for not more than 6 average doses of barbi turate drugs provided a written  prescription is supplied to the dispensing pharmacist within 72 hours. Should the pharmacist fail to receive such a writt en prescription, he should notify the health department of the omission.
5. Proper records of dispensed barb itura tes should be kept by physicians, dentists, and veterinarians.
6. Manufacturers, wholesalers, and jobbers should maintain  suitable records of sales and distribution, and inventor ies of stocks.
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7. Pharm acists should keep records of bills of purchase of barb itura tes and copies of prescriptions on which drugs were dispensed, including notation  of amounts dispensed upon refilling.
8. Barbiturates  should not be supplied to any person except on prescription or in the course of legal sale within the drug trade.All of the committee’s recommendations, in either  their  original or slightly varied form, were incorporated in the sanit ary code by the end of 1947.In the 10 years between 1946 and 1956, the committee continued to study the misuse of barbiturates. And at the end of this period, it  published a report which made the following recommendations :1. The model law controlling the  manufacture and distribut ion of barbitu rates  should be adopted by all States. Large cities with home rule should have laws patterned af ter  this act.
2. A reali stic effort toward enforcement of the model law when enacted is an essential step. An adequate staff of inspectors to examine records should be organized. Efforts at enforcement should be concentrated on the large cities where the  ra tes of incidence of b arbi tura te poisoning are highest.3. An educational campaign should be conducted by health departments and medical and pharmaceutical societies to remind their  members of the ir responsibilities of acquaint ing patien ts with the dangers of misuse of barbitu rates.  At the same time, there  should be a campaign, using all media, to inform the public of the risks attached to misuse of barbiturates .4. Above all, it is highly desirable tha t adequate  funds should be provided to support research on the causes of unrest, anxiety, and tension tha t are  so prevalent among the population and are the basis for such grea t use and misuse of barbiturates .
Research should take into account the popularly held belief tha t psychoactive drugs are a cure-all for every emotional and psychological stress, whether slight or great, and a means to atta in “happiness.” Thus, some persons are known to take an amphetamine in the morning, a tranqu ilizer to get through the day, and a barb iturate at  night. As a result, these persons develop an overwhelming dependence on such drugs.
But until research develops the desired information, there should he initia ted immediately an educational campaign designed to teach the public tha t both the goal of “happiness” and the use of psychoactive drugs to achieve tha t goal are illusionary.
At this point, it  is clear that  misuse of barbiturates, tranquilizers, and am phetamines presents different problems according to the segments of the population and the variety of consequences at tendan t on such misuse: juveniles may injure their health, engage in antisocial or immoral acts, or may incur poisoning or addiction; both juveniles and adult s may have auto accidents as a result  of taking sedatives, tranqu ilizers or stimulan ts; adults may incur poisoning or near death from overdose of these drugs, particularly  barbitu rate s; accidental death may result  from overdose of barbitu rate s; and, finally, barb itura tes and related  drugs may be used to commit suicide.The remedies which the committee proposes must be seen against the background of the hazards listed above:
1. Federal law should be designed to control the movement of barbiturates, amphetamines and other  psychotropic drugs in order to combat the illicit traffic in these drugs and to prevent thei r continued misuse.2. The Federal law on the prescription of barbiturates should be more restr ictive. The committee feels it should be more in accord with the first recommendation in the 1946 report.
3. There should be stri cter enforcement of the existing law on dispensing barb itura tes and amphetamines so tha t they do not get into the hands of juveniles.
4. Motor vehicles should not be operated by drowsy drivers. Barb itura tes, tranquilizers,  amphetamines, and antihistamines may produce mental confusion, drowsiness, or postpone drowsiness. Persons w’ho have taken them in a dosage tha t would produce these effects should not drive while under the ir influence.5. Suicide is a major  cause of death. But there  are agencies which stand ready to give aid  in thwarting suicide and rescuing the victim. The existence of these agencies should be given the widest publicity through all media of communication. In New York City, the telephone number of the emergency suicide prevention agencies of the department of hospitals should be made known to all the residents. The telephone number of the Save-A-Life League
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and oth er agencies gear ed to provide aid to a would-be suicide, should also be 
diss eminated widely. Fina lly, the re should be a provis ion for  man dato ry 
psy chiatri c exam ination of a person immedia tely af te r reg aini ng consciousness 
following an unsuc cessfu l atte mp ted  suicide by an  overdose of these drugs .

6. The re should be an educ atio nal campaign to change  the pres ent public 
wor kshi p of “happ iness ” and “tra nq uil lity .” This  at tit ud e on the  pa rt  of many  
people produces  an almos t slav ish dependence on psycho tropic  drugs .

(Approved  by the Committee  on Publ ic Hea lth, the New York Academy of 
Medicine, May 1 1,1 96 4.)
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[From the Am eric an Medica l Assoc iat ion  Jo urn al  18 9:  366—377, Aug. 3, 1964]

B arbit urate  Use  in  Narcotic Addicts

(Er nes t Hamburger, M.D., Lexington, Ky.* )

Accumulating data concerning physical dependence on barb itura tes 
by narcotic addicts and reviewing case records to elicit patterns of 
barb itura te use are  the two major phases of this study.

It  is suspected by many autho rities  tha t barb itura tes are increasingly being 
used as drugs of psychic and physical dependence. A review of the lite ratu re 
shows tha t little  is known about the actual extent of barb itura te use in the 
general population. Although stati stics  concerning the use of barbi turat es are 
limited, some information is available. It  is known tha t the equivalent of 26 
doses of barb itura tes for every man, woman, and child were produced in the 
United States in 1955?  Barbit ura te production is believed to have increased 
significantly since then.

A number of serious and complex cases involving t he problem of barb itura te 
use in narcotic addicts prompted the auth or to investigate this problem at the 
U.S. Public Health Service Hospital in Lexington, Ky. The study was divided 
into two phases. The first was to accumulate as much experience as possible 
concerning the clinical problem of psychic and physical dependence on barbitu
rate s in the narcotic addict population of the hospital. The second phase was 
a review of 1,000 consecutive case records of first-admission narcotic addict 
patients in order to elicit occurrence and possible patte rns of barb iturate use.

Clinical impressions.—Physical dependence on ba rbitu rates  may not be evident 
because a tolerance has been acquired. However, if the user takes an amount 
of the drug beyond his tolerance, acute intoxication to barb itura tes occurs. 
Acute intoxication leads to difficulty in concentration, mood shifts  without 
apparent cause in the environment, irrita bili ty, self-neglect, and infant ile be
havior. Lateral-gaze nystagmus, dysar thria,  atax ia on standing and walking, 
as well as a positive Romberg’s test can be demonstrated. Longer periods of 
sleep also occur. When the patien t’s tolerance for barb itura tes is built up 
sufficiently, he may not show any of these features, although he may be taking 
up to 2,000 milligrams of ba rbiturates  in 24 hours.

Table 1.—Barbiturate use in narcotic a ddic ts1
Narcotic
addict s

No history of ba rbitura te use or physical dependency on barbitu rate s____  676
History  of barb itura te use but no evidence of physical dependence----------  96
Evidence of physical dependency on barbi tura tes detected_____________ 228

Total ___________________________________________________ 1,000
iT h is  tab le indica tes numb er of ba rb itur at e users in 1,000 na rcot ic ad dicts. Many 

giv ing  a hi story of ba rb itur at e use bu t no sig n of depende nce were pr iso ne rs who were 
wi thdraw n from drugs pr io r to adm iss ion  to the hospi tal .

Abstinence signs and symptoms in most, but not all, patien ts occur in the 
following sequence : the patient manifests a diffuse restlessness and anxie ty; 
irri tability  and insomnia are seen a t this point; if untreated, body temp erature 
climbs slowly, rising  as high as 105° F. (40.6° C.) in the very late s tages ; the pulse 
rate increases accord ingly ; when the patient stands from the supine or sittin g 
position, the pulse rate  increases by 16 to 36 pulsations per mi nut e; postural 
hypotension can also be demo nstra ted; increasing muscle tone and briske r 
reflexes are found; and blepharoclonus can be elicited. (Blepharoclonus can be 
demonstrated by tapping the glabella [area immediately between and above the 
eyes]. Normally, a few blinks are seen and then accommodation occurs. A 
positive response is a rapid  fluttering of the eyelids, which increases instead of 
decreases.) These responses are probably due to increased neuromuscular i rri ta
bility. Delirium and grand mal convulsions may occur at this point. If relief 
is not given by substitu tion therapy with barb itura tes, coma and death may 
follow.23  Diphenylhydantoin (Dil ant in) sodium has been shown to offer no

•D r. Ha mb urger is a surgeo n for  th e U.S. Pu bli c Hea lth  Serv ice a t the U.S. Publi c 
Hea lth  Service  Ho sp ita l.

See foo tnote s on p. 65.
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appreciable help in convulsions of this etiology. There is some evidence to lead to the conclusion tha t diphenylhydantoin sodium is contraind icated in convulsions due to the barbitu rate abstinence syndrome.4

T able 2.— Type of narcotic drug used by barbi turate users 1

Narcotic drug
Nu mb er not 
using bar 
bitura tes

Number 
using bar 
bitura tes

Tota l

Heroi n. ...  . . .  ____________  ___________  ______ . . . 504 228 732Codeine—Camp horated  opium t inc ture (Paregoric )________ 63 33 96Meperidine (Demerol)  hydrochloride__________ __________ 29 12 41Morphine sul fate . _.l  . . . __  . _____________ 30 23 53Dihydrom orphinone (Dilaudid) hydrochloride________ ____ 25 17 42Methadone hydrochloride____ _____ . . . .  ________ 10 8 18M iit ur e of hydrochlorides of opium alkalo ids (Pan top on)....... 4 3 7
To tal ..................................................................................... 665 324 989

1 Eleven  p atients used  such a great var iety  of drugs, It was Impossible to dete rmine the na ture  of their  narcot ic drug  choice.

Difficulties may arise when the physician must deal with the problem of narcotic addiction and barbitura te dependency. Examples of this  are numerous. Is excessive sleeping caused by opiate or barbiturate  intoxication? Is insomnia due to opiate or barbi turate abstinence? Are irri tability  and mood shifts  caused by one or the other abstinence syndrome or unrelated? These and other questions can be resolved only by using demonstrable signs of intoxication and abstinence to these drugs.
Glutethimide (Dor iden) , ethchlorvynol (Placidyl), carbromal (Carbrita i), and meprobamate (Miltown, Equanil) are included with those drugs which, though chemically not barbiturates , clinically are  almost identical in action. It  has been shown tha t these drugs, like barbiturates , can cause tolerance, psychic dependence, and physical dependence.5' 8 Thirty patients  shown to be dependent on very large amounts of barbi turates or similar drugs were interviewed at length. Fifteen  had been using pentobarbita l (Nembutal), seven, glutethimide, five, secobarbital (Seconal) sodium, and three, a combination of secobarbital and amobarbital (Tuina l) sodium. Psychiatric evaluation of these 30 patients revealed that they all had personality disorders. Some were classified as inadequate personalities with definite dependency needs unmet in thei r pre-drug-use period. Others were primarily passive-dependent personalities, who behaved in a childlike, pleading fashion, and manifested helplessness in practica lly all phases of life. Physicians often find it difficult to refuse medication to this type of patient in face of thei r persistent  pleadings. These personality disorders are notoriously resi stan t to successful psychiatric treatment.Interview questioning of a large r number of patients found to be physically dependent on barbiturate s was under taken in order to elicit the ir motives for this  drug abuse. Many fel t tha t the ease of obtaining barb itura tes and their  low cost (as compared to heroin), encouraged supplementation of this drug to opiates. Indeed, total substitu tion of barbi turates for narcotics in times of shor t supply was claimed by some. It  was noted that several patien ts who, on initia l admission interview, stated tha t they were addicted to a narcotic only, were shown during withdrawal and physiological tests to be primarily addicted to barbiturates. When told of thei r condition, some admitted to taking large amounts of barbiturates. They implied tha t they were ashamed of the barbiturate use, although not of the narcotic addiction. Others still insisted tha t they had not taken any barbiturates. They could only account for the abstinence syndrome to barbi turates by suggesting tha t the sellers of heroin were dilut ing it with barbiturates, the purpose being to give the customer some type of subjective sensation when the substance was injected.Barb itura te gratification is somewhat different than opiate gratification, according to those who had been physically dependent on both. Oblivion, release from the present situation, and not euphoria (a “kick” or “high”), was often the factor tha t started the patient on the road to barb itura te use.
See  footn ote s on p. 65.
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Table 3.—Barbiturate addiction in  relation to race1

Whi te Negro Total

No b arb iturate histo ry __ _  _____  ____________ 335
60

177

341
36
51

676
96

228
History of barbitura te intake with no physic al dependency__
Physica l dependency on barbi turat es__ _________________

Total ................. . ............. ....................- ......................... 572 428 1,000

«A definite statis tica l difference detected.  (Significant beyond 0.001 level.)

Stat istica l review.—The first stat istical study done was to determine what 
percent of narcotic addict patien ts claimed to take barb itura tes and what  
percent were physically dependent. Table 1 shows tha t 32.4 percent claimed 

, or showed signs of barbitu rate  use. Only 22.8 percent were actually noted
to be physically dependent. As shown in table 2, there  are no significant dif
ferences in the barbitu rate  users’ choice of narcotic drugs. A definite differ
ence was detected when barb itura te use was compared between races. Many 
more whites than Negroes were barb iturate users. In table 3 it is seen tha t 
73 percent were white, while 27 percent were Negroes. This was found to be 
statis tically significant beyond the 0.001 level.

The use of barb itura tes by narcotic addicts  occurs quite frequently. It  has 
been shown that 22.8 percent of narcotic addicts admitted  to the U.S. Public 
Health Service Hospital in Lexington, Ky., were physically dependent on 
barbiturates , while another 9.6 percent claimed to be dependent on these drugs 
at one time. No apparent relationship between the type of narcotic used and 
barb itura te use was discovered. However, a definite relationship was found 
between race and barbitu rate  use in the narcotic addict; the white narcotic 
addict is much more likely to use barbiturates.

Physical dependency on barb itura tes may not cause obvious signs of in
toxication because of the development of tolerance. The barbitu rate  intoxica
tion and abstinence syndromes were discussed as necessary adjuncts to the 
evaluation of the barbitu rate  user. Gradual substitu tion reduction trea tment 
using barb itura tes relieves and prevents the barb iturate abstinence syndrome. 
Some of the nonbarbiturate sedatives cause tolerance, psychic dependence, 
and physical dependence quite similar  to t ha t caused by barbitura tes. Patients 
with personality disorders, particularly  those with inadequate  and passive- 
dependent personalities, seem to constitute the bulk of barb itura te users. Ob
livion from the present  situation, rath er than  euphoria, seems to be the 
motivation to use barbi turates.

(Department of Psychiatry, University of Colorado Medical Center, Denver.) 
Generic and trade names of drugs 

* Glutethimide—Doriden.
Ethchlorvynol—Placidyl.
Meprobamate—Equanil, Equanil L-A, Wyseals, Meprospan, Meprotabs, 

Mil town.
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[From Bu lle tin  on Na rco tics, 16: 17-35,  Ja nu ar y- M ai ch  1964]
TnE P roblem of Barbiturates in  th e United  States of America

(By Joel Fort, M.D., lecturer, School of Criminology, University of California; director, Center for Treatment and Education on Alcoholism, Oakland, Calif.) 
I.  INTRODUCTION

As long as man has existed, drugs such as alcohol, m arijuana and opium have been used for relief of anxiety, tension, or fat igue; fo r treatment  of illne ss; and for religious reasons. The abuse of these drugs  and of more modern compounds which also affect the brain has been a major social and health problem in many widely separate countries and epochs. In this historical context, therefore, it is not difficult to understand the contemporary widespread use and abuse of the derivatives of barbituric acid (malonylurea) accidentally discovered by Von Baeyer in 1863 (112). The hypnotic significance of subsitu ting various radicals in position five was discovered in 1903 (barb ital or veronal) and given impetus in 1912 with the introduction of phenobarbital (luminal). Since that  time it is variously estimated tha t up to 2,500 ba rbitu rates  and thiob arbiturate s have been synthesized with perhaps 50 being marketed for c linical use, the  most used ones in the United States being nembutal (pentobarb ital),  seconal (secobarbital) , amytal (amobarbital), and tuinal (amobarb ital and secobarbital) . All of these synthetic derivatives have similar chemical st ructures and s imilar pharmacological properties, with the main clinical variat ions being the onset and duration of thei r action. Levi (77) has summarized the trade names, chemical names, st ructura l formulas, and molecular composition of the barb itura tes and thei r clinical use. Other dates of specific historical significance in the evolution of sedatives and hypotics include the 1840’s, when the action of bromide was recognized, 1869 when chloral hydra te was introduced, 1882 when paraldehyde was introduced, and 1954 when the phenothiazine tranquilizers came into general use. As Glatt (45) has pointed out, each of these drugs or drug families including the barbiturates has aroused similar controversies and debates about their  meri ts and dangers. Since the time of the Fir st World War there appears both to have been a rapid  increase in the use of the various barbi turates and a gradual  institution of government attempts at  control. In the following sections of this monograph an attempt will be made to collectively review and synthesize what  is “known” about the extent of b arbi tura te use and abuse in the United States. As will be seen, there exist major lacunae in knowledge about this problem.
II . PHARMACOLOGY I PHYSIOLOGY AND THERAPEUTIC USES

Among the  physiological effects of the barbi tuates are respi ratory depression proportional to the dose adminis tered; a decrease in tonus of the  gastrointestina l mascula ture and a decrease in gastr ic secretion ; and a complex of effects on the autonomic nervous system (47). There appears to be no impairment of liver, renal, or cardiovascular functioning. The long-acting barbi turates and metabolized by the kidney and the short-acting ones by the liver. The central nervous system effects of the barb itura tes are sometimes briefly summarized by saying they have a  depressant action on all segmental levels and all levels of funct ional organization. Either increased fas t activity  or slow activity can occur in the electroencephalogram, seemingly based on individual differences and not correlated  with intensity of intoxication or behavioral effects. With more than  normal clinical doses a form of intoxication occurs which includes ataxia, nystagmus, and slurring of speech. Wikler (122) has summarized the neurophysiological action as a selectivity for the medial ascending re ticula r activating system, with specific depressant actions  on the hypothalamus, spinal cord, and sympathetic ganglia. He goes on to say tha t it is likely tha t these drugs exer t quite specific patterns of effects both on behaviour and on neuro-organization, but better correlation of these will depend on more detailed and more comprehensive descriptions of the behavioral effects as well as investigation of the effects of graded doses on the temporal and spatial diffusion of neuroimpulses. A number of investigators have now reported tha t both large doses and small “therapeutic” doses impair reaction time, visual perception, and attention even up to 14 hours after  injection (53). The barb itura tes have littl e effect on the pain threshold unless an amount sufficient to impair consciousness is administered (55). Reported effects of the ba rbiturates  on cognitive functions, learning, perception, hypnosis, etc. are unclear as to thei r significance or implications (29).
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I U . USE , PRO DUC TION, SA LE , AN D PRESCRIBING  OF BARBITU RATES AN D RELATED DRUGS

The most common the rap eut ic use of the  barbi tur ate s is for  the  productio n of 
sleep, which is brou ght on wit hin  20 to 60 minu tes and  resembles  na tural sleep. 
Thu s it would app ear  th at  the most common complaint  for which ba rbitu rat es 
are prescribed would be insom nia. However,  large  amounts  are  also prescribe d 
for  anxie ty, nervou sness,  tension , and  other poorly defined or physically  unex 
plain able  comp laints.  The  the rap eut ic dose prescribed for sedation is gene rally  
smal ler than for  hypno tic effects. Other normal medical uses of these  drug s ar e 
as anti con vulsants (pheno bar bital for  epi lepsy) , ane sthesia  (th iope ntal ) and 
prea nest hesi a, diagnosti c age nts to diff eren tiate organic from fun ctio nal psy
chiatr ic diso rder s or fun ctio nal  diso rder s from malin gering , narc oana lysis , sleep 
the rap y for psychosis (rar el y used in the  United St at es ), and for rese arch  in
vestigatio n, partic ula rly  in neurophysiology. Some a uth ori ties feel th at  the ba r
bit urate s offer unique adv antage s in th at  they  can produce any degree of depr es
sion from sedation  to ane sthe sia,  thu s lending themse lves to a wide var iety of 
uses. However the  ease with which they can be prescribed also res ult s in their  
being employed when oth er sedatives  or oth er forms of tre atm en t migh t be 
prefe rable .

The rep orts  of  th e U.S. T arif f Commission (1 11 ) on production and sale of b ar 
bituric acid (ta ble 1)  show th at  since 1954 at  lea st 700,000 pounds of these sub
stan ces have been produced each year.  More tha n ha lf of the amo unt  produced 
each year  is sold in und iluted  or bulk form, and the  res t presumably  in var ious 
specific commercia l pre par atio ns.  Fig ure s on amo unts  produced ref er to known 
manuf act ure rs, and proba bly add itional quant itie s are produced by unknown, 
unre giste red,  or illi cit ma nuf acturers. The fram ewo rk of pre sen t Sta te and 
Fed eral  legis latio n makes it  impossible to asc ert ain  the  full det ails of man u
fac tur e and dis trib utio n. It  seems safe  to assume, however, th at  the  amount of 
bar bituri c acid der ivat ives  produced would be rough ly equivalent to the amo unt  
used. The 1960 figure of 852,00 0 pounds, altho ugh not repr esen ting  tota l produ c
tion, would stil l be enough raw  ma ter ial  to make approximately 6 billion 1- 
gra in ba rbitu rat e caps ules  or table ts, or abou t 33 for  every man, woman, and 
child in the United  States.  Over 1 billion tab lets of ano the r sedative  drug, ba r
bitu rate -lik e in chemical str uc tur e and pharm acolo gical  effect, Doriden, hav e 
been dis trib ute d in the Uni ted Sta tes  in the  pa st 7 years, according  to it s 
manuf acturers.

T abl e 1.—Barbituric acid and derivatives

Sales

Prod uct ion
Qua nti ty Value Un it value  

per p ound

1961................................................................................................
1960..  . ........................................................................................
1959................ ................................ ..............................................
1958..  . .........................................................................................
1957...............................................................................................
1956....................................................... ........................... ..........
1955.................................................................................... ..........
1954..................................................... .....................................
1953.............................. .................................................. ............
195 2. .............................................................................................
1951............................. ................................ .................................
1950................ ...............................................................................
1949................ ......................................... .....................................
1948............................. .............................. ...................................
1947...............................................................................................
1946...............................................................................................
1945................................................................ ..................... ........
1944............................................................ .......... .......................
1943...............................................................................................
1942................ ..............................................................................
1941................................... ...........................................................
1936.............................................. ................................................

Pounds
700,
852,
819,
790,
755,
756, 
864,  
798, 
634,  
537, 
789, 
688,  
679,  
679, 
900,  
806,
582, 
559,
583,  
607,  
531,  
231,

000
000
000
000
000
000
000
000
000
000
000
500
800
800
100
500
100
200
000
000
000
167

Pounds
407,
456, 
583, 
513,
457, 
467,
486,  
524, 
427,  
418,  
481,  
499,  
388 , 
455, 
768, 
650, 
556, 
558, 
664,
487, 
512, 
174,

000
000
000
000
000
(111(1
000
000
000
000
ooo
,oo
900
800
600
900
800
400
000
000
000
188

$1 ,9 03 ,0 00
2,4 29,0 00  
2 ,8 53,0 00  
2 ,4 33,0 00 
2 ,3 69,0 00 
2 ,4 83,0 00 
2 ,8 07,0 00 
3 ,2 04,0 00  
2 ,7 57,0 00 
3 ,0 34,0 00 
2 ,9 34,0 00
2.7 39. 500  
2 ,3 37,2 00 
2 ,1 16,4 00
3.8 43.5 00  
3 ,0 93,5 00 
3 ,0 25,0 00  
3 ,1 19,8 00 
3 ,4 00,0 00 
2 ,4 30,0 00 
2 ,2 63,0 00

$4.6 8
5 .3 3
4 .8 9
4. 74 
5 .1 8  
5 .3 2  
5 .7 8  
6 .1 1 
6 .4 5  
7 .2 6  
6 .0 9  
5 .4 9  
6 .0 1 
4 .6 4  
5 .0 0  
4 .7 5
5. 44 
5 .5 9  
5 .1 2  
4 .9 9  
4 .4 2

N ote.—Sales include only th at  port ion of the  original pro duc t which is sold in  und ilu ted  or un 
compounded form includ ing th at  sold in bulk, and  t hat  sold in  packages.

Production da ta are for med icina l chemicals in  bu lk.  Th ey do n ot  include finished preparations ( tab lets , 
capsules) man ufactured f rom bulk  medicina l chemicals.
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Systematic,  nationwide reco rds are  not avai lable on the  number of prescriptions wr itte n for barbi tur ate s or  other seda tives  alone, or the  amount of drugs orde red on each presc ription. However, a nationwide sampling by the  re tai l drug industry indicates th at  14 to 18 perc ent of all prescrip tions fall  into  the categ ory of sedat ives and tranquil ize rs ranking first or second in popularity, and  also constitu ting  18 percent of all  refill prescrip tions (24). Ba rbitu rat es rank  between first and third  a t diffe rent  times, in frequency of prescrip tion  within  the  sedative and tranquil ize r catego ry (11 to 12 p erc ent ). (One wr ite r sta tes  th at  3 to 4 billion doses of ba rbitu rat es  a re legally  p rescr ibed each yea r.) This  compares with the 7 percent for ba rb itu rate prescrip tions alone repo rted  in England  (45).  An estimate in 1957 was th at  36 million  prescrip tions were wr itten  for 1.2 billion tran qui lize rs, and  it now con stitutes a $250-million-per- year ret ail  business. Reports  of local, State , and Fed era l law enforcement officvers and the U.S. Food and  Drug  Adm inis trat ion ind icate that  hundred s of thou sands of ba rbitu rate tab lets or capsules are  being sold illegally each year in the  United States by professiona l c riminal s as  well as by some manufacturers, pharmac ists , and physic ians (1,17 , 97,110).
There are  more tha n 7,000 d rug  and chemical wholesalers in the United Sta tes and more tha n 56,000 reta il drugsto res with  total  sales in 1960 of $7,530 million. Tab le 2 (103) shows a break down of 1954—58 shipments of tranqui lize rs, barbi turate s, etc. Tab le 3 shows a breakdown of the  var ious bar bit uri c acid derivatives, tran qui lize rs, etc., p roduced in 1960.

Table 2.—U.S. Dep artm ent of Commerce census of manufactures

Va lue  of shipm en ts inclu din g 
in te rp la nt  transfe rs

1958 1954

Tr an qu ili ze rs , sed atives, an d hyp no tics __________ _______ i $236,802,000 (’)
B ar bi tu ra te s in  p re pa ra tio n w ithout o th er  a ct ive age nts :Pa re nt er al _____  . . .  _____________________ 7,501,000

14,767,000
4,214,000

10,956,000
2,639,000
6,699,000

126,615,000
10,954,000 

209,000

21,322,000 
28,536,000

10,109,000 
15,595,000 
2,617,000

$2,343,000 
17,333,000 
4,009,000

10,650,000 
3,543,000 
4,770,000

Or al solids (an d liq ui ds )____________________
Other  form s____ ___________  __________

Bar bi tu ra te s i n prep arat ions  con ta in ing ot he r a ct ive a gen ts:Oral solids a nd liquid s______________________  . .
Oth er  fo rms_____  . .  __________  ____

All o th er  h yp no tic s a nd se da tiv es  (ex cep t ba rb itur at es  and  n arc o ti cs) .. ..  Tr an qu ili ze rs , e xcluding Ra uw olf ia pr ep arat io ns :
Or al for ms _______ ________________ ______________
Al l o ther  for m s. . . ____________  . . .  . . . .

Tr an qu ili ze rs , sed atives, hy pn ot ics no t specifi ed by  k in d____
Co ugh sirups, elixirs, ex pe ctoran ts (in clud ing na rcot ic  p re pa ra tio ns ): Co nta in ing an ti-hi stam in ics. _ _____ _______ 22,226,000N ot c on tainin g a nt ih is tam in ic s_____  . . .  . . .
In te rn al  analgesics , na rcot ic  (ex cluding cou gh an d cold ite ms , O.-I. ) pre pa ra tio ns :

Pare n ta l.  _____ ____________________________________ 8,194,000
19,788,000 

57,000
Or al______ _____ ___ _____ ____________ _______
O th er.......................................................... ................

1 N ot i nc lud ing  und etermined  am ou nt repo rte d as  “ no t spec ified  b y ki nd .’ 1 N ot a vailable .
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Table 3.—Production and sales of barbiturates and tranquilizers (I960)

Medical chemicals

Barbit uric  acid deriv atives, to tal ________ _________________

5-ally l-5-(l -methylbuty l)-ba rbitu ric acid (secobarbi tal) and  
sa lt_____________________________________________

5-ethyl-6 -(l-m ethyl-n-butyl) -barbitur ic acid ( pen tobarbital ).
5-e thyl -5-(l -methyl-n-butyl)-barb ituric  acid,  sodium s al t__
5-ethyl-5-p henylbarb ituric  acid  (phenobarbi tal, lu m in al ). ..
5-ethyl-5-phenylbarbitur ic acid sodium salt______________
All o ther ___________________________________________

Tran quil izers (cyclic)____ _______________ ______ _________
Tranq uilizers : 2 methyl -2-n-propyl- l,3-propanediol dica rbamate 

(acyclic)................................................................................... .

Produc 
tion

(pounds)

Sales

Quant ity
(thou
sand

pounds)

Value
(tho u

sands of 
dollars)

Unit
value
per

pound

852,000 456 12,429 $5.33

16 111 6.94
7 41 5.86

80,000 34 208 6.12
270,000 237 703 2.97
17,000 11 42 3.82

485,000 151 1,342 8.77

175,000 18 555 30.83

989,000 970 3,480 3.59

The most recent listing  for physicians of approved drugs available for pre
scription (87) include 49 listed as hypnotics, and 136 as sedatives plus more than 
100 different barb iturate preparations. A number of drugs are listed in more 
than  one of these three categories, but the total number of preparations avai lable 
is even greater if one includes the various forms of each drug, such as tablets, 
capsules, sirup, spansules, gradumets  (two different long-release dose forms 
designed to dissolve at  different time intervals to provide a sustained blood level 
usually for a 12-hour pe riod),  suppositories, elixirs, etc. Many different manu
factu rers produce these drugs, and they are  also often produced in combination 
with various other substances such as analgesics or antispasmodics. There are 
also available to the public more than  130 other prepara tions called sleeping 
aids with such names as At-Eaze, Dormeez, Doze-Off, Lullaby, Quietabs, Relax, 
Serene, Sominex, Super-Sleep and Tranquil (usually containing some combination 
of an antihistaminic, aspirin, and belladonna or scopolamine). All of these 
are  available without prescription since they do not contain barb itura tes or 
other habit-forming drugs. An example of the range or recommended uses 
for the barb itura te drugs is the following quotation  about nembutal gradumets  
(pentobarbital sodium 100 milligrams in a long-release dose form) : “Especially 
useful for continuous daytime sedation, obviates the need for multiple  small 
doses or other  short-act ing barb itura tes for daytime sedation, obviates the use 
of longer acting barb itura tes which may produce cumulative effec ts; specific 
indications include anxiety, restlessness, irritability , and adjunctive use in 
dermatosis, allergies, hyperthyroidism, psychoneuroses, cardiovascular disorders, 
toxemia of pregnancy, menopausal syndrome, premenstrual  tension, nausea and 
vomiting, motion sickness, gastro intes tinal disturbances.” The only sedative or 
tranqu ilizer being produced in greater official or legal quant ities than barbitu rates  
is meprobamate, which although adverti sed as a tranquilizer has been shown 
to be pharmacologically more related  to sedatives, including being addicting, 

v- One of the most heavily prescribed compounds is Dexaniyl, or like combinations
of amphetamines and barbi turates, seemingly considered a cure-all by many 
physicians.
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IV . ABU SE  AN D ADD ICTION

Figures and information cited above would tend to indicate tha t amounts of barb itura tes far  in excess of therapeutic needs a re being produced and distributed. In doing the research for this monograph, it can be said tha t I learned much more about what is not known concerning the abuse of barb itura tes than about what  is known. As is brought out in a recent book on narcotics (25), there is an astonishing lack of accura te and complete data, a predominance of opinion rather than fact, emotion rather than reason, lack of planning, omissions, duplications, and misuse of s tatistics. If this can be rightly said about the use and abuse of narcotics in America, it is all the more true about the problem of barbi turates. A special ad hoc panel on drug abuse appointed in 1963 by President Kennedy stated in its report tha t the present records of various agencies connected with drug abuse are frequently inaccurate, incomplete and unreliable, generally limited to individuals apprehended by enforcement agencies, and uncoordinated with other agencies, thus demonstrating a marked need for a standard  core of information common to all record systems (1).  They go on to sta te tha t there are large numbers of drug abusers who never come to the attent ion of the communi ty; tha t there  is increasing abuse of nonnarcotic drugs concomitant with a decrease in the abuse of narcot ics; that there is an entirely new and increasing abuse of drugs periodically on a  spree basis ; and that  the possible abuse of barb itura tes (and amphetamines) among juveniles may be increasing because they are cheaper, easier to handle, and more readily obtainable. One physician’s es timate is tha t there are at  least 1 million people taking sleeping pills in this country, w ith 10 to 25 percent  of the habitual users being unsuspecting addicts. Another has said tha t there  are 50,000 t rue addicts and many more habitues. I would hypothesize tha t the total  number of people using barbiturates, other sedatives, stimulants, and tranquilizers  would approach 5 million, not to mention our several hundred thousand marihuana and narcotic users and 75 million users of alcohol, including 6 million alcoholics. There are also problems involving sniffing of glue or gasoline fumes, drink ing cough sirups containing codeine and alcohol, and abuse of a  whole range of other substances affecting the mind, including lysergic acid and mescaline (peyote).
The World Health Organization has given the following definition of drug addiction:
“Drug addiction is a state of periodic or chronic intoxication produced by the repeated consumption of a drug (na tural or synethet ic). Its  characteris tics inclu de:
“ (1) An overpowering desire or need (compulsion) to continue taking  the drug and to obtain it by any me ans;
“ (2) A tendency to increase the dose;
“(3) A psychic (psychological) and generally a physical dependence on the effects of the drug ;
“ (4) Detrimental effect on the individual and on society.” 1

1 World H eal th Organization, Technical Rep ort Series, No. 116, 1957.
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DRUG ABUSE CONTROL AMENDMENTS OF 19 6572
Wikler has suggested tha t the term “drug addicition” be restr icted  to the compulsive use of such agents as are harmful to the user or society, or both, and which for various reasons are condemned by the culture in which the individual lives. Isbell prefers restr icting  the term “addiction” to physical dependence, as distinct  from habituation , which he defines as a sta te in which a person compulsively uses the drug as one of his major means of adapt ation  to stress. In common usage in the United States the term is used synonymously with illegal use or abuse of drugs which affect the brain. Without exception, all the individuals who have studied this problem agree tha t there is extensive abuse of the barbiturates, tha t it constitu tes a serious social and heal th problem, and tha t it is increasing.
Senator Thomas Dodd, chairman of the  U.S. Senate Subcommittee on Juv- »enile Delinquency, stated  this year th at 5 billion dangerous drug (barbit ura tes and amphetamines)  pills find thei r way into the illegal market  each year, tha t these are produced almost entirely by American firms, and tha t the use of these drugs by juveniles and young adult s is mushrooming a ll over the country. He went on to add tha t these drugs cause people to commit various serious crim es; **tha t they are increasingly used by children who formerly were not delinquent; th at in some places the drugs have become substitutes for her oin ; and tha t in Los Angeles since 1954 arre sts involving dangerous drugs have increased 468 percent. Some say tha t the group using barb itura tes most frequently consists of 30- to 50-year-old urban women.
In a simila r vein the California attorney general has claimed th at there  is a new and growing problem with the dangerous drugs, and a whole new class of addicts is being created. He cites the California  figures which show tha t the number of arrests for dangerous drug offenses (no distinction being made between amphetamines and barb itura tes) climbed 31 percent from a figure of 3,807 in 1960 to 5,016 in 1961. Similar situations  are said to exist in San Diego and San Francisco with half  the juvenile drug arre sts involving misuse of the dangerous drugs. However, the San Diego figures include those individuals turned  over for prosecution by the U.S. Bureau of Customs for illegally bringing dangerous drugs across the Mexican border into California. Newspapers in San Francisco, Washington, D.C., and Texas have reported serious and growing problems with the promiscuous sale and use of barbi turates. The executive direct or of the New York City Youth Board has reported  tha t 25 percent of the children studied by his agency are involved in the use of drugs ranging  from narcotics to barbit urates. The director of the Student  Health Service at the University of California has publicly expressed concern about the peddling of barb itura tes and tranqui lizers to students. The policy director of Newark, N.J., has described an alarming increase in use of, and addiction to, barb itura tes by teenagers since 1959 along with a doubling of the death rate from barb itura te poisoning. Until August 1962 there was no law in New Jersey making sale or possession of barb iturates illegal. They now have penalties  of up to 1 year in prison. Newark has also conducted an extensive educational campaign with schools and businesses, and has enlarged its narcotics bureau.Multiple or combined use of various drugs must also be occurring to an unknown extent, particu larly join t use of barb itura tes and alcohol. This would be of special significance in terms of the nearly 40,000 highway deaths and much grea ter number of injuries occurring yearly in America, with one-third to one-half associated with drinking. California has made it unlawful  for  a •«person to drive while under the influence of any dangerous drug (including bar bitu rate s) “to a degree which render s him incapable of safely driving”.Fines and jai l sentences are stipulated with the penalty increasing if bodily harm results. Nearly 20,000 deaths  by suicide and 1,700 accidental deaths  from poison occur yearly, with 3,000 per year or more being att ributed to barbiturates.New and tigh ter laws on the use and sale of barb itura tes are now being called for  in California, Texas, Indiana,  Hawaii, and other States. A growing body of similar anecdotal and s tatis tical  mate rial now exists to sketch th e framework of the  problem with the precise details not yet available.
Despite conclusive evidence to the contrary, many physicians in the United States appear to think and act as though barb itura tes are completely harmless drugs tha t can be prescribed in unlimited quantitie s. While doctors deny the dangers, police offices continue to collect dat a showing a relationship between these drugs and delinquency. The addicting properties also seem
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unknown or are denied by many physicians with both ignorance  a nd callo usness 
seeming to be involved. As the Pre sid ent’s panel pointed out, the  medical com
munity has  yet to define the  range of legi timate medical  use  of these drugs. 
Ind ivid ual  docto rs and  Medical Association representativ es repeated ly min i
mize or  deny the exis tence of any ba rb itu ra te  problem, with such sta tem ents as 
“I have prescribed barbi tur ate s for  thousands of pa tients  in 30 years  of p racti ce, 
and have  never seen a single case of addiction .” The pharma ceu tica l manu
fac tur ers  and the  American Medical Association have both opposed increased 
governmental control of the barbitu rat es  (105), and  in 1962 the y were successful 
in having  Congress elim inate  a key section  deal ing with  ba rbitu rat es  from  the 
new d rug con trol legi slat ion passed following the  worldwide thal idom ide debacle. 
Illus tra tiv e of at  lea st three ma jor  medical er rors in the clinical use of ba r
bit ura tes  was anoth er even t hea rd around  the  world, the tragic  death of the  
motion-picture act res s Marilyn Monroe. Desp ite long evidence of emotional 
inst abi lity  and  severe depress ion, Miss Monroe’s physic ians, including a psy
choanalyst , according  to newspaper repo rts, had been prescribing ba rbitu rat es  
for  many mon ths; prescrib ing them in large  quant itie s fa r in excess of o rdinary 
use, and  also prescrib ing conc urrently  oth er seda tives  and  tra nq ui liz er s; and  
permittin g her to refill larg e prescrip tions wi thin a sho rt period of time—e.g., 
50 pen tobarbital  cap sule s ob tained j us t prior to her  suicide only a few days af te r 
a previous 50 had  been prescr ibed. The  U.S. Public Hea lth Service has  sta ted  
tha t, although  useful depressants  of the  cen tra l nervous system when taken 
in smal l amo unts und er medical  supervision, the  barbi tur ate s can be dangerous, 
into xica ting  drugs, habit  forming and  addictive when  taken in large and  un
contro lled amounts  (100).  Th at  some, probably large , segment of the  ba r
bi tur ate  problem is iatro genic seems indispu table with drugs being loosely and 
hur riedly  prescribed for pat ien ts whom the  doctor is too busy to tal k wi th or 
exam ine thoroughly. A le tte r sen t to me la st  year by a Los Angeles woman 
illu str ate d thi s point . She had wr itte n as follows to a doctor who opposed 
more str ing ent  controls  of the ba rb itu ra tes: “The experience of living wi th a 
ba rb itu rate addic t is a hell in which you wande r helplessly , receiving lit tle  or 
no help from the medical profess ion. Why don’t you doctors thin k when you 
prescribe pills?  Prob ably  a pill is the  eas ies t way out  for  you—but  how about 
the  fa milies who bear the la te r burd en?”

Acute into xication or poisoning from  ba rbitu rat es  accounts for abo ut 25 
perc ent of all  pati ents adm itte d to genera l hospitals w ith some form  of poisoning. 
In  add ition to the number of dea ths  mentioned above, the re are indications 
th at  acu te ba rb itu ra te  intoxicatio n is increasing at  an alarming rate. In 
1958 alone, 1,111 cases of ba rb itu rate poisoning were repo rted  to the  New 
York City Poison Control Center.  As with  the  other facets of thi s problem, 
comprehensive nat ionwid e sta tis tic s are not available. Mild, moderate, and 
severe forms of acu te ba rb itu ra te  intoxica tion  have been described . These 
are diff erentia ted prima rily  by the  degree of unconsciousness with the  severe 
form involving  a comatose pa tient who cann ot be aroused by stim ulat ion, slow 
and shallow respiration, markedly depressed reflexes, rap id pulse, and a fall en 
blood pressure . The  det ail s of diagnosis and tre atm ent of th is condit ion have 
been described in many clinical reports (60) . The lit erature indicates th at  a 
wide var iety of tre atm en ts are  u tilized, and  t ha t no single tre atm en t has  gained 
univ ersa l acceptance.  The  main difference of opinion cen ters  around  whethe r 
or not  to utilize cen tra l nervous system stim ulants  or ana leptics  in add ition to 
supportive measures.  Dobos et al. (21), in a study of 141 pat ien ts, found th at  
those  tre ate d wi th amphetamine, caffeine, or picro toxin  did no bette r than 
those treate d supportively with regard  to the  dur ation of coma, number of 
complicat ions, or mo rta lity rate. Other w rite rs have advocated use of Metrazol, 
bemegride, ACTH, elec tros timulat ion,  hemodialysis, and  more  recen tly Tham 
(tri shydroxym ethylamin omethane), a buffer and diuretic.  Whatever regimen 
is used, the re seems to be an  overall mortal ity  rat e of about  4 percent.

With  a now classica l series of papers published in the  ear ly 1950’s (35, 37, 
63, 64, 65) Isbell  a nd his  coworkers a t the  Addiction Rese arch  Center in Lexin g
ton, Ky., conclusively demonst rated  that  ba rbitu rates  taken regular ly in large 
quantiti es produce all  three of the  chara cte ris tic  symptoms of addicti on : tol er
ance, physical dependence, and  psychic dependence or hab ituatio n. Ingestio n of
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less tha n 0.4  gr am dai ly for  6 we eks o r more w ill be followed by m inor  w ith dra wa l 
symptoms if the  drug is abr uptly  dis con tinued ; up to 0.6 gram daily  for  a com
par able  period  of time  will produce mod erate  symptoms including anxiety , 
trem or and  weakness, if abr uptly  w ith dr aw n; and  0.8 gram or more daily fo r 
6 weeks or longer will produce severe  addiction and  withdrawal, with an average  
of 75 percent of such pa tie nts  having  convulsions and 60 percent a toxic  psy chosis  
or delir ium.  The symptoms of chronic into xica tion  are sim ilar to those of 
chronic alcoholism, inclu ding  sim ilar chang es in the funct ionin g of the  cen tra l 
nervou s system. It  has  been found th at  ade qua te doses of eith er alcohol or 
ba rib tur ate s will supress  the  wi thd raw al symptoms aris ing  from  addi ction  to 
the  other . Barbi tura te  add icts  gene rally  pre fer  the  shor t-act ing compounds, 
pen tob arb ital  or secobarb ital.

Wi thd raw al or abst inen ce symptom s develop wit hin  8 to 16 hou rs af te r the  
drug is discon tinued , prog ressi ng in the untre ate d case to convulsions on the  
second day, and deli rium  on the  third  day. Abrupt wit hdr aw al of ba rbitu rat es 
from addicted  perso ns is absolutely  con traindicate d. The tre atm en t of choice 
is to stabilize  th e person for  sever al days on a n amo unt of one of the  rapid-acting  
ba rbitu rat es sufficient to maintain  a cont inuous sta te of mild ba rb itu rate into x
icati on (us ually  a dose of 0.2 to 0.3 gra m every 6 ho ur s) . Gra dua l wit hdr aw al 
of 0.1 gram  dai ly is then begun until the pa tie nt is completely  withdrawn. 
Pre sen t evidence would  be again st placing relia nce on ant icon vulsant drug s or 
tran qui lizers  dur ing the  wi thd raw al period. Following successful completion 
of the  wit hdraw al tre atm ent, the re should begin the  much more difficult long
term  tre atm en t to pre ven t a relapse  to the  use of the  drug.

v . CA USE S

A complex combination of pharm acological, sociological, and psychologica l 
force s undo ubtedly in ter ac ts in a pa rti cu lar  individual to produce abuse  of or 
addi ction  to the  b arbit urate s or othe r drugs affecting the  c ent ral  nervous system.

Among the  sociological fac tor s would be accessibili ty and ava ilab ility  of the  
drug eith er thro ugh  illeg al channels or by too read y and excessive pres crip tion  
on the  pa rt of physicia ns; at tit ud inal  tole ran ce tow ard the  use of the  drug  by 
one’s family, peer group, or society; adv erti sing pressure s; dis turbed  fami ly 
or social re la tio ns hips ; general nat ion al and  intern ationa l ten sio ns; ava ilabil ity  
of oth er possible  out lets for  anxiety or tens ion; and chance exposure to the 
drug  with  exper ience of “euphor ia.” A group much broa der tha n those  who 
ord ina rily  use narcoti cs app ears to be involved in barbitu rat e abus e in term s 
of socioeconomic class,  pri or delinquenc y, or psychologica l makeup.

Numerous psy chiatri c exp lana tion s have been proposed for dru g add ictio n 
(2,  12 5).  These are  inv aria bly  speculative,  descriptive, and nonspecific. Most 
are untesta hle or based  only on a single  class  of variable s Fu rth erm ore  few 
ba rbitu rate “ad dic ts” have  been inten sivel y stud ied as such, so th at  the ore tica l 
form ulat ions come p rim ari ly from study of narc otic  addic ts. Addicts have been 
described  as imm atur e, suspicio us, int ole ran t of stre ss or fru str at ion,  passiv e, 
and overdep endent.  Most drug add icts  are diagnosed as having some form  of 
chara cte r diso rder (in ad eq ua te pers onal ity, etc .) or to a lesser extent , neur osis.

As fa r back as 1919  (9 9)  it was sugge sted th at  neu roti c ind ivid uals use 
chemical agents to seek relief from anx iety  ( “negative eup hor ia” ) ; psyc hopa ths 
for elation ( “posi tive eup horia” ) ; psychotics to relieve depression ; and normal s 
to relieve pain . Whe re physical dependence occurs it  would be an  und esir ed 
side effect which would  make euph oria more difficult to attain .

Psy choa naly tic for mu lations  speak of the add ict  as a person  whose  psycho- 
sexua l developm ent has  been arr est ed at, or has  regre ssed to, the  ora l level 
with  resulti ng fru str ati on , host ility , self-destructiveness , and depression. The  
drug  then serves to relieve these  symptoms, in pa rt by inducing euphoria. A 
predisposi tion to use drugs is consid ered to exi st pri or to the  actua l experience.

Wikler (1 25 ) has proposed  a “pharm acodynam ic for mu lati on” which  says  th at  
different classes of drugs al te r pa tte rns of beha vior  in diffe rent  ways, thro ugh  
different effects on mot ivat ions  of a prima ry or secondary na tur e. The dru g 
use is an attem pt at  self -the rapy  and the  choice of a pa rticu lar  dru g depends 
upon whethe r it fac ili tat es or hind ers specific pa tte rns of behavio r acceptable 
to the user. He sugge sts also  th at  the  self -perpet uati ng na tu re  of ba rb itu ra te  
use is rela ted  directly  to its  pharm acologic prop erties, as is the case wit h 
opiates. Also as tole ranc e develops, a new motiv ation , the  rel ief of wi thd raw al 
symptoms, becomes a ma jor  source of grati ficat ion,  replacing oth er drives, 
e.g., in narc otic  add icts : pain,  sexu ality , and  expressio n of aggression . Ulti-  
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mately complications of a legal, economic, family, vocational or health  nature  
ensue a nd “treatm ent” becomes necessary and may be imposed upon the person. 
Relapse is affected by the pleasure in the instantaneous relief of abstinence 
provided by the drug, by the occurrence of conditioned symptoms long after 
“cure” ; and by rejection on the par t of society.

Another possible conceptualization is the Pavlovian concept t ha t in relatively 
low dose ranges barbiturates augment “interna l inhibition” with large doses 
possibly exerting an opposite effect. Masserman and Siever (7 9)  concluded 
tha t amobarbital disorganizes recently formed, intricate, and complexly moti
vated adaptive patte rns into earli er and more direc t perception responses, 
thereby temporarily mitigating experimenta lly induced neurotic behavior. 
Bailey & Miller (4 ) found tha t amobarbita l produces a grea ter decrement in 
the avoidance motivated by fear  than  in the approach motivated by hunger. 
Hill et al. (55 ) found in man tha t pentobarbital did not reduce anxiety asso
ciated with anticipation of pain.

Addiction may exist in individuals with all types of personality organization 
(and  addicts may recover without any a pparent change in p ersonality). Chein’s 
work (15)  on the premorbid personality of addicts showed specific psychiatric 
disturbances  predisposing to addiction. Gerard (42 ) held tha t all juvenile 
(nar coti c) addicts were very disturbe d individuals who would probably have 
required help in meeting the ir problems whether or not they took drugs.

From all this we can go on to agree with Wikler (12 2) tha t behavioral effects 
are  not isolated, elementary changes in consciousness, perception, emotion, 
ideation, or learning which are simply increased or decreased by depressants 
or stimulants , but are complex p atte rns of change proceeding in time, involving 
all of these aspects of behavior to v arying  degrees, and dependent not only on 
the drug, but also on biographical and environmental factors.

Thus to unders tand the causes of b arbi tura te abuse requires a multifactorial, 
multidimensional approach with much fuller use of experimental methodology 
including controls, objective measurements, stati stica l techniques, and opera
tional definitions.

VI. TREATMENT, PREVENTION, AND RESEARCH

The trea tmen t of overdosage and of physical addiction has been described 
above. The difficult problem is to tre at  the chronic underlying illness which 
we might call barbiturism (i f we can redefine tha t term to paralle l alcoholism). 
For best results  the heavy user or addic t to barb itura tes should be hospitalized 
both for management of withdr awal and for institu tion of long-term trea tment. 
Thorough psychiatric evaluation  and physical rehabil itation  should come first, 
followed whenever possible by vocational training, social-work services, and 
psychiatric  t reatmen t, including group and individual psychotherapy. Adequate 
facilitie s fo r such hospital treat ment  are rarely  available, and even less available 
are outpat ient facilities where th e services and treatments begun in the hospital 
could be continued. The failure of physicians to recognize this  illness also 
presents a barrier.

It is unlikely tha t treatm ent, even if extensively available and maximally 
effective, will ever solve what  is appare ntly a large and growing problem. 
Preventive measures based upon extensive education of physicians and the 
public about the proper uses of barb itura tes and upon widespread research 
beginning with the compilation of accurate stati stics are the only things likely 
to be successful. A punitive approach of increasing penalties for excessive or 
illegal use of barbi turates will not stein the tide of social and psychological 
forces leading to addiction. Preventiv e approaches th at might be used in 
addition to education include decreasing the availability of barbit urates; re
moving existing sources of “infection” (addicts via treatment  and peddlers via 
priso n) from the community; reducing the number of potentially susceptible 
individuals by mental health programs, by correction of deleterious social and 
economic conditions, and by allowing alternativ e, constructive outlets for anxiety 
and frustr ation s.

Innumerable research projects are necessary before we “solve” the problem 
of barbi turates. This should include comparative studies of regular, irregular, 
and nonusers of bar biturates to be correlated with personality  and with cultural 
background ; study and comparison of various trea tmen t methods and programs ; 
longitudinal studies of the natu ral history of “barbituri sm,” with and without 
treatm ent, epidemiological investigations; fur ther study on the mechanisms of 
action of bar bitur ates and the physical basis of add iction; systematic  evaluation
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of cur rent legislat ion and law-enforcement method s; and development of accurate 
and detailed national stat istic s so that programs can be based on a  solid founda
tion of fact  rat he r than  opinion, and reason rather  than  emotion.

VII.  PRESENT AND PROPOSED LEG ISLATION AND ENFORCEME NT

A 1952 report of the Expert Committee on Addiction-Producing Drugs of the 
World Health Organization recommended increased national controls over 
barbit urates, including dispensing only on prescription, specifying the number 
of times a prescription may be refilled, and keeping a careful record of all pre
scriptions. At subsequent sessions, the Committee stated tha t barb ituate con
sumption continued to increase and constitu ted a danger to public health, and 
expressed the view th at while, at  the time, control measures at the national 
level were sufficient, they needed close attent ion and in some instances definite 
strengthening. The Expe rt Committee also expressed the opinion tha t bar
biturates  are  habit  forming and, in some cases, can produce true  addiction 
(characterize d by physical dependence).

Meanwhile, the United Nations Commission on Narcotic Drugs, a functiona l 
organ of the United Nations Economic and Social Council, had placed the 
question of barb itura tes on its agenda in 1956, and in 1957 passed a resolution 
recommending governments to take the appropria te legislative and administra 
tive measures of control to prevent thei r abuse. In its 1960 session the Com
mission, like the WHO Ex pert Committee, expressed the view t ha t barb itura tes 
should not be sold witho ut medical prescription except where a very weak 
preparation  was involved. Subsequently two attempts , one a t the  Plenipotentiary 
Conference for the Adoption of a Single Convention on Narcotic Drugs, held in 
New York in 1961, and the other at  the 1962 session of the Commission on 
Narcotic Drugs, both narrowly failed to command enough support for a move 
toward the inter natio nal control of b arbitu rates.  However, the 1962 session of 
the Commission on Narcotic Drugs confirmed tha t the abuse of barb itura tes still 
represented a social danger  and a danger to public health, and recommended 
governments to take the appropriate  measures to place the production, distr ibu
tion, and use of these drugs  under stric t control.

The so-called Durham-Humphrey amendment enacted in 1951 was the first 
Federal legislation in the United State s to specifically rest rict  barb itura tes 
(and amphetamines) to prescription and refill only upon the author ization  
of a physician. The Congress also said tha t the barb itura tes posed a special 
problem not common to all drugs, because they are desired by addicts  for non
medical use and predicted this would call for fur the r legislative controls in 
the future.

A Presidential interd epartmental committee surveyed the problem in 1954, 
pointed out simila rities between the individual and social problems raised by 
narcotic abuse and those raised by barb iturate abuse, going on to recommend 
study of the extent and effects of the improper use of the barb itura tes in order 
to determine what  Federal, State, and local regulatory  controls would be nec
essary. Committees of both the House of Representatives and Senate of the 
84th Congress received testimony on the barb iturate problem in this  country. 
The House committee concluded tha t the barbitu rates, unlike narcotics, should 
be regulated under the  commerce power of Congress rather tha n the taxin g 
power, and tha t more stringent Federal control over the manufacture  and dis
tributio n of these drugs was necessary (10 6).  They also made a series  of detailed 
recommendations which tragical ly have yet to be adopted. A bill introduced 
at  tha t time to amend the Federal Food, Drug, and Cosmetic Act would have 
prohibited the manufa cture, sale, or possession of barb itura tes except by per
sons specifically authorized by the bill, and would have required tha t records 
be kept of all trans actio ns involving barbit urates . This bill and other subse
quent congressional bills to increase controls on barbitu rates, failed to pass. 
As Stephens (98)  has said: “The public health problem commented upon by 
Congress has not improved, and, in fact, has worsened since 1956, with large 
amounts of barb itura tes escaping from legitimate channels of commerce at  
every level of the c hain of dist ribution.”

Curren t F ederal law in the United States applies solely to b arbi tura tes shipped 
in inter state commerce; requires no inventory control; and does not require  th at  
copies of purchase orders  for these drugs be made available for inspection by 
approp riate Government agencies. Those barb itura tes shipped in inte rsta te 
commerce must meet certain stand ards of streng th and quality  and must bear  
the statement, “Cau tion : Federal law prohibits dispensing without prescription.”
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The recently adjourned 1962 session of Congress specifically rejected provisions 
to increase controls on barbi turates (H.R. 11581 and S. 1552 ). If passed, this 
would have limited the manufacture, compounding, processing, or possession 
of barb itura tes (and amphetamines) to certain specifically enumerated classes 
including registered manufacturers, pharmacists, physicians, researchers, etc.; 
would have prohibited the manufacture  or sale of such drugs by those not 
authorized by l aw ; would have required detailed records to have been prepared 
and kept for 3 years of all  such drugs manufactured or sold and to whom; and 
would have authorized inspection and inventory by designated officials. This 
proposed legislation, and previous attem pts to improve the controls on barbit 
urate s was opposed in whole or in part  by the Pharmaceutical Manufacturers 
Association, the National Association of Retail Druggists, and by the American 
Medical Association. These special interest groups in their  testimony claimed 
tha t the FDA wanted excessive authority  and such legislation was unnecessary, 
discriminatory, and based on insufficient inquiry (desp ite extensive hearings 
going back to 1955) . The congressional testimony indicates tha t from July 1, 
1949, to April 1962 over 1,100 cases were prosecuted (144 in the fiscal year 1961 
alone) involving illegal sales of prescription drugs (a  “substantial” portion 
of which were barb iturates ) by retail  druggists and 1,900 defendants were con* 
victed. During tha t same period only 17 cases against  physicians were prose
cuted with a total of 20 convictions. A s epara te bill, which was introduced in 
Congress in 1962 without being acted upon, would have regulated  importation 
of barbitur ates, provided for seizure of drugs brought in illegally, and set mini
mum and maximum sentences for importing, buying, selling, receiving, or con
cealing such drugs.

Among the complicated and dangerous factors brought out by the lengthy 
congressional hearings on the drug indus try and by the experience of the experts 
of th e Food and Drug Administration  is t he practice of the drug manufa cturers 
of selecting only “cooperative” physicians for clinical testing  of drugs, often 
writing their  papers for them, seeing th at  they are published when favorable, 
and suppressing negative results  or reports  of adverse effects. In addition, the 
American Medical Society, which derives one-half of its total income from 
adverti sing revenue in its journals , 7 years ago drastica lly reduced its standards 
of accura cy and truthf ulnes s for advertising. Among the advertis ing statements  
at present being published are the following examples, some of which were cited 
in the above-mentioned congressional investigation of the  drug ind ustry : “When 
you prescribe a single morning dose * * * she will stick to her diet more will
ingly. She will feel better  all day long” ; “Provides a night of undisturbed rest 
virtu ally identical to physiologic sleep” ; “In obstetrics, gynecology, well toler
ated for use during complete pregnancy cycle”: “Unsurpassed safety, prompt 
action, and a cheerful wakening withou t hangover” ; “So gentle, yet so persua
sive, sure as the sunrise”, etc. The advertisements commonly used attempt to 
convey images of youth, beauty, rad ian t health, serenity, happiness, security, 
pleasure, and sometimes sexuality. They frequently attemp t to stress tha t the 
drug is completely safe, nonaddicting, and without side effects. They are often 
full of nonsequiturs, incomplete information, distortions, and misrepresentations. 
The busy practicing physician would ordinari ly use a sedative drug on the basis 
of what  he has seen in the advertisements about its safety and efficacy.

Inte rnal  bureaucratic conflicts have also hampered passage of new legislation 
in this field, including such things as a rguments over whether the Food and Drug 
Administration or the Federal Bureau on Narcotics should handle the enforce
ment, and if it were the  Food and Drug Administration, should they have police 
power. Effective operation of the Food and Drug Administration, even within 
the present quite limited Federal legislation, is hampered by insufficient per
sonnel and budget. The FDA c arrie s on its program agains t illegal distribution 
of barb itura tes mainly through 600 inspectors located in 18 distr ict offices across 
the United States. Only one par t of the day-to-day activities of these inspectors 
involves surveillance of prescription drugs to prohibi t illegal sale w ithout prescrip
tion. Investigations of illegal sales are undertaken when information is received 
indicat ing violations of the Durham-Humphrey amendment either by pharmacists 
or totall y illict outlets. Fewer than 10 physicians are available in the FDA 
to review reports on inspection findings (or on advertis ing practices ).

The new general legislation passed by Congress in 1962 following the thalid
omide controversy, in order to “insure the safety, efficacy, and reliability of 
drugs, authorize standardization of drug names, and clarify  and strengthen 
existing inspection autho rity,” provides for factory  inspection and requires that
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manuf act ure rs of drugs (inclu din g ba rb itu ra tes) reg iste r with the Governm ent. 
Thus, bootleg productio n of ba rbitu rates  will now be illegal, but  the  FDA will 
be unab le to do any thing when they discover viola tions upon inspection unless 
inter sta te commerce is involved. Pre sen t pena lties  of a $1,000 fine plus 1 y ear  in 
ja il may be ade qua te if they  can be invoked aga ins t violato rs. When the  FDA 
finds a use r of dangero us drugs , they  mu st work backward  to try  to catc h the  
supp lier furnis hin g dru gs illegally but, since interst ate shipm ent must be proved 
and  since no reco rds ar e ava ilab le for  insepect ion, they mus t rely on circum
sta nt ial  evidence, which  is difficult and time consuming to prepare.

Othe r Fed era l laws and  ano the r Feder al agency, the  U.S. customs service, 
are also involved with the  illega l traffic in barbi tur ate s, pa rtic ula rly  at  the  
Mexico-California  bord er. Considerable testim ony by law enforcement  officials in  
Cal ifornia sta tes  th at  huge qu antiti es of ba rbitu ra tes man ufactur ed by America n 
companies are shipped  to Mexican bord er towns where they  a re sold with out  pre 
emption to American consum ers. A single  firm shippe d 1 million tablets  into  
one Mexican town wit hin  23 days, and ano the r firm shipped  600,000  tabl ets into  
the  same town in a 3-day  period. These drug s are sold by the ma nufac tur er for  
76 cents per thousa nd unit s, and  are  peddled  illega lly for  10 cent s a unit , or 
more tha n 1,000 percent profit. In the fiscal yea r 1960, the  U.S. cus toms service 
seized only 3,635 units of dang erous drugs purc hase d in Mexico and  smuggled 
into  the  Unite d States.  No specific pen alties exi st again st such smuggling  and, 
when detected, it is handled  in the  same  manne r as  would be smuggling of 
clothing , etc.

One fu rth er  abuse which  app ear s to req uire Fed era l regu lation is the mai l
order business of prov iding small or large quantit ies  of ba rbitu rat es  and  oth er 
drugs to anyon e wr itin g in claim ing to be a physician  or pha rma cist . Such 
orde rs are filled by out- of-S tate dru g ma nu fac tur ers  with out  inve stiga tion  of the  
legitim acy of the  person orde ring  the drug s. Again, since present Fed era l laws  
do not  req uire  th at  reco rds be kept  or th at  the  Govern ment receive  dup lica tes 
of purc hase  orders, no effecitve control exi sts  for this form of illega l traffickin g.

It  has been pointed out  by the  FDA th at  in ord er to make regulat ion and  
protectio n of interst ate commerce in ba rbitu rat es  effective, regu lation of in tr a
stat e commerce is nece ssary because such drugs , when held for illi cit  sale, 
often  do n ot bea r labe ling  showing  th eir  places of o rigin  a nd because, in the  form  
in which they  are  held or consumed, a determ inat ion of the ir place of orig in 
is sometimes difficult or impossible. They also sta te  th at  to sub ject  in ters ta te  
commerce to the  needed controls  wit hou t applying them to in tra sta te  commerce  
would hav e the  effect of dis crim inating  ag ain st and depressing  in ters ta te  
commerce.

Par alleling the Feder al concern and development of legislation , the re has  been 
concern in various Sta tes  about the  abuse of barbi tur ate s. Back in 1955 the  
Council on Sta te Governments proposed  a model Sta te barbitu rat e ac t for  thos e 
Sta tes which migh t requ ire  new legis lation o r might w ish to b roaden or s trengt hen  
the ir exis ting  legis lation. This ac t would requ ire careful and  specific record
keeping, inclu ding inve ntories  and  presc rip tio ns; ban refills of prescr ipti ons  
unless specifically au th or iz ed ; req uire physicians to confirm teleph one ord ers  
for  a drug  in wr itin g wit hin  72 ho ur s; proh ibit  possession of the  dru g unle ss 
prescribed  by a ph ys ic ian; ba r the use of fra ud,  deceit, misrepr esen tation, or 
subt erfu ge in obt aini ng the dru g; req uire  th at  record s be open to inspec tion, 
and provide  for  a fine u p to $1,000  or imprisonm ent for  not  more tha n 1 yea r or 
both for a first  offense and  a combination of $10,00 0 or 3 years or both, for  a 
subse quent  offense.

Most Sta te food and dru g law s are very  inad equate,  particular ly in their  en
forcement  provisions. The present Cali forn ia law is probably the most  a deq uat e 
in thi s respe ct (8 6 ).  Th is law sta tes  th at  any person who possesses a hyp notic 
dru g withou t a prescr ipti on is guil ty of a misde me ano r; any person fur nis hin g a 
dange rous dru g to an ad ul t except upon pres crip tion  is guil ty of a mi sde me ano r; 
any person fur nis hin g a hypno tic drug to an ad ul t wit hou t having a license  to 
do so is gui lty of a misde meanor (wh en furn ishe d to a minor it  is considered  a 
felony ). Pre scr ipti ons  for  dange rous drug s may be refilled at  any time  upon the  
oral  author iza tion of the  physi cian or by the  wr itten  autho rity on the origin al 
presc ription. Those license d to fur nis h hypn otic drugs and all phy sicia ns, 
dent ists , chiropod ists and  veter ina rians ar e requ ired  to fill out a hyp noti c-dr ugs 
purc hase  orde r form in triplicat e for* each order from  a suppl ier. The ori gin al 
and dup licat e orde rs mu st be forwa rded to the  suppl ier. Any person who al te rs  
or forge s the  qu an tity of dang erous  drugs in any  prescri ptio n or who uses  a
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forged prescr iption is punishable by a fine of $100 to $500 for a  f irst offense and imprisonment from 6 months up to 6 years fo r subsequent offenses. No inventory control, recordkeeping or inspection is required. Those who ship barb itura tes into California must be registered with the State board of pharmacy. In 1960 the legal sale in California alone of sedative and hypnotic drugs totaled $4 million. Not even rough estimates of the illegal sales are  available.It  has been announced tha t during this fiscal year the Food and Drug Administrat ion will survey State and local food and drug laws and facilities  to determine what improvements are needed.
v n i .  CONCLUSIONS AND RECOMMENDATIONS

(1) Adequate objective data  are not at  present available to draw final conclusions about the dimensions of the barb itura te problem (barbi turism ) in the United States or to propose complete “solutions”.
It  seems vital before more years pass tha t new or already existing State and Federal agencies be assigned the specific responsibi lity of compiling and maintaining accura te statistics about the production, sale, users, prescribing, abuse, arrests, convictions, sentences, hospitalizations, suicides, driving offenses, and other data involving barbiturates. Similar data  should also be collected on the other sedatives, hypnotics, tranquilizers, and on narcotics, alcohol, and stimulants, including interrelat ionships with barbitura tes.To facil itate  the compilation of accurate data, such things as physicians’ prescriptions and distributors ’ shipments should be recorded in duplicate with one copy going to the above-mentioned agency. This might be accomplished easily by the use of partia lly prepunched IBM cards which could be tabluated by computers as they come in.
(2) The figures on production and prescribing of ba rbitura tes, the statements  of physicians minimizing or denying any problem, and the law enforcement reports  all indicate serious deficiencies of knowledge and practice on the par t of the American medical profession in regard  to the barbiturates.Eithe r organized medicine must “clean it s own house” by establishing responsible s tandards  for prescription of the barb itura tes or legal controls should be instituted to insure tha t prescriptions for barbi turates be limited to an amount that would not be sufficient in quant ity or length of time prescribed to produce habitua tion or addiction and would be less than lethal if consumed all at once. These prescr iptions should have the amount written both in figures and words, should not be refillable without a new prescription (or at the least should s tate  in writ ing the minimum time between refills and the maximum number of refills) and should not be given for simple insomnia or daytime sedation o r as treatment  for emotional problems.
In part, this is an educational problem and should be combined with additional educational efforts directed at  physicians, particularly  psychiatrists, and beginning in medical school, about the nature and extent of habituation and addiction and about the prevention, diagnosis, and treatment  of barbi tura te addiction.A genuine doctor-patient relationship should exist with thorough history taking  and physical examination before prescribing barbiturates.(3) Manufacturers, distribu tors, and dealers in barbiturates should be strict ly regulated and controlled through uniform Federal legislation to prohibit misleading, incomplete, or false advert ising claims; to require registration and licensing; to require tha t complete inventories and records be maintained of all transactions  involving barbi turates and tha t these records be open to official (and regular) inspection at  any time; to permit shipping or handling only by Federa l purchase orders (in duplicate with a copy to the Federa l agency) and only by and to those having legitimate nee d: and to make illegal intrastate, inters tate,  and international  shipments a Federal offense.Prescript ions of these drugs should carry  a prominent label warning both about i ts being habit forming and dangerous to take before driving (or performing other highly skilled act s).
(4) Inte rnational  action has al ready been taken (see p. 27 above) in the form of recommendations for countries to watch out in this field; such action should be taken again in order to br ing about legislative changes in countries which do not require prescription for barb itura tes so th at such countries would establish penalties for illegal possession and do th eir best to prohibit shipment or transport into another country if and when tha t country has declared the entry of such drugs on its terri tory  as illegal. Along with this the U.S. Customs Bureau needs to be made aware of that  danger and given additional powers to deal with
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the importation of large amounts of barb itura tes into this country in the same 
way as it is empowered to stop other dangerous imports.

(5) Professional societies and licensing boards for physicians and pharmacists  
in each State should mainta in active educational programs for thei r members 
and licensees, and should insti tute  formal regulations and penalties for  abuses in prescribing or selling barbiturates.

These groups and such organizations as the American Medical Association 
should also take a positive-active role in supporting badly needed State and 
Federal legislative controls as outlined in the above recommendations.

(6) Extensive educational and preventive programs for the general public 
should be insti tuted  beginning at  the high school level (10th and 12th grade) 
and stressing objective, detailed, technical presentat ions by knowledgeable 
teachers, health educators or experts in the field. The content should include the proper uses of barb itura tes and other dangerous dru gs; the physiological 
and psychological effects; and the possible dangers of habituat ion, addiction, 
or driving under the influence of these drugs.

There should also be a  public health  educational effort to counteract the apparent ly widespread beliefs and attitudes  fostered by our mass media and ad
vertising industry, tha t sedatives and tranquilizers are harmless, easy, non- 
addictive answers for worry, tension, business and family problems, etc.

(7) Illici t possession or sale of barb itura tes should be made a criminal of
fense, but care should be exercised to establish penalties tha t are reasonable deter rents  rather than paradoxically) creating a greater criminal problem and increased illegal traffic through excessive penalties.

Driving vehicles under the influence of barb itura tes should be prohibi ted and 
penalized in the same manner as driving under the influence of alcohol.

Local, State and National law enforcement agencies should give increased 
attent ion to the barb itura te problem and to improving their  cooperation and coordination, which are often sadly deficient.

(8) In line with the 1962 recommendations of its Citizens Advisory Committee, the Food and Drug Administration should be reorganized with scientist- 
admin istrators in top policy positions and increased attent ion to education of 
physicians and the general public. I believe th at the FDA should also be given 
an increase in budget, personnel and enforcement powers to carry  out my recommendations made above as well as thei r present responsibilities.

(9) Specific, specialized trea tment and rehabil itation programs should be 
established for barb iturate abusers. This should include general hospital  treatment for withdrawal when necessary and outpat ient rehabi litation (simi
lar  to tha t now in existence for alcoholism) including psychotherapy, social 
work services and, where a law violation has occurred, intensive probation or parole supervision.

In the meantime, existing rehab ilitation programs for alcoholics or narcotics 
addicts should be modified or expanded to include barbi tura te (and stimulant) abusers.

Civil commitment procedures should be established for barb iturate addicts  to permit lengthy voluntary  or involuntary hospitalization when necessary without criminal stigma.
Barb itura tes Anonymous (B.A.) chapters or groups should be organized in 

our major cities along lines parallel to Alcoholics Anonymous or Narcotics Anonymous in order  to provide an additional avenue of treatment.
Simple, p ractical chemical testing methods for barb itura tes in urine or blood 

should be developed and then widely used for detection of possible illic it use in connection with driving, criminal offenses, diagnosis of unconsciousness, and as 
par t of rehab ilitation or control programs (analogous to the use of Nalline with narcotic addicts).

Since an increasing proportion of the American public depends upon medical 
insurance to help pay hospital costs, we need to include coverage for barbitu rate  addiction in such plans.

(10) Accelerated research programs are necessary to ascerta in the psycho
logical and sociological reasons for drug use and the choice of a part icular drug ; 
the factors leading to abuse and addiction; and a host of other unsolved prob
lems (see sec. VI). Only a small fraction of Federal research funds have been 
given for research on addiction with almost none for barbi turates per se.

(11) Safer and less toxic, but equally effective and dependable drugs should 
be sought as replacements fo r the barbitura tes. A sedative or hypnotic without 
concomitant euphoriant properties or one with an unpleasant taste or odor—for
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example , para ldeh yde—m ight  redu ce habit ua l use. Tra nqu ilizers  fulfill thes e 
cri ter ia only to a limited extent, and seve ral of the  ones in common usage  such 
as Librium  (ch lordia zep oxi de) , and Miltown or Equ anil (me pro bam ate ) actual ly 
appeared  to be misrep resented  as transq uil ize rs since they are  pharmacologica lly 
closer to sedatives  and have been reported  by severa l objective obser vers to have  
the same add ictin g prop ertie s as the  ba rbitu rat es (26 , 56 a) .

The inclusion of correc tive (7 3)  or saf egu ard  d rugs  in ba rbitu rat e pre par atio ns 
should be tr ied  more  widely to asc ert ain  whether it  will prevent fa ta l overdoses 
from being tak en.

(1 2)  While a ll of th e above are atte mpted or accomplished, we m ust also  seek  to  
corr ect the general social and psychological problems unde rlyin g abuse  of bar bi
tur ate s—the  d istu rbed  family  rel ati on sh ips; feelings of cynicism, rootle ssness , or 
reb ell ion ; imma tur ity  and aimle ss thr ill  seeking. We must simultan eous ly 
reduce  the number of pote ntia l addi cts, reduc e the  ava ilab ility  of drugs, and 
decrea se a tti tudina l t olerance tow ard the drugs.

We are  deal ing here  with a problem th at  affects many more people tha n 
narc otics  addic tion, yet has received fa r less atte ntio n. However, it will do us1 
litt le good if the  bar bitura tes , because of the  growing rep orts  of thei r dang ers, 
fal l into ill repute as did the bromides, only to be replace d with ano the r equal ly 
har mfu l and possibly less beneficial drug. We seem to be concerned about the 
barbi tur ate s because th eir  over use is associ ated in our  minds with i rres pon sibi lity  
and escapism, with lowering of pro duct ivity , impaired j udg men t and coordinat ion, 
and antisocial behavior. On the other hand to a limite d ext ent  it is possbile th at  
both the  individual and society are  the be tte r if some people have  shif ted,  as 
reported, from narc otic s to bar bitura tes .

As I have sta ted  in the  past,  the problem of abus e of an y dru g cann ot be und er
stood ap ar t from the  t ota l context of drug  use and the  society in which it occurs 
(3 3 ).  “Ba rbi tur ism ” is a chronic diseas e with many cause s and no one trea t
ment. We would gain  litt le by proposing oversimplified panaceas. Neve rtheless 
we should  imme diate ly embark upon an all-o ut att ac k on the  ba rbitu rat e prob
lem, along  each  of the dimensions discussed above.

As Pre sident  Joh n F. Kennedy sta ted  at  a Whi te House Conference on Na r
cotic and Drug  Abuse, “it  should be our earne st inte ntion to insu re th at  drug s 
should  not  be employed to debase mank ind, bu t to serve it. ”
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Th e Chairm an . Tha nk  you, Mr . L ar ric k,  for  you r ve ry force ful an d 
in teresti ng  presenta tio n.

We  sha ll be gl ad  to rece ive th e inform at ion whi ch you  so read ily  
agr eed  to sub mi t, an d the lan gu ag e to ca rry ou t the recom mendations 
whi ch you  hav e made,  fo r the conside rat ion  of  the committ ee.

Mr. L arrick . That , sir , is now att ached to the Se cretary’s le tte r 
which was  del ive red  to you ju st  a few  minu tes  ago.

Th e Chairm an . Ve ry well . Th en  it  is alr eady  inc lud ed in  the 
record .

Mr. Ro ger s, any  quest ion s ?
Mr.  R ogers o f T exa s. Ju st  one or  two, Mr . Ch airma n.
On  page  7, at  t he  top, you  re fe r to, the  ter m is “covered by regu la 

tio n,” Mr.  L ar ric k.  Now, th at  is in  re ga rd  to  the defin ition of the  ter m 
“d epres sant and st im ulan t dr ug .” How fa r do you  feel th at  t he  C on
gress ou gh t to go in  pe rm itt in g yo ur  de pa rtm en t to make the de te r
mina tio n as to wh at  should  be co vere d by regu la tio n an d wha t sho uld  
no t be covered  by reg ulat ion ?

Mr.  L arrick. Mr . Roger s, th at  u lti mately is a decision  fo r the  com
mi ttee to make, of  course. But  my view is th at  wi th  prop er  sa fe 
guard s, the  de tai ls of  the  ad min ist ra tio n of  the stat ut e sho uld  best  be 
delega ted  to the enforcem ent agency  ra th er  th an  to  have us com ing  
back up  before th is  com mit tee  at  very fre qu en t in ter va ls,  askin g you  
to  add dr ug s to  the  lis t.

I  might  say  th a t the Na rco tic  Act  fo r a lon g tim e ha d pro vis ion s 
th at  requir ed  any  new narco tic  to  be  ad ded to  th e lis t o nly  on congres 
sion al ena ctm ent . T hat  became dif ficult ; diff icult fo r the enf orc em ent 
agency, difficult fo r the busy  com mit tees  of  Congres s; and so a pr o
cedure  was worked ou t which  deleg ate d th a t res ponsibi lity to the 
ad min ist ra tiv e bran ch  of the Government , with  s afeg ua rds to  preven t 
abuse, an d to give  per son s aggri eved an access to  the cou rts.

Mr.  R ogers of  Texas . But  you  are  askin g the Congress,  then , to  
gra nt to you ru lemak ing pow ers  w ith  r eg ar d to these di ffe ren t ar tic les 
th at  ac tua lly  makes  it  poss ible  fo r you  to ad op t a ru le th a t ha s th e 
effect an d the  powe r of  subs tan tiv e la w ; a re  you no t ?

Mr. L arrick. I t  w ould have the  force an d effect of law , an d would  
he very sim ila r to  th e powe r to  ma ke food s tand ards , the  po wer to pas s 
on new drugs, an d ma ny othe r powers th at th is  com mit tee  an d the 
Congres s has seen fit  to  delegate  to :th e Se cretary , an d he, in tu rn , to  
the  F ood an d Dru g Adm inist ra tio n.

Mr. R ogers of  Texas . Well , Mr.  La rr ick,  of  course, th e th in g th a t 
distu rbs me is th er e have  been some very te rr ib le  mistakes  made in 
delega tion of pow er. Now, wre have a Co ns tit ut ion,  an d th is  is su p
posed to  be the  lawm ak ing powTer—t he  la wm ak ing part  of  t hi s or ga ni 
zation. Ye t the re  is  a  cont inuous  an d a consi stent dema nd by de pa rt 
men ts dow nto wn fo r Congres s to de leg ate  i ts  pow ers  t o those de pa rt 
ments  down tow n.

Now, th ose  dep ar tm en ts dow ntown are no t pr im ar ily  r espons ible  to 
the elec tora te. And  I  th in k the tim e ha s come whe n we are going  to  
have to call  a stop to  t hi s th ing,  an d I  th in k we ou gh t to spe ll it  ou t 
very c lea rly . Other wise,  we m ight  as  wel l amend th e C onsti tut ion  a nd  
say  th at  t he  l aw mak ing pow er of  t hi s bod y is the righ t to delegate  t o 
oth ers  th e righ t t o m ake  laws.
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Mr. Larrick. Air. Rogers, my answer to th at would be tha t I  th ink it is our responsibility to point out to you the na ture and extent of the problem involved, to present also what view we may have as to the advantages to the public by the  expeditious additions  to the list, and then you, with your b roader experience and knowledge, make the decision of just  how you choose to handle it.
Air. Rogers of Texas. Well, of course, I think tha t is righ t, but I don’t think tha t is being done in many instances when the  departments downtown merely change from one day to the next the ingredients necessary to send a man to the penitentiary , which is what  is being done. I think  it  is a very dangerous situation. And I  think tha t although we haven’t had perhaps too much difficulty with it so far, tha t we are moving into the area where we will.
Now, with regard  to the  seizure, in your first suggested amendment, your desire to have the right on the part of the inspectors to seize this materia l—I can apprecia te your problem very, very clearly, having served as a di strict attorney—I know what you are up against  on some of these things.
Now, the  point is this, though. How far  can you go in gran ting this sort of power? Would it satisfy  you and your organization, insofar  as being able to effect these seizures, to say that you could seize thi s on the condition tha t you moved immediately to a Federa l judge to acquire whatever proper authority is vested in the judicial branch of thi s Government; to authorize t ha t to be done, so the possibility of people’s righ ts being encroached upon would not be occurring ?
Mr. Larrick. Air. Rogers, I  think tha t definitely should be done. Tha t is w hat we propose.
Mr. Rogers of Texas. You are not asking, then, jus t a blanket autho rity to seize and hold this for subsequent trial  ?
Air. Larrick. No. Essentially we are asking we detain it until  we can get to the court, the  d istrict a ttorney, and get the  papers. And I  think that  should be done very expeditiously.
Mr. Rogers of Texas. Now, with regard to the records, i t seems to me—and, of course, you know a great deal more about this problem than  I  probably ever will—but i t seems to me if you go to the source, the original source of manufac turin g of th is sort of thing , and work from there, that you would have a much easier job than  waiting until they get into the reta il field.
Air. L arrick. Tha t is quite righ t. The plan 'would be to go to the manufacturer and from him to go to the wholesaler, and from him to go to the retailer, and at each level to look for diversion—because there is diversion or a possibility of diversion at all levels. We haven’t found any diversion from wholesalers.
Mr. R ogers of Texas. Your recordkeeping—as I understand i t now, the records are being kept along with everything else.
AVe will say in the drug  wholesale house, if they sold a bill of goods for $10,000, and a thousand of th at was products  we are ta lking  about here, tha t they may be worked into th at invoice in a hundred different places, and you have to ferre t them out.
Now, as I understand it, you advocate tha t a separate set of books and records be kept wi th regard to those drugs covered by this  bill.
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Mr. Larrick. I would make tha t language, Mr. Rogers, quite gen
eral, and  give the firms the la titude  of recordkeeping, so that i f it  were 
a reasonable record that they are now keeping, which would make i t 
possible for us to find the p art  that  we want, we would not require them 
to have a special form or even a separate record.

Fo r instance, one firm may use computers. They may have it all 
in one big batch. But they can punch a key and bring out all the 
amphetamines and another for barbiturates—that would be quite 
satisfactory.

Wha t I would want would be a  set of records  which would be rea
sonably available within a reasonable length of time to give us the 
informat ion and achieve the purposes of the bill.

Mr. Rogers of Texas. Of course, tha t is very well. The only trouble 
is, Who is going to determine what “ reasonable” is ? What is reason
able to one man is unreasonable to another.

Mr. Larrick. Basically—jus t like the H arr is bill tha t was passed— 
the great bulk of the firms tha t we deal with, will do everything 
they can to abide by the law once it  is passed. The g reat bulk of the 
honest manufacturer s would abide by the law without any difficulty.

I t is in the fringe elements tha t we begin to find falsification of 
records and obstruc tionist tactics. At  that level, language is needed to 
prevent one from combining records of his entire  year’s production, 
thus requiring our inspectors to stay in there days to get the  informa
tion tha t we want. In  the meantime, the people down the line to 
whom it has been diverted  can destroy their records, and we lose the 
trail .

Mr. Rogers of Texas. Now, you say here, “It  has been suggested that 
if physicians are  exempt, so should pharmacists be, or vice versa.”

Now, who suggested that?
Mr. Larrick. Now, wait a minute. Yon ask who suggested that -----
Mr. Rogers of Texas. Wh at I am getting at is, What is your rec

ommendation ?
Mr. Larrick. We recommend tha t they be exempt.
Mr. Rogers of Texas. The pharmacists ?
Mr. Larrick. No, sir, the  physicians.
Mr. R ogers of Texas. Why ?
Mr. Larrick. Because we only had 36 violations in a period since 

1953, whereas we had 1,100 at the retail drug level.
Mr. Rogers of Texas. Tha t 36 could turn loose as many rats on the  

country as the 1,1000, though, could it not ?
Mr. Larrick. Th at is why we say that if  the committee in its wisdom 

desires to include the physicians, we have no objection.
Mr. Rogers of Texas. I know; but I  refer to your recommendations 

tha t they  physicians  be exempt.
Mr. Larrick. My testimony today isn’t exclusively my testimony. I 

am speaking for the Department . Aft er extensive discussion and 
much deliberation, the view of the  Department was that  as a practical  
matter , the physician should be exempt.

Mr. Rogers of Texas. The Department thinks tha t as a practical 
matter the physician should be exempt ?

Mr. L arrick. Right—from the recordkeeping.
Mr. Rogers of Texas. Why is tha t practical ?
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Mr. L arrick. Because they d idn’t th ink the incidence—the number 
of violations—was great enough to just ify the task of recordkeeping 
tha t would be involved.

Mr. Rogers of Texas. Well, did you consult with the A.M.A. or 
anyone else about this ?

Mr. L arrick. We didn’t need to consult with them. We knew they 
would oppose that-----

Mr. R ogers of Texas. I mean they want to be exempt, don’t they?
Mr. Larrick. Dr. Sadusk reminds me that  today’s practice  of medi

cine less and less involves the dispensing of drugs. A great many 
doctors th at you go to today don’t give you any drugs, they give you 
a prescription.

Mr. Rogers of Texas. Well, they would not need to keep any record.
Mr. Larrick. Tha t is quite righ t. If  they didn’t handle any drugs, 

they wouldn’t need to.
Mr. Rogers of Texas. If  you are talking about doctors—I believe 

you said 3 dozen—that would be 36 doctors—as against 100 pharma
cists. Now, as I understand you, you said “convictions,” n ot “indi
viduals.” One pharmacist could commit a hundred different viola
tions, and be convicted on it.

Mr. Larrick. I want to make i t very clear here today that this is 
not an attack or indictment of pharmacy. They are very sensitive 
about this.

I th ink you will hear from the pharmacists, without question.
Mr. Rogers of Texas. There are othe r questions I  would like to ask, 

but I am going to quit, Mr. Chairman.
The Chairman. Wha t would be the result, in your opinion, if the 

pharmacies were exempt ?
Mr. Larrick. I think it w’ould very, very seriously handicap the  effi

cient enforcement of the law.
Let me say, today if our men go out to look at prescription files, 

we do not have the authority to do it—as we all in this room very 
well know. There wouldn’t be one pharmacist, in my opinion, in a 
hundred , certain ly not more than  one or two, tha t would not let us 
look at them. The ones tha t are likely not to let us look a t them are  
the people that are in trouble.

But, basically, the pharmacists whose prescrip tion files we don’t 
need to look at do not object to our looking.

The Chairman. What you are asking for here is what has been 
sought over a long period of time-----

Mr. Larrick. And we have never gotten it.
The Chairman. W hat you have described here  is the authority  to 

go in and look at prescriptions in the pharmacy.
Mr. L arrick. We have narrowed this. If  the pharmacist kept his 

prescriptions for drugs subject to this bill in one file and prescriptions 
for o ther drugs separa tely, we would just be able to look at the former.

The Chairman. In  other words, to make it clear—if a pharmacy 
kent separate records, you could, under this authority,  look only at 
prescriptions tha t have to  do with these types of drugs.

Mr. L arrick. To doublecheck on that,  let me consult with my at
torney, whom I  did not introduce—Mr. William Goodrich, who you 
know.
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He says  th at  is correct .
Th e Chairm an . Well , if  he say s it  i s c orr ect, knowing  h im as I  do, 

it  is corr ect .
Mr . L arrick . T hat  is r ig ht , si r.
Th e Chairm an . I  th ink,  for  the rec ord , be for e we g et  any  f urt her — 

could you  define a  b arbi tu ra te?
Air. L arrick. A  ba rb itur at e is a synth et ic dr ug  which  ma y be 

produced  by a chemical p roce ss fr om  ba rb itu ric acid .
Th e C hairm an . Could  you the n desc ribe an  ampheta mi ne  ?
Mr . L arrick. Well , an  am pheta mi ne  is a synth et ic dr ug  with  a 

very complex chemical st ru ctur e wh ich  is general ly thou gh t of,  in 
med ical  parl ance , as a  powe rfu l s tim ula nt.

Th e Chairm an . A ha rm fu l s tim ulan t ?
Air. L arrick. Po werfu l.
I  wan t to  emphasi ze these dr ug s are ve ry  im po rtan t to  leg itimate  

med ica l prac tic e, an d with  th ei r use fo r those prac tic ies  we have  no 
objection.

Th e Chairm an . Th en  do you pro pose spec ifically  to  ge t at  these 
pa rt ic ul ar  two ty pe s of d rugs  ?

Air. L arrick. Yes,  sir —an d others th a t have sim ila r p roperties.
Th e C hairm an . Ot he rs with  simila r p rope rti es , by regu latio n,  a ft er  

a he ar in g ?
Air. Larrick. A ft er  a proposal an d a he ar in g if  reques ted , an d a 

reg ula tio n.
Th e Cha irm an . Are  there othe r dr ug s th a t are  sim ila r an d hav e 

the  same effect ?
Air. L arrick. Th ere are  othe rs th a t have  eit he r th e same effec t or  

very s im ila r effects.
Th e Chairm an . Well , w hy a re  th ey  not  included  sp ecif ical ly?
Air. L arrick. W e th ou gh t it  best to allo w a pro ced ure which  wou ld 

pe rm it p ersons wh o a re  in  the bu sine ss o f m ak ing these d rugs , a nd  who 
would  no t agree  with  us in com ple te de tai l, to  have an op po rtun ity  
to  presen t the  complex scien tific  evidence t hat would be w eighed  and  let  
a re cor d be made so th a t i f the y dis agree d with  our  dec ision they  c ould 
go to  the  court s.

You wou ld be si tt in g here wTeeks and wTeeks if  you ha ve  to  go in to  a 
he ar ing on whe ther  or  n ot  ea ch tran qu ili ze r and each  st im ulan t dr ug  
and each dr ug  th a t causes ha llu cin at ions  is or  is n ot  th e kind  o f a d ru g 
th at  is spoken o f in  th is  sta tute.

Th e C ha irm an . T hat  is wh at  I  am t al ki ng  abo ut.
Are  you fam il ia r w ith  the  dr ug  me thylp ry lon ?
Air. L arrick. I  would have to  look i t u p,  Mr. Ch airm an .
Th e Chairm an . Y ou mentioned in  yo ur  sta temen t Me pro bam ate , 

I  believe.
Air. L arrick. T hat  is  righ t.
Th e C hairm an . Th en  you m ust be  fa m il ia r with  t ha t d rug.
Air. L arrick. We  are very fa m ili ar  with  it.  I  am no t sure th at  

the man uf ac tu re rs  wou ld agree  wi th  ou r conclus ion.  I  h av en ’t asked 
them.  Me pro bam ate .

Th e Chairm an . Does  it  have th e same ef fect?
Mr. L arrick. In  th e case o f some people.
Th e Chairm an . Th e same as a b ar bi tu ra te  ?

43 -8 76— 6! 7
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Dr. Sadusk. I think it is f air  to say tha t Meprobamate in a number of people will have the same type of deleterious effect i f used in a fashion not for therapeutic  purposes, and par ticu larly  when continued in high dosage so tha t a type of dependence is produced. And, indeed, the medical literatu re shows, as demonstrated in the medical paper which Mr. Larr ick refer red to, from the Boston City Hospi tal—of those people coming in as addicts there  were a substantia l number, I believe approximately 25 percent, that had used tranquilizers and among which the principal one used now is Meprobamate.
The Chairman. The point  is, we have to consider, among other things, the competitive situation—we believe we have the finest system of competitive free enterprise of any nation or any society of people. What is going to be the result to the competitors of the barbiturates  if the competitors produce similar results and they are not included? And you take, as you mentioned a moment ago, a year or 2 years or an indefinite period of time before you make a determination ?
Mr. Larrick. I don’t think there is any question of a doubt tha t many more people abuse barbitura tes today th an abuse Meprobamate.I don't think it is possible to have legislation in this field tha t won't create some temporary competitive problems and disadvantages. It  is true,  Mr. Chairman, in almost all regulations.
The Chairman. Yes; I know that, is true, but I don’t think it behooves you or me to bring it about arbi trari ly.
Air. L arrick. No, sir. I would hope to minimize that by the very best administration we are capable of bringing to it.
The Chairman. Well, under the bill tha t passed the other body last year, I was advised tha t even aspirin could be brought under it.Mr. Larrick. Tha t is incorrect, sir.
The Chairman. Tha t could not have been done?
Mr. Larrick. Tha t could not have been done.
The Chairman. Could it be done under th is ?
Air. Larrick. It  could not be done.
The Chairman. Aly only interest in these questions, to follow up on Mr. Rogers first question awhile ago is to make sure tha t we not arbitrar ily give an advantage to one pharmaceutical manufacturer over another. I am going to present you four or five names that I 

wish you would look into and advise the committee whether or not they have similar characteristics as those derivatives of barbi turic acid.
Air. Larrick. Very well, sir. You will give us an opportuni ty to submit that  at a la ter date, I  take it .
The Chairman. Yes, I would like  to do that, because I  mentioned one of them and you d idn’t know what it was. I  don’t, either.
Mr. AIoss. Mr. Chairman, would you yield at t ha t point?
The Chairman. Yes.
Mr. Moss. I wonder if in the compilation of the information requested by the chairman you could indicate whether the manufacturer s of the named prepara tions also engage in the manufacture of preparations with  a barbi turate base ?
Air. Larrick. We would be very glad  to.
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I think perhaps I should say this : When you are speaking of 
drugs like Meprobamate, those are drugs that are restricted—the 
name is probably a trademark  name, and the drug is restric ted to 
people who own a paten t or have licensed that paten t.

Now, on drugs like the barbi turate s, for the most pa rt anybody 
can make them. They are not protected in tha t fashion. But  I 
would be very glad to indicate that  fact. There  are some barbi tu
rates tha t are restric ted to a firm tha t holds a patent on them and 
maybe a trademark . But  the grea t bulk of the barbiturates are 
open to anybody to make and sell.

The Chairman. Mr. S pringer ?
Mr. Larrick. We now have the information on the drug tha t 

neither  you nor I  know about.
The Chairman. Well, Doctor, maybe you could pronounce it 

correctly.
Dr. Sadusk. Mr. Harris , the generic name is methylprylone. Its  

trad e name is Noludar. It  falls in the same group of drugs as does 
Doriden, or gultethimide, and also thalidomide.

Now the problem basically in the designation of these drugs is 
tha t here are so very many. There  are probably well over 50 bar 
biturates . Then as you come into the tranquilizers, it is ju st a ques
tion of those which have been on the market for a longer period of 
time and are more advertised, so tha t they are used in a popular  
fashion.

Now, if one tries to bring into the law each specific tranquilizer, it 
is just a question of the popular ones which are on the market and 
readily for  sale—if you take those off, then the next 6 months a new 
type of tranquilizer is produced and comes on the marke t and is subject 
to abuse.

The Chairman. You say it is—it  has the same characteris tics of 
those others ?

Mr. Sadusk. One characteristic is tha t of producing a hyp
notic effect for slooping. It  is jus t one of the class of  drugs. But 
it does not necessarily fa ll into the same adverse reaction charac teris
tics.

The Chairman. I thought we took care of the thalidomide problem 
a couple of years ago.

Dr. Sadusk. Yes; tha t drug never appeared  on the market,  but 
it just so happens tha t drug you asked about falls in the same group of 
Piperazine derivatives.

The Chairman. Well, you understand what I am trying to get at, 
don’t you, Doctor—not to give one manu facturer an advantage over 
somebody else if  it  can be avoided. That has never been our purpose.

Mr. Springer. Mr. Commissioner, you recall tha t in the bill which 
we passed a couple of years ago, one o f the very big points of argu
ment about the bill was the amount of time which you were allowed 
in which to make a determination so that  they could ei ther accept a 
decision or go on to court. Isn ’t that right ?

Mr. Larrick. Correct.
Mr. Springer. And we raised that  from 90 days to 6 months ?
Mr. Larrick. Yes. But also, Mr. Springer , you did not really 

hold this to any limit. You gave us whatever  time was necessary
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to basically resolve the question of whether the drug was safe and 
effective for its intended use.

Mr. Stringer. Did we limit you ?
Mr. Larrick. You gave us some very strong advice.
Mr. Springer. But we did not limit  you ?
Mr. Larrick. No ; you did not specifically limit us.
Mr. Springer. Are you sure about tha t ?
Mr. Goodrich. You limited the times, but did not  make them 

automatica lly effective. Under our regulations today, though, any
one who is dissatisfied at  the end of the period, can file over protes t 
and go on to court; this is what you indicated we should do.

Air. Springer. That is what I  want to know. You could at that 
point file a protest and go on to court.

Now, how many days was that  ?
Mr. G oodrich. Six months.
Mr. Springer. N ow, may I ask you this : I don’t know tha t this 

is applicable. We are probably getting into a highly competitive 
field.

Would this  same provision be reasonable in this bill, or would that 
other bill be applicable to the provisions of this  bill ?

Mr. Larrick. Well, I  think basically the considerations  would be 
reversed. I think in  the case o f new drugs, the manufacturer who is 
seeking the new drug  application wants us to proceed with the utmost 
dispatch  in his desires to get it  on the market as fas t as possible.

In  the case of thi s bill, I would thin k the  manufac turer  normally— 
there m ight be exceptions to thi s—who disagreed with our conclusion 
about the habit-forming character of the drug, would want us to go in 
the other  direction. They would want  us not to issue the regulation 
at all, and the longer we took the better.

As far  as I am concerned-----
Mr. Springer. You th ink that  wTould be the position, say, of those 

who are manufacturing drugs  ?
Mr. Larrick. I  th ink there would be many, many tha t would agree 

with us. But I think there would be circumstances where the judg 
mental decisions that would have to be made about the desirability  of 
put ting  this drug on the list in light  of all the facts would be a mat ter 
of real controversy.

Mr. Springer. Well, at least this  is a thought we could take into 
consideration.

Mr. L arrick. And I  think the same pr inciple  of giving them access 
to scientists outside Food and Drug,  as you have done, and giving them 
access to the courts, to keep us from being arb itra ry and capricious, 
and so on, would be in the public interest.

Mr. Springer. All right .
Now, Mr. Commissioner, I  want to see if I  can tie this together, 

what you are doing. And I  want to do th is in  about 2 or 3 minutes, if 
I can.

Fir st,  you are trying to proh ibit  the possession of depressant or 
stimulant drugs by unauthorized persons.

Mr. Larrick. Right.
Mr. Springer. That is No. 1; right?
Mr. Larrick. Right.
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Mr. S pringer. The second th ing  you are t ryin g to force under this 
law a requirement th at the ma nufacture r and distribu tor keep records 
of inventories, receipts, and deliveries.

Mr. Larrick. Yes.
Mr. Springer. Th at is No. 2.
Mr. Larrick. Righ t.
Mr. Springer. Now—and tha t the failu re to keep this would be 

grounds fo r seizure of the drug.
Mr. Larrick. Right.
Mr. Springer. Now, would there be a penalty prescribed in addition ?
Mr. Larrick. Yes. A criminal penalty.
Mr. Springer. Now, th ird,  you would provide for the regist ration  

of wholesalers hand ling depressant  or stimulant dings. Tha t is No. 
3; correct?

Mr. Larrick. Correct.
Mr. Springer. Fou rth , providing for probably an advisory commit

tee. Is that  correct?
Mr. Larrick. Providing for an advisory committee.
Mr. Springer. All right .
Five, tha t the FDA , your inspectors, should be able to seize and 

the courts will be authorized to condemn any conveyance in which 
the viola tive stimulant , depressant drugs, have been unlawful ly tra ns
ported, carried  or held ; is tha t righ t ?

Mr. Larrick. Subject to the condition that if the conveyance— 
someone has a lien on it, and they had no pa rt in this illegal trans
action, they would be protected. If  the vehicle had been stolen, as 
they very often are, the original  owner would be protected. Subject 
to those qualifications our inspector could detain it unti l there was 
time to go to the Federal  judge and get it legally seized.

Mr. Springer. Now, as a p art  of tha t same thing,  you would have 
a right  to use the automobiles which have been seized and condemned; 
is tha t correct?

Mr. Larrick. Yes. We would—after  a very brief  time I would 
guess we would tur n these automobiles over to the GSA, and they 
would assign them out to Government bureaus.

Mr. Springer. Now, sixth, it would provide for seizure and con
demnation of machinery and equipment used in the unregis tered or 
unlawful manufacture of stimulant and depressant  drugs.

Mr. Larrick. Correct.
Mr. Springer. Seventh, tha t your inspectors, when authorized,  

could make arrests, to serve and execute warran ts, and make arrests 
without warrants for offenses with respect to these drugs  when the 
offense is committed in the ir presence.

Mr. Larrick. Correct.
Mr. Springer. No. 8, would permit your Secretary to authorize 

your inspectors to carry firearms.
Mr. Larrick. May I inte rrup t, Mr. Sprin ger?  On No. 7, in addi

tion to being authorized to make arres ts when the crime was com
mitted in his presence, if  the  offense was a felony, he could make the 
arrest on the basis of probable cause to  believe th at the offense had 
been committed.

Mr. Springer. That is the regular law?
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Mr. Larrick. It  is just the same as the other agents that  have 
similar duties now have.

Mr. Springer. Eigh t, you would authorize your inspectors to carry 
firearms, and tha t could be designated by the Secretary—that  auth or
ity could be designated to you; correct?

Mr. L arrick. Right.
Mr. Springer. No. 9, the bill provides for increased penalties for 

illegal sale of depressant or  stimulant drugs by any adult to a juvenile.
Mr. L arrick. Right.
Mr. Springer. No. 10, tha t would have to do with counterfeit drugs, 

is tha t correct ?
Mr. Larrick. Correct.
Mr. Springer. In other words, manufacture of drugs which are 

really not those drugs at all.
Mr. L arrick. Right.
Mr. Springer. Now, may I ask you if there is anything else that  

is a major  part of this bill that  I have left out?
Mr. L arrick. It  is very difficult to think tha t fast. I have before 

me a complete analysis of  H.R. 2 which I  would like to submit for the 
record, or sit down and go over the bill.

Mr. Springer. Can you tell me how many pages th at involves?
Mr. Larrick. Three and a half.
Mr. Springer. Mr. Chairman, I will ask unanimous consent it be 

put in the record at this point.
Mr. Larrick. And then of course the amendments we have sug

gested have already been incorporated in the record by the  chairman.
The Chairman. You have sufficient copies to provide for each mem

ber of the committee ?
Mr. Larrick. No, sir. But we will get them.
Mr. S pringer. Mr. Chairman, may I  ask they mail to each member 

of the committee a copy of that summary ?
Mr. Larrick. Yes, sir. I th ink you have covered it.
The Chairman. I think it would be better procedure for you to 

supplv the committee with sufficient copies, and we will get it to each 
member.

Mr. Larrick. Right , sir.
The Chairman. And I  think it  would be appropriate for this resume 

tha t you speak of to go in the record immediately following your 
letter that  I referred  to a moment ago, which you have jus t referred 
to.

Mr. Larrick. Very good, sir.
Mr. Springer. You cannot think  at this point, Mr. Commissioner, 

of anything tha t I have left out ?
Mr. Larrick. No, sir ; I  cannot.
Mr. Springer. Thank you.
Mr. Larrick. I th ink it is a very good analysis.
Mr. Springer. Thank you.
The Chairman. Mr. Macdonald?
Mr. Macdonald. Mr. Larrick,  it is nice to see you again.
Mr. Larrick. Thank you, si r; it is good to see you again.
Mr. Macdonald. When you gave your  description of barbitura tes, 

you said that  they were synthetic drugs produced from barbituric 
acid.
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I am wondering, since I  was a premedical student myself, exactly 
what the makeup of tha t acid might  be.

Mr. Larrick. Barb ituric acid is a chemical which you know, as a 
premedical student, has an acid radica l on the  end of it. You can take 
this struc tural  formula of barbi turic  acid and substitute  one element 
for another and make changes in tha t structure and come up with 
a whole series, a grea t different number of different derivatives of 
barbi turic  acid which have simila r but somewhat different character
istics.

For  instance, you can take this compound, hook on it some chemicals, 
and make i t a short-acting barbituric acid th at the dentist  could give 
you when you are going to have a tooth extracted.

You can make some other substitutions-----
Mr. Macdonald. I s that novocaine?
Mr. Larrick. This  is not novocaine, but it would have somewhat 

similar effects.
You can have it made in a form tha t could be injected and act as 

a complete anesthesia while you are being opera ted on.
You have a whole series, long act ing, snort  acting, deep acting, and 

with various characteristics, all of which is a depressant to your 
ability to feel pain.

Mr. Macdonald. Producing anesthesia ?
Mr. Larrick. Yes ; you can get complete anesthesia.
Mr. Macdonald. The reason that I ask is tha t it seems to me th at 

the definition is so broad tha t it would affect practically every drug 
on the market.

Mr. L arrick. No; the definition is very precise and very exact, and 
it could be found in any textbook of pharmacology.

Mr. Macdonald. Well, with all due respect, your answer was not 
tha t precise.

Mr. Larrick. All right . If  you wish, I will supplement the record 
with a very precise, more carefully considered definition.

Mr. Macdonald. All right . And because of the time, I will ask 
just one more question.

As Mr. Watson knows, because we have had this discussion w ithin 
the committee, I am no grea t advocate of States rights , but what 
restra int would this act put  on the activities of a local pharmacy? 
Would the pharmacist have to keep a great number of records and 
repor t back to you every time he sold any of the drugs encompassed 
by the act ?

Mr. L arrick. The chairman referred to some of the occasions when 
we have discussed pharmacis ts’ records before.

The law now, the Durham-Humphrey law, requires the pharmacist 
to keep records of every prescription that  they fill. There is no ques
tion he has to keep the record. If  it  is an oral prescription, he has  to 
write it down. The only problem for us was he doesn’t have to show 
it to us.

Now, in this bill, this would not cover the whole, longstanding con
troversy. It  would only cover part of it.

He would have to show us the records that he now has to keep with 
respect to the drugs tha t would be covered by this bill.

Now, he could elect to show us his whole prescription  file. In  my 
personal judgment, tha t would be what most of the pharmacists who
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haven’t anyth ing to worry about would do. Some might prefer to keep these records separate and thus keep us out of the other parts  of the prescription  file.
Mr. Macdonald. Well, they would send them to you here physically in Washington?
Mr. Larrick. I beg your pardon ?
Mr. Macdonald. They would physically send them ?
Mr. Larrick. No, they would not have to send them. If  we want to look at them, we have to go to the  pharmacy.
Now, he would also have to keep the invoices. Our objective here is to see from the invoices the quantity of these dangerous drugs tha t he receives. Then by looking at his prescriptions, we could compare the quantity received with the quantity sold. And we do a gre at deal of tha t now. And where we find a discrepancy of 5,000, 10,000, 15,000, our suspicions are greatly aroused.
Mr. Macdonald. How many pharmacists are there in the country ?Mr. Larrick. 125,000 pharmacists, and 52,000 drugstores. And I pointed out in my testimony, this testimony is in no way intended to be a reflection on ethical pharmacy in this country. I have the greatest  respect for this profession. Bu t like every profession in the world, even the ministry , the re are people in  i t who do not comply with the ethics of the majority, and those are the people t ha t we are seeking to deal with here.
I want  to emphasize that pharmacy generally is ent irely above reproach, and they have been quite helpful to us in d ischarg ing our obligations.
Mr. Watson. Mr. Chairman, will my States  righ ts friend from Massachusetts yield to me for a question ?
Air. Macdonald. I would be happy to yield to my Republican friend.Air. W atson. Air. Larrick, earlie r d id I not understand you to say tha t recently even in the absence of the authority for you to examine these records, tha t most of the druggists cooperate fully—only two or three do not ?
Air. Larrick. Fully.
Mr. AVatson. Well, th at be ing true , why do you need this  autho rity to examine the records, when presently those two or three who refuse to show you the records, you could, upon a prope r showing, obtain a court order to examine that record, could you not?
Air. Larrick. The number of pharmacists is so g reat tha t the small percentage resulted in 1,100 cases in the Federa l court.
Air. AVatson. Yes, sir. Bu t upon a proper showing, even if they refused to let you examine the records, under current law, you could obtain a court order to examine that record, could you not ?
Mr. Goodrich. I don’t thin k so, Congressman—not unless they were charged with some offense, or you had a grand jury subpena, or something of that kind.
Air. AVatson. AVouldn’t tha t be a proper showing, and a proper presentation fo r you to make, ra the r tha n indiscriminately to examine the  records—to go ahead and show to the court there is the probability that  a crime either has been committed or is being committed ?
Air. Goodrich. Our concern is to try  to pinpoint  the poin ts of diversion where the public is being hurt. And the inspection authority is for tha t purpose. The bill is to require  a keeping of records from the
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m an uf ac tu ring  level to dis posit ion  level,  so th at po ints of  div ers ion  
can be loca ted  and t he  pub lic  protected .

Th e pro sec ution  of  the offenses might  involve a gr an d ju ry  sub- 
pen a. But  in spe ctions are  to  find out  wh ere  v iolations have  occu rred, 
and hop eful ly  to p reve nt  them .

Mr. W atson. Am  I  to un de rs tand —an d th is  is the la st  que stio n— 
th at presen tly  tho se  dr ug gi st s who  refuse  to le t you  exa mine th ei r 
record s, th a t you are to ta lly  with ou t leg al recourse , and you  let  t hem 
con tinue u na ba ted  ?

Mr. L arrick. No ; I  could no t hon est ly say t ha t.
By to rtu ous, inv olv ed pr oce dures , by sen din g un derco ver pe ople  in to 

the drug sto re , by at tem pt in g buys, by w atch ing  th e drug sto re , an d see 
who goes in,  an d by ve ry expensive an d involved pro ced ure s, we gen
eral ly can m ake  a  case. Thi s i s a n at te m pt  to  se pa ra te  th e sheep fro m 
the goats  and do it  in a painless  fas hio n. We have  th e ri gh t to  go 
int o th e m an uf ac tu re r’s est ab lishm ent an d look  at  hi s rec ord s com
ple tely. An d it  is n ot  a  re flec tion  on h im. I t  is  an  insp ection process 
ra th er  than  cri mina l pro ceeding.

Mr. W atson. Tha nk  you.
Mr.  L arrick. Could  I  m ake  one  com ment fo r M r. Roger s?
We  put in  t he  section  10 “ no th ing in  t hi s Act  shall  be constru ed  as 

au thor iz ing the man ufac ture , com poundin g, proces sing, possession, 
sale, de livery  o r othe r d isp osal of  a ny  d ru g in an y Sta te  in  c on tra ve n
tio n o f the law s of  th at  St ate.”

We  have tr ied to  go along with  St ate s rig ht s.
Mr . R ogers of T exa s. Tha nk  you.
Mr . M acdonald. Well , si r, i n t hat case, d on’t pha rm acies —an d I  a sk 

th is  not  by  w ay of  a rgum en t b ut ju st  f or  i nformat ion—d on ’t p ha rm a
cies alr eady  have to com ply w ith  local sta tu tes w ith in  the  comm uni ties  
in  wh ich  they  do busine ss, and also tho se of  the St ate h ea lth  bureau ?

Mr.  L arrick. I  w ould say th a t m ost  de tai lmen fr om  pha rm aceu tic al  
houses go in and look a t t hese p resc rip tio n files w ith ou t restr ic tio n.  I  
wou ld s ay th at  the n arc ot ic inspecto rs h ave the  power to  go in and look 
at  them.  Th e St at e dr ug  i nsp ector s have a  r ig h t to  go in an d look at  
them. Th e Alc oho l Ta x U nit  peo ple  h ave a righ t to go in  an d look 
at  them . I t  help s them  w ith  th ei r en forceme nt activit ies .

An d we would l ike  to have the sam e help.
Mr.  M acdonald. I  am  no t a rguing  th at  po int . I  am  ju st  as king  you 

a ques tion .
Mr . L arrick. Y es ; th at is  rig ht .
Mr . Macdonald. I  tak e it  f rom you r answer , fro m you r respon se to 

my ques tion —I  do n’t know i f i t i s an a nsw er o r no t—th a t loca l p ha rm a
cists  a re  a lre ad y ob lig ate d by law  to  be r esp onsive to  t he  wishes of  th e 
loca l com mu nity and  of  the  St at e in  which  they operate .

Mr . L arrick. I t  va rie s som ewhat  fro m St ate to  St ate,  but in  gen
era l th at is cor rec t.

Mr . Macdonald. Th en  why  does th e Fed eral  Go vernm ent need  to  act 
in  th is  area  ? Are  you sayin g th at th e local com muniti es a nd  the St ates  
are  no t do ing  t heir  job  prop er ly?

Mr. L arrick. No. I  am sayin g th a t th e local com muniti es an d the 
States  and th e F ed er al  Go vernm ent need  to  wor k toge ther  whe n a p ro b
lem involve s both in te rs ta te  comm erce an d loca l commerce. And  there 
is no po in t to  y ou r passi ng  th ese  w on de rfu l law s th a t you  have giv en
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us over the years to deal with inter state  commerce if the chain is broken a t any point and the protection is denied to the ultimate consumer.
Mr. Macdonald. For a, concrete example—and this  will be my last question, or statement—if a State tells you tha t a certain  pharmaceutical house or a certain  pharmacy seems to be breaking the law, do you mean to say tha t you don’t already work toge ther a t this point?Mr. L arrick. No. We w’ork togethe r tremendously. In  my testimony I told of cases where we worked with many States.But let’s just  take one of the bette r implemented States  that has pretty good laws in th is direction. The funds available to  them permit the employment of one pharmacy inspector.Air. Macdonald. What State  is tha t?
Mr. Larrick. Indiana. We work very, very closely with the State. We have the closest cooperation. When the State  inspector reports problems to us that  are a federal obligation we look into them. But if this bill is made law—I haven’t testified to this here—we could not discharge this increased obligation  unless we have a tremendously increased group of people. We cannot discharge th is obligation with the facilities we have.
The Chairman. I was going to get to tha t sooner or  later.Mr. L arrick. But we would welcome anything the States  can and will do; we are glad to help them.
Mr. Macdonald. Well, I  do not like to get ahead of my chairman, which I  very rarely  do.
The Chairman. Go r ight ahead.
Air. Macdonald. But I  was wondering what increase in force would your department need to implement this law if it were passed?Mr. Larrick. If  this  law—if th is bi ll becomes law, we will have an increased responsibility to regulate an estimated 1,000 firms wlio manufacture stimulant and depressant drugs, about 1,300 drug  wholesalers, drug  manufac turers, branch outlets, 52,000 retail stores, 6,900 hospitals, 1,700 public health  agencies.
Now, those are the people t hat  in general are law-abiding ethical folks.
Other outlets which also are ethical law-abiding people, but places where these drugs are kept, and from which diversion could occur, involve 230,000 physicians, 84,000 dentists , 15,000 veterinarians.Now, in addition  to tha t, we have the whole unde rground  traffic— the bars, the truck stops, the houses of ill fame, and so forth .Air. AIacdonald. I read your testimony, sir. But I am asking how many people you would need.
Mr. Larrick. To master tha t job. we would need to set up what amounts to a separate criminal investigatory group in the Food and Drug Admin istration which, in my judgment, would require in the neighborhood of $10 million.
Mr. AIacdonald. And how many people would tha t require ?Mr. Larrick. Approximate ly 500 people. I don’t want to be held too closely to this  until I see the form in which the bill passes, if it does.
Air. Macdonald. Thank you, Mr. Chairman.
The Chairman. The House is going in session. There is no legislative program. In order t hat  we may get a long with  the hearings, the
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committee will adjou rn until  2 o’clock, a t which time we would ask 
you to come back, Commissioner Larrick.

The committee will recess until  2 o’clock.
(Whereupon, at 12:05 p.m., the committee recessed, to reconvene at 

2 p.m., the same day.)
AFTERNOON SESSION

The Chairman. I want to apologize for being delayed, bu t I was 
called into another session which lasted a littl e longer than I  intended, 
and I just could not get away. I am sorry we detained you, Com
missioner—and members of the conunittee.

I believe Mr. Younger is next. Do you have any questions ?
Mr. Younger. Yes; thank you, Mr. Chairman.

STATEMENT OF HON. GEORGE P. LARRICK, COMMISSIONER, FOOD
AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH, EDUCA
TION, AND WE LFARE; ACCOMPANIED BY WINTON B. RANKIN,
ASSISTANT COMMISSIONER, AND WILLIA M W. GOODRICH, ASSIST
ANT GENERAL COUNSEL—Resumed

Mr. Younger. Thank you, Commissioner, for  a very fine and lucid 
explanat ion of the  bill.

There are some inconsistencies, though, as I see them.
For instance, on page 6 you say, “The definition of the  term ‘depres

sant.’ or ‘stimu lant’ drug does not include tranquilizers by name but if 
this bill is enacted we intend to see that those that have a potential for 
abuse are covered by regula tion.”

NoWj in the report of the President ’s Advisory Commission on 
Narcotics and  D rug Abuse, they definitely list elements of drug abuse 
and they enumerate them by name.

My point is, if they can do tha t by name, then why shouldn’t those 
names be in the bill ?

Mr. Larrick. They could be p ut in the bill, Mr. Younger. First 
let me say that  the statement in my testimony about some tran
quilizers being included in what we would try to list was an at
tempt on our par t to be quite fa ir and let the persons involved 
know tha t we do have that purpose. If  the committee chooses to 
deal drug by drug, with very intricate scientific, medical and other 
matters tha t would be involved in an individual  listing  or with lan
guage more complex than my associate, Dr. Sadusk, used th is morn
ing in addressing  himself to one of them, tha t certainly  would be 
quite acceptable. But  I think  it would be placing a burden on this 
committee tha t would not be consistent with their  broad responsibilities 
in other directions.

Mr. Younger. Well, you gave as one of the reasons why you did 
not want to enumerate them because the manufacturer s could not 
agree with your definition of the drug.

Now, we cannot write  legis lation tha t every manufacturer  is going 
to agree to. We might as well star t out with that  premise.

Mr. Larrick. Right .
Mr. Younger. So tha t it seems to me th at in preparing this bill, 

we ought to include all the drugs tha t we know of where there is
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abuse—tranquilizers and all, as you mention a number of them in here 
classified as such.

Mr. L arrick. We would be glad to give our views of the ones th at 
we think there is enough evidence now to include. But thi s Presiden t’s Advisory Committee was making a broad, general report . One of the drugs tha t they included was alcohol. Now, I would not be 
inclined to recommend that  that be included.

Mr. Younger. They have enumerated a lot of things that  would not 
come under the purpose of this bill.

Mr. Larrick. Right.
Mr. Younger. Or this legislation. I am talking about only those under barbiturates,  and then they give five other drugs  in tha t clas

sification, under barbiturates, which evidently are drugs  tha t are subject to abuse.
Mr. Larrick. Well, now, are those derivatives of barbi turates ?
Mr. Younger. No.
Mr. Larrick. They are tranquilizers.
Mr. Younger. Yes, they are tranquilizers.
Mr. Larrick. They could be included by the committee or you 

could give persons who might  not share that view an opportunity  here to express themselves at length about this  very complex scientific 
field, o r if you care to you could delegate that to us. But  we will leave that to you.

Mr. Younger. I am more inclined to agree with Mr. Rogers, that  where we can enumerate something in the act, we ough t to enumerate 
it in  the  act, and not leave it to regulation by the  Bureau of Food and Drug.

Mr. Larrick. If  you have the time to go into it—
Mr. Younger. If  possible, Mr. Chairman, I would like to have 

Mr. Larrick  furni sh us tha t information on these other drugs, tra n
quilizers, so th at we can consider it when we write the bill, if he will do that .

The Chairman. Ju st what information do you have in mind? I am not clear.
Mr. Younger. The enumeration of the t ranquilizers by name, so it 

can be included in the bill, along with barbitura tes and the  derivatives of barbitura tes.
The Chairman. I must confess that I  do not know how far-reach ing the term “tranquilizers” is.
Mr. Younger. These are specific.
The C hairman. I presume there  would be several hundred  of them, would there not?
Afr. Larrick. A great many.
Mr. Carter. Mr. Chairman.
The Chairman. Dr. Carter. I am glad to have a doctor on this committee.
Mr. Larrick. I am glad you identified him as a doctor.
Mr. Carter. There are numerous tranquilizers, and certainly many of them are not habi t forming. Neither do they have so many unde

sirable effects. We have discussed meprobromate, that it might be 
habit forming. Well, it might be. It  has not been definitely proven tha t i t is tha t way. We know th at it is quite a useful d rug. And the 
main objection I see to tha t is tha t it has been counterfe ited in some
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cases. Actually now it is given only on prescription, and is not bought 
over the counter—at least not in my State. It  has to he prescribed first 
by a physician. And in doses such as most physicians give, it  should 
not be harmful.

There are many tranquil izers, of course, some of the phenothiezenes, 
which have caused trouble. All manufacturers have to include tha t 
in their brochures on the subject.

I feel like the main intent  of the bill rath er should be toward the 
amphetamines and the barbitura tes. To me those are the drugs which 
are more dangerous and should be regulated, as the chairman sug
gests.

The Chairman. Thank you very much, Dr. Carter.
Commissioner, I  asked you this morning  if you would furni sh us 

such in format ion as you have regarding some of these and you said 
you would be g lad to if I furnished you the list. I have listed them 
in this memorandum which I will let you have.

Mr. Larrick. Thank you.
The Chairman. You can give us such information as you may have 

tha t you feel would be advisable to give to the committee.
Mr. Larrick. Thank you.
Mr. Younger. Those are practically the same five that are men

tioned in the President’s Commission.
One other question, Mr. Larrick.
On page 13 you mention the a rrest and conviction, and one defend

ant plead gui lty and was fined $200 and another one had a t ria l and got 
a 3-year suspended sentence. That seems like a pretty ligh t fine or  
penalty, if  that  is all they would get.

Mr. Larrick. I agree.
Mr. Younger. Tha t isn’t very much of a deterren t.
Mr. Larrick. I agree, Mr. Younger.
Mr. Younger. When you are  dealing in a product t ha t potent ially 

has thousands of dollars of profit.
Mr. Larrick. Another case in Ca lifo rnia; one of the defendants  got 

17 years. There may have been some mitigatin g circumstances. I 
do not know all of the things th at led the  court to this conclusion. But  
we felt when we prosecuted the case we brought all the facts we had 
to the attention of the court, and our responsibility was terminated. 
Then his responsibil ity is to fix the penalty. I think th at  penalty was 
very light.

Mr. Younger. You have no cases tha t have gone to the Supreme 
Court and the Supreme Court has turned  them loose ?

Mr. Larrick. No, we have no case where the Supreme Court  fixed the 
penalty. We have had cases in this general area that  have gone to 
the Supreme Cour t dealing with the statutes tha t you gentlemen 
have passed through here, validating  them. But outside of tha t, pen
alties have never gone beyond the lower court.

Mr. Younger. Well, then, in this par ticu lar bill the penalties are 
more severe ?

Mr. Larrick. The penalties are more severe in  the case o f a sale 
by an adul t to a minor. But the bill fixes a maximum penalty of a 
first offense of a thousand dollars and 1 year in jail, or if  i t is charged 
as a felony, a deliberate  violation, a maximum penalty of 3 years  in 
jail for each count and a fine of $10,000.
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Our general philosophy has been over the years tha t the courts are 
perhaps better prepared to fix penalties than are the prosecutors.

Mr. Younger. Thank you, Mr. Chairman.
The Chairman. Mr. Van Deerlin.
Mr. Van Deerlin. Thank  you, Mr. Chairman.
I wonder, Air. Commissioner, if the problem raised by the chairman 

and Air. Younger, and earlier by Mr. Rogers, does not perhaps find its 
root in section 3, paragraph 3 of the proposed legislation.

Any drug which contains  any quantity of a substance  which the  Secretary , aft er investigation, has  found to have and by regu lation designates as having a potential  for abuse because of its  depress ant or stimu lan t effect on the  central nervous system or its  hal lucinato ry effect.
You specifically removed aspirin  this morning, as an example, from 

the coverage of th is legislation. Yet I recall in my very early years, 
before I moved on to more rugged stimulants, like sloe gin fizz, that 
aspirin combined with Coca-Cola could produce potentially ant i
social behavior, and I wonder if a substitution of “evidence of 
abuse” rather than “potential for abuse” in this direction might cleanse 
the legislation so that  some of the objections which are anticipa ted 
to it might be met.

Mr: Larrick. Well, obviously th at is a question to which the com
mittee should give attention, and no doubt will.

Basically, since 1938 the legislation which this committee has taken 
the leadership in handling, under  the protection of the public health 
and welfare, in the mat ter of foods, d rugs and cosmetics, the basic 
philosophy tha t has gone through all tha t legislation has been to 
substitute prevention for punishment. The philosophy has been to set 
up the statute in such a way th at  i t will prevent violations instead of 
punishing  them after they are committed.

The philosophy of H.R. 2 is that philosophy which the committee 
has considered many times, and which was reflected in the message 
tha t President Kennedy sent to  the Congress in his consumer protec
tive message of Alarcli 15, 1962, where he recommended legislation 
which would—
establish  an enforcible  system of p reventing the  i llic it dis trib ution of habit-forming b arb itu rat es and amphetamines.

Then he called the White House conference th at Mr. Younger re
ferred to. In discussing the problems associated with these narcotics 
and other drugs, the Pres iden t said, “One problem meriting special 
attention deals with the growing abuse of nonnarcotic  drugs, includ
ing barbiturates and amphetamines. Society’s gains will be illusory if  
we reduce the incidence of one kind of d rug dependence only to have 
new kinds  of drugs subst ituted.”

Now, tha t is our reason for put ting this on the basis of prevention 
rather than punishment after the fact.

Mr. Van Deerlin. AVell, yes. I was not thinking  of punishment. 
But I  was thinking in terms of writing legislation.

It  will be true, will it not, th at there are  litera lly thousands of drugs 
which if  improperly used have the potential for  producing antisocial 
behavior. Might it not be-----

Air. Larrick. There are not tha t many that would be within the 
definitions of this statute, in  my opinion, that  would be capable of pro
ducing antisocial behavior. They would be numerous, but limited.
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Mr. Van Deerlin. Do you agree tha t that  word “potential ” may 
be one of the pi tfall s ?

Mr. Larrick. I do not th ink it is a pitfa ll, but I think it is highly 
argumentative.

Mr. Van Deerlin. Now, something of more concern to my distric t, 
Mr. Larrick. I represent an area which borders for many miles on 
Mexico. In  the hard narcotics, the problem is one of impor tation of 
drugs from Mexico to the United States. The area tha t we are  dis
cussing in this legislat ion, the reverse is true. We have quite a  thr eat  
posed by deliveries of drugs that are  consigned to Mexico out of bonded 
warehouses in Los Angeles and in San Diego. There is absolutely no 
control over these trucked commodities after they leave the bonded 
warehouse. This is because they are shipped on consignment for for 
eign delivery, they are picked up at the bonded warehouse, perhaps 
125 miles from the border, by a truck which may be owned and operated 
out of Baja California.

Narcotics agents in southern California  tell me th at they have re
peated instances of the failure of these truck drivers to get to the border 
before they begin disposing of the ir delivery.

Mr. Larrick. That is narcotics or barbiturates?
Mr. Van Deerlin. This is barbiturate s, amphetamines, all the  drugs 

tha t are p rescrip tion drugs on this side of the border, th at may be sold 
without prescrip tion on the other side.

Now, there is nothing in this legislation tha t would do anvth ing 
about that ,

I wondered if you had any proposals?
We obviously cannot assign agents  to every truckload tha t goes out 

from the  bonded warehouses. Must we move the warehouses near the 
border, or will it be possible to designate certain carriers tha t will be 
licensed for this?

Mr. L arrick. We would be very glad to have any suggestions tha t 
you or any other members of  the committee could offer to solve that 
problem.

We have had undercover agents and agents not under cover invest i
gating that  parti cular situation for  a long time. We have been in touch 
with the narcotic agents to whom you re fer. We have been in touch 
with the attorney general  of your State, and with the enforcement 
officials in the State.

We have yet to be able to prove that there is a diversion of the bar
biturates and amphetamines between the  bonded warehouse and the 
border. We have been able to show tha t there are substantial amounts 
tha t go across the border, perfectly legally, because of the failure of 
restriction  to our exports, and then leak back into th is country.

We have been in touch with the Mexican authorities, the police, 
and the others who have the power to help us, and they are giving us 
a great deal of help.

I will say tha t these Mexican officials ask us the somewhat embar
rassing question, “Why are you not concerned about the barbiturates 
and amphetamines th at are shipped to  Mexico ? Why do you concern 
yourself exclusively with those tha t come back into this count ry?”

I don’t know the complete answer to your question, except if this  
bill, by requiring a recordkeeping of the amounts and where they  go 
and when, at every level of dis tribution , would give us a tool in tracing
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these shipments and keeping abreas t of it fa r better than we have now.
Today we learn about it after the  fact.
If  this bill were enacted, we would get those facts at any time th at we went to the firms to get them, and could follow th roug h and know there was this truckload going to be at the bonded warehouse, and we could be sure it went to Mexico.
Aly personal view is th at maybe late r we need to give broader consideration about some restrictions on what we permit for export.Mr. Van Deerlin. Because there is no question, I believe, that  teenagers and young people in southern California show a higher incidence of the use of these barbitu rates  and amphetamines tha n in other part s of the country7.
Mr. Larrick. I don’t know whether it is a higher incidence or whether your law-enforcement officials are jus t doing a better job keeping track  of it. There probably is a higher incidence, because we find tha t where you have the groups of Mexicans and minority  groups, t ha t the incidence of abuse of hard  narcotics in these tends to be higher.
Mr. Van Deerlin. We have got some excellent s tatistics  on nonminority  neighborhoods where they have been available just across the street from the schoolhouse.
Mr. Larrick. No question about it. Your comments are very well taken.
Air. Van Deerlin. Thank you, Air. Chairman.The Chairman. Air. Nelsen.
Air. Nelsen. Fir st I wish to thank Air. Larr ick for his usual, fine presentation.
I would like to pursue the poin t that was made by our chairman of tha t, relative to the competitive situation tha t may be developed by the identification of one product and the failure to  mention other products of equal dangerous potential.
I notice in your statement, on page 2, you refer  to—the second paragrap h :
During  the  84th Congress, the  House Subcommittee on Narcotics  aga in held hearing s to consider the  need for add itional  Federal  legislation  in thi s area. By th at  time the illegal dis trib ution  of the  amphetamines had become a widespread problem, so t he hearing s covered them as well as barbi turate s.
This indicated a need to expand the application of laws where new drugs appeared on the market.
And then on page 3, the last paragraph, reading from your state ment :
While  we have  been discussing ba rbitu rat es  and amphetam ines almo st exclu sively, it  is imp orta nt to point out th at  this bill is aimed also a t other types  of drugs capable of causing similar  or related ill effects, and  the re are  a couple of such d rag s a lready known to be misused to some extent.
This quote certainly admits equally dangerous drugs.Then we tu rn to page 4, and there we find in the statement, quoting from the next to the last pa ragrap h:
It  becomes evident th at  the popularity  of tran qui lize rs as suic idal  agents must now riv al t ha t of ba rbi turate s.
Then it fur ther  goes on in the last paragraph and points out the number of abuses in these other related products.
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So it  seems to me tha t then also tak ing the President ’s report here, 
and the graph, which I  have here, which shows the rela ted items that 
are of  equal application—would seem to me th at there is a ju st reason 
to be concerned by those who may be a legitimate and pharmaceutical 
firm of competitive problems where one is identified and another is not.

I think you have already covered that  and the chairman has cov
ered it. It  would be my suggestion that you should give some thought 
to broadening the identification or using a more general term tha t 
would encompass all of them. I hope t hat  FDA will recognize this 
potent ial problem.

Mr. Larrick. Righ t. That’s a very good comment.
You realize, all of you—some people though t perhaps my testimony 

was to the effect t ha t we would take these drugs off the market. We 
are not going to take these drugs off the market from the standpoint  
of thei r legitimate use by doctors.

Mr. Nelsen. I understand.
Of course my feeling would be this. If  I were a competitor and 

the law specifically mentions barbi tura tes and amphetamines and the 
firm I  represented sold an equally dangerous drug  certainly I would 
immediately take advantage of the fact that that language points to 
one or two items while the others th at might be just as dangerous  are  
not included, and I would be foolish if I did not use tha t as an argu
ment when I was selling my product.

So I  t hink your objective, I  am sure, would be like ours—that  you 
would want your testimony and you want this bill to be fa ir in every 
respect, as much as we can.

Of course, there are always the opportunities for distortion , I pre
sume, no matter how we write the language.

Mr. Larrick. Thank you, Nlr. Nelsen. I thoroughly agree with you.
Mr. Nelsen. Thank you very much.
The Chairman. Mr. Satterfield.
Mr. Satterfield. Thank you Mr. Chairman—Mr. Larr ick, I notice 

on the first page of your statement you refer  to 311 convictions u nder 
the present inadequate Federa l law. Were these convictions obtained 
by your part icular department?

Mr. I  jarrick. Yes, sir.
Mr. Satterfield. And were they for selling without  prescrip tion?
Mr. Larrick. Selling drugs restric ted to prescrip tion sale withou t 

a prescription.
Mr. Satterfield. Am I correct, tha t what is being sought in thi s bill 

is to enlarge the jurisdiction of your department beyond sales by 
prescription to include control at the point of manufacture  as well 
as in t ransportation ?

Mr. Larrick. To carry it through the whole channel of dis tribut ion 
from m anufacturer clear up to  final sale to the consumer, but exempt
ing over-the-counter drugs from this  bill altogether.

Mr. Satterfield. And would it exempt those hard  narcotics tha t 
are handled now by the  Bureau of Narcotics?

Mr. L arrick. I t would not change thei r status. I t would leave the 
control of narcotics in an agency which in my opinion is and has  been 
doing an excellent job and would not change thei r responsibil ity or 
authority  at  all.
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Mr. Satterfield. In other words, you would be doing with these drugs tha t do not classify as hard  narcotics, the same thing that the Narcotics Bureau is doing with the hard narcotics.
Mr. Larrick. Not quite the same th ing, because the narcotic law imposes much more detailed restrictions on the distribution  of the drugs tha t they handle. Every  doctor who prescribes a narcotic drug has  to be licensed. The whole procedure is controlled with  great  meticulousness in every area. They have to get licenses to manufacture. They only have very few who can manufacture  the basic narcotic, and a limited number tha t can compound it into others. And every step of it is policed with infinite care.
Now, control under H.R . 2 would be a less arduous control. No one has to send their  records to us except  the wholesalers have to register. The manufacturers have to register now.
But in general they have to keep the records. They do not have to be licensed. And they would not have to send records to  us. But  they would have to make them available to us when we call for them.But in many particu lars, this is a less arduous type of control, compared to the narcotic control.
Mr. Satterfield. Th at’s all, Mr. Chairman.
The Chairman. I'm  sorry. What did you say about over-the- counter drugs?
Mr. Larrick. Over-the-counter drugs  are exempted.
The Chairman. Exempted?
Mr. L arrick. In  th is bill, if we reached the conclusion th at a drug intended to be deal t with here, had the potential  for harm and misuse, we would put it under prescription under the authority  we now have and therefore we would not need to cover over-the-counter drugs.The Chairman. Is Miltown an over-the-counter drug  ?
Mr. Larrick. No, si r; it is not.
The Chairman. Mr. Cunningham.
Mr. Cunningham. No, thaiik you, Mr. Chairman, I  have no questions.
The Chairman. Mr. Ronan.
Mr. Ronan. No questions, Mr. Chairman.
The Chairman. Mr. Harvey.
Mr. Harvey. I just have one question, Mr. Chairman.
Mr. Larrick, what authority does your organization have at the present time regarding the over-the-counter drugs ? You can designate which ones are prescription drugs and which ones are not prescript ion drugs?
Mr. Larrick. We had no power in dealing with the drug  that is an old drug—that  is a drug th at was on the market before 1938, until the Durham-Humphrey Act passed this committee and the Congress. The la tter  act specifies the conditions under  which a d rug  must be 

dispensed on prescription. We express an opinion as to whether or not it is an over-the-counter or a prescrip tion drug. Fo r the most part our opinions have been observed.
But any new drug—and that  covers the great gamut of drugs today— in the new drug applications, we have the right to tell the applican t tha t in our judgment it is not a safe  d rug for sale unless i t is pu t on prescription. For  all practical purposes, our decision in tha t matter is binding. Manufacturers have the right to challenge it  and can
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have a hearing, they can build a record, and they can go to the court. 
But as a practical matte r, on a day-in-and-day-out basis, the  authori ty 
tha t we have exercised has been controlling.

Mr. Harvey. Let me ask this second question.
Does your organiza tion have any comparable grant of authority  at 

the present time as would be spelled out here on page 3 of this bill 
within the definition of depressant and stimulant drugs, where the 
language is very broad—for example, in section (c),  page 3, line 6, 
you speak of—
any substance which the Secretary  aft er investigation has found to be and by 
regulation designated as “habi t forming” because of its stimulant effects— 
and going on—
any drug which contains any quanti ty of substance which the Secretary after 
investigation has found to have and by regulation designates as  having potential  
for abuse.

Do you have any comparable g ran t of authority at the  present time 
where the Secretary can designate the part icular drugs?

Mr. L arrick. Yes, sir. We have tha t type of authority delegated 
by the Congress in many areas. We have it with regard to foods and 
drugs. In  the first place, you cannot put  a new d rug on the market 
at all unless you can satisfy  the Food and Drug Admin istration that 
the drug  is both safe and effective. But  again, this committee wrote 
in safeguards so that  the man tha t is aggrieved can build his record 
and carry the case to court and see if our decisions were proper.

But  all through, on the question of what substances can be added 
to food, what is a habit-forming drug now tha t must bear the warning 
“Warn ing, may be habi t forming” and in many other sections of the 
act, even dealing with whether or not a to lerance can be fixed for a 
pesticide.

I assume because these problems are so technical and so involved tha t 
Congress has seen fit to delegate very broad g rants of authority  to the 
Department, and then to attempt to surround them with safeguards 
tha t would limit our bureaucratic activity  if  we indulged in it.

Mr. H arvey. Thank you. I have no furt her  questions, Mr. Cha ir
man.

The Chairman. I ’m sorry, Mr. Broyhill, I apologize for passing 
you up.

Mr. Broyhill. No questions, Mr. Chairman.
The Chairman. Mr. Gilligan.
Mr. Gilligan. Mr. Chairman, I have jus t one question for Mr. 

Larrick.
You made reference on page 15 of the dra fts of the bill—I would 

agree that what we are being given are additions to exist ing language 
which I do not have before me.

If such establishment is engaged in the manufacture, prepara tion, propaga
tion, compounding, processing of any depressant or stimulant drug, such person 
shall at time of regis tration  indicate such fact.

Do all persons presently  engaged in the manufacture, preparation, 
propagat ion, et cetera, of drugs—are they now required to register?

Mr. Larrick. Yes, sir. That was pa rt of the Ha rris bill of 1962.
Mr. Gilligan. Does this regis tration amount to licensing?
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Mr. L arrick. No, s ir; it does not. It  is largely a catalog of firms tha t are engaged in th is business. It  means th at a firm cannot sta rt up in this business without, notify ing us. I t gives us an o pportunity 
to know where to go to make inspection. It  provides a means by 
which the vedors of drugs th at can only be sold to people legitimately 
in the drug business can look and get a pretty good indication tha t this fellow is registered and therefore he is in the drug  business.

Mr. Gilligan. Well, then, for instance, repeated violations on the part of a manufacturer, let’s say, who is pumping ou t vast quantities 
of these drugs and market ing them in ways tha t are unsatis factory to the Food and Drug  Administra tion, the regist ration  o r licensing— there being no licensing, the license cannot therefore be lifted.

Mr. Larrick. No, sir. We would have to go to court and seek to 
enjoin. The burden would be on us to seek to  enjoin.

Mr. Gilligan. I see. I t occurred to me because there are provisions later about the seizure of vehicles, the  seizure of equipment, and so 
forth , th at those s trictures are  somewhat more onerous on the purvey
ors, transporters,  pushers of these th ings  than  are those on the man
ufacturer.

Air. Larrick. You may have a very good point there, Mr. Gilligan. We think-----
Mr. Gilligan. I am not  suggesting that you seize plants now.
Air. Larrick. If  you gentlemen decide to adopt this  bill or  a similar bill—we would be better able to take care of situations such as we 

found in New Jersey recently. A counterfeiter  was opera ting in a hidden room behind movable stai rs leading to a recreation room. 
There was a small drug p lan t in that  room with mixing and tableting 
equipment—all the equipment needed to make these pills. While we could not seize the recreation room, under  this bill, we could seize 
everything in there tha t they used to make the  drug. And I believe such auth ority  would be a tremendous help. If  the counterfeiters can 
keep the basic equipment, then they just  move it and sta rt manufacturing again.

The Chairman. AVill the gentleman yield at tha t point ?
Air. Gilligan. Surely, Mr. Chairman.
The C hairman. Under present law can’t you get to th at situation  ?
Air. Larrick. AVe cannot seize equipment. In the first place, i t is 

not intersta te. AVe do not have the power to seize equipment. We 
cannot even seize the p ills th at we find in th at man’s hidden basement 
because they  never did move in inters tate commerce. But  under this bill, we could.

The Chairman. AATell, recently I saw, and you refer  to it in your 
statement, that you located a cache of amphetamines or barbitu rates, 
or whatever they were—over a million of them, I think. How dicl you get them ?

Air. Larrick. Well, we got-----
The Chairman. The thin g I want to clear up is this. I think  

there should be a greater clarification of what you cannot do under present law and what you can do if we give you this extension.
• Now, I am not at all satisfied tha t you have done all you can do under present law in every circumstance.

Air. L arrick. AArell, that ’s probably righ t, because we are probably not ingenious enough.
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The Chairman. I think we ought to be very clear about it. I thin k 
if we are going to  make a record we might as well make the record so 
tha t not only the public, who is interested, but the industry who is 
involved—and that  vast majority , as you refe rred to them th is morn
ing, of people who do not engage in the so-called violations. Conse
quently, as you know i t has been my feeling fo r the  last several years, 
tha t your  agency could be a lit tle more firm and have gotten to  a li ttle 
more of these violations if you had pursued it.

Now, I am inclined to think that maybe the problem is the lack 
of personnel and money to employ the personnel, as much as it is 
the lack of authori ty th at you contend.

Now, that is a lot in one paragraph .
But  I want  to be clear in my own mind th at  the Department of HE W 

and your great agency are going and have done al l you can with the 
law that  you have.

Mr. L arrrick. Fi rs t let me say tha t I  th ink  very definitely we will 
need more money and more facilities as these technical problems 
grow. I do not think any group would be wise to claim that they 
are perfect in the administration  of the law or anything else.

But I can assure you we try very hard to use the full power of the 
statutes  and the rules tha t you give us, and the full facilities  that 
our friends on the App ropr iation Committee-----

The Chairman. There  is no limitat ion under  present law upon 
the money that  you are authorized to get, is there  ?

Mr. Larrick. Yes. We are  prohibited by law to ask for  more tha n 
the budget authorizes.

The Chairman. Well of course that is a budget matter. I am ta lk
ing about what the law is.

Mr. L arrick. Congress can do what they want to d o; yes, sir.
The Chairman. I know that. But  you would be in the same situ

ation if we gave you author ization  to go shoot everybody that dis
pensed these drugs. You would still have to have a budget t ha t would 
come up from downtown.

Mr. Larrick. Right.
The Chairman. Now under  present law if your budget would in

clude funds  for the personnel and you had 500 additional people to 
put  out to catch these so-called thugs and criminals and would-be 
violators, you could accomplish a whole lot more under present law 
than  you are accomplishing, could you not ?

Mr. Larrick. We could accomplish more, though  we would still 
fall very far short of doing the job for the public th at we could do with 
this bill.

The Chairman. Well-----
Mr. Larrick. This  bill or something like i t is very necessary to p ro

tect the public health in this situation.
The Chairman. Well, now, would I  be correct to say that what 

you need is this addit iona l authorization so you can get at the root 
of the evil ?

Mr. L arrick. I  thin k tha t would be a very fa ir statement—so th at 
we could get at int ras tate commerce as well as inter state  commerce, 
so tha t our inspectors can arres t these people when they commit th e 
crime and not have to go back and try  to get a war rant and find later 
tha t the culprit s have skipped out,  so th at illegal pills tha t we find in
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the trunk of a car can be detained while we go back to the court and 
get an order to seize them—I think this bill would improve our effi
ciency very, very greatly. But we would definitely have to have the 
facilities to enforce it.

The Chairman. Well, I  must confess that  I  get a little  bit confused 
about this intrastate  problem tha t you have mentioned innumerable 
times. The Constitution  does not give the power of Congress to pass 
laws that would affect purely and solely in trast ate operations.

Mr. Larrick. Well, I ’m certainly not going to argue as a layman 
with a very distinguished lawyer about constitutional law. But there 
have been a number of laws passed, one of  them in the Food, Drug, 
and Cosmetic Act, th at deals with margarine tha t you will recall. It 
is based on the philosophy tha t i f the practice complained of in in tra 
state commerce, either the railroads , as you know a great deal about, or 
in commodities is such a burden on the  inters tate article, it then can 
be controlled under the Federal Constitution. Now, that is what niv 
lawyers have advised me as a fact.

Mr. Younger. Will the gentleman yield?
The Chairman. I have taken your time, and I am sorry, Mr. 

Gilligan.
Mr. Younger. Will the gentleman yield for one question?
Mr. Gilligan. Certainly.
Mr. Younger. I do not understand, when you say that  you go into 

a place and find a quantity of these drugs, and you cannot do anything  
because those pills have not moved in interstate commerce. Is tha t 
what you say ?

Mr. Larrick. Yes. If  the article-----
Mr. Younger. Jus t a minute. Then we are agreed on that. But 

where does the material come from tha t made the  pills?
Mr. L arrick. If  we can prove the material came in intersta te com

merce—and tha t goes to the hear t of one of Mr. Ha rris’ questions— 
as we can occasionally, then we have jurisdiction and assert it.

Mr. Younger. Or where the machinery comes from.
Mr. Larrick. Even i f we know—the  s tat ute covers foods and  dru gs 

and cosmetics and hazardous household substances. It  gives us no 
authority up to now a t all over the machinery, to confiscate it.

Mr. Younger. If  the machinery is in inters tate commerce, accord
ing to  the  rules th at we have had in some of these bills, then the prod
uct is in interstate  commerce. It  is the same as the  little  drugstore: 
if they sell something manufactured  outside the State they are in 
interstate  commerce.

Mr. Larrick. If  you p ut this type of machinery under the statute,, 
we can seize it. But, as of now, the statute does not deal with 
machinery.

Mr. Younger. Then that ought to be in the bill, too.
Mr. Larrick. It  is in the bill with respect to equipment used to1 

counterfe it drugs.
Mr. Younger. That  is all, Air. Chairman.
The Chairman. Any  fu rther  questions, Mr.  Gi lligan?
Mr. Gilligan. Just one more, Air. Chairman.
On the business of counterfe it drugs, they are so defined as drugs  

which carry the trademark, trade  name, or other identify ing mark, 
impr int, device, and so forth.
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Suppose I  were to, with the help of a chemistry major, go into the 
manufacture in my basement of something which I  would simply call 
superduper goofballs. It would have amphetamine or some other 
hallucinatory drug in them. Could you presently come under existing 
law, do anything to prevent me from continuing the manufacture and 
dispensing of  these ?

Mr. Larrick. Would you sell them outside the State or buy your 
raw materials outside the  State?

Mr. Gilligan. Le t’s assume I do not. I purchase the drugs at a 
local drug  house—although I suppose many of them can be traced 
overseas or something eventually.

Mr. Larrick. If  your raw materials came from outside the State 
or if  your finished mater ials move outside the State  and you conducted 
the type of operation you have described, you would not have regis
tered under the statu te—that  is a c riminal act. We probably would 
find th at your manufacturing  controls were not adequate and tha t is 
a criminal offense under  the statute.  We probably, analyzing your 
materials,  would find tha t they were n ot up to the potency or were 
contaminated with bacter ia or were dangerous, and tha t would be a 
violation of the  statute . Under circumstances th at you recite I  think 
that using the ingenuity  that  the chairman is always asking us to use 
we would find some way to proscute you.

Mr. Gilligan. I wouldn’t a ttempt it, then.
Thank you, Mr. Chairman.
The Chairman. Dr. Carter?
Mr. Carter. No questions.
The Chairman. Mr. Larr ick, although you have presented a very 

good statement, and I share the comments of other members in com
pliment ing you for  it, and although you have presented for the  record, 
I believe, a three-and-a-half-page b rief and analysis of the bill, some 
question was raised this morning about the exemptions.

Now, what does the bill provide, exempt everybody and then turn  
around and have a protest which if they do certain things they are 
brough t under it? Is  tha t the procedure? Maybe Mr. Goodrich 
would want to talk  to this.

Mr. Larrick. I do not  follow the question.
The Chairman. Well, take section 511 on page 4. The section starts 

out “no person shall manufacture, compound or process a depressant 
or stimulant dru g” and so forth , except this prohibi tion shall not 
apply to the following persons. And then the bill says who the pro
hibition shall not apply to. Tha t goes clear on through  page 6. Is 
tha t just a draf ting technique?

Mr. Larrick. Yes, sir. This is a technique as I  understand it. de
signed to let the record show conclusively who is entitled to deal in 
these drugs without being  bothered by the Government.

Mr. Goodrich. The overall purpose is to define the legit imate chan
nels of commerce and to restrict these drugs within those channels and 
make possession outside the channels an offense.

The Chairman. I thought we already had tha t under present law.
Mr. L arrick. No, sir.
The Chairman. You mean anybody can go in to the manufacture of 

drugs now i f they wan t to ?
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Mr. Goodrich. No; under the law we passed in 1962 he has to regis> 
ter and a few other things. But  there is no licensing provision, there 
is no restriction on the type of person.

The Chairman. Well, he has to registe r and then  he has to comply 
with all th e requirements as to the product he is manufacturing.

Mr. Goodrich. He has to have good manufactur ing practices and 
the other factors  tha t we had in there. But there is no specification 
as to who may legitimately  possess these drugs.

Mr. Larrick. This deals with possession primar ily.
The Chairman. What I  am trying to get at is thi s: Are we adopting 

a new procedure  with  reference to anyone who m ight want  to  go into 
the manufacture or processing of the drug?

Mr. Goodrich. We a re specifying  here the legitimate persons who 
can have them at each level.

Now, under existing law there  are some regulations under 502 (f) (1), 
failure  to bear adequate directions f or use of drugs, which in a general 
way cover this  same thing, but not in terms of the specificity tha t we 
have here.

Mr. Larrick. And we are put ting in law something tha t in the other 
case is in the regulation.

Mr. Goodrich. Right.
The Chairman. In other words, you are saying a man who is reg

ularly engaged, who has registered, or who is in th e legitimate  chan
nels of distribution  is exempted.

Mr. Goodrich. Right.
Mr. L arrick So long as he continues to do business only in legiti 

mate channels and with legitimate doctors.
The Chairman. And the same approach to the wholesaler, the 

wholesale druggist, and the  pharmacist,  hospitals, and so forth.
Mr. Goodrich. Right.
The Chairman. I believe you said tha t you have not had any con

sultation  with the Department of Just ice.
Mr. Larrick. On tha t one point of confiscation of automobiles. 

Tha t was the point I believe that the Budget  Bureau  thought they 
would be concerned with.

The Chairman. Well, I was somewhat intrigued with the sugges
tion you had this  morning to give you the autho rity when you found 
an automobile tha t we being used, to  take it and start using it for 
your own.

Mr. Larrick. Tha t is an imitation of wha t is in the statutes  deal ing 
with narcotics and bootleg liquor. They have that  power now.

The Chairman. They have the authori ty now ?
Mr. Larrick. I th ink the language-----
The Chairman. If  they seize an automobile tha t is engaged in 

narcotics traffic then under  the law they can refuse and usually do to 
return it back to the person. But I thought tha t they had to sell i t 
or dispose of it by sale at public auction.

Air. L arrick. Years ago the Secretaries  of th is Department used to 
get the ir cars th rough this procedure, from the Narcotic Bureau . The 
General Services Administration would exercise general supervision 
over all cars, no matter how procured. And they would say what 
happened to these cars. They could say they would be assigned to a
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Government agency, o r they could say they would be sold. If  they 
felt it was an economy to the Government to use them, they would turn  
them over to them.

The Chairman. Th at is revealing.
Commissioner, thank you very much for your patience and your 

presence here today,  togethe r with your associates. We apprecia te 
the thorough discussion you have given us on this subject. If  there 
are any other questions that  arise during the course of the hearings, 
we will suggest to you later meetings.

Mr. Larrick. I thank you very much for the usual very pleasant 
hearing  which always is a great  challenge to one’s knowledge of the 
subject, because you sure go into it in depth.

The Chairman. Well, thank you very much. We hope to  make a 
good record.

(The following lette r was received for the reco rd:)
Depar tmen t of H ea lth, E ducation, and W elfare,

F ood and D rug Administra tion , 
Washington, D.C., Febr uary 8,1965.

Hon. Oren Harris,
Chairman, Comm ittee on Intersta te and Foreign Commerce,
House of  Representa tives,
Wash ington, D.C.

Dear Mr. Chai rma n : As you requested at the hearing on H.R. 2 on January 
27, 1965, we are supplying for the record: (1 ) information on the drugs Glu- 
tehimide, methyprylon, ethclorvynol, ethinamate, meprobamate, and clordiaze- 
poxide and (2 ) a precise definition of barb ituate and amphetamine.

I. Question: Are these six drugs simila r to barb itura tes and amphetamines 
in therapeutic u se? Chemical structu re? Physiological effects?

(a ) Therapeutic use and physiological effects?
All six subject drugs are central  nervous system depressants  and in this 

respect resemble the barb itura tes in tha t they lower the level of central  
nervous system excitabili ty. Because of some of the undesirable side effects 
of the barbi turates, such as physical and psychic dependence, “hangovers.” 
paradoxical excitement, and suicidal attempts, some of the nonbarbitu rate 
hypnotics and sedatives were developed. Glutethimide, methyprylon, eth
clorvynol, and ethina mate fall into this group of no nbarb iturat e depressants. 
These fou r sedative-hypnotics are somewhat less potent central  depressants 
than the barbitura tes. Patients  who are unable to take barb itura tes or 
react  poorly to them may be able to take the newer non-barbituric-acid de
rivatives. It  will be noted tha t chronic use of all these drugs produces 
incoordination, impaired judgment, a nd drowsiness.

The barb itura tes act  as sedative-hypnotic-anesthetic agents. Glutethi
mide, methyprylon. ethclorvynol, and ethina mate resemble the barb itura tes 
as sedative-hypnotics. Taken at bedtime, they relieve insomnia, and ad
ministered during the day in small doses, they reduce restlessness and 
emotional tension. In  large r doses, they may produce deeper degrees of 
depression.

Meprobamate and chlordiazepoxide are  used as “tranqui lizers” implying 
they lower the level of centra l nervous system excitab ility without  inter
fering with the pati ent’s sensorium. They a re fur the r classified as “minor” 
tranquilizers, in tha t they are  useful mainly for the symptomatic treatm ent 
of the common psychoneuroses and as adjun cts in somatic disorders com
plicated by anxiety and tension. (They are not effective for control of 
severely disturbed psychotic patients , as are  “major” or more potent tra n
quilizers, i.e., the phenothiazines.)

The six subject drugs are  not simila r to amphetamines, which a re central 
nervous system stimulants, raising  the level of centra l nervous system excit
ability. Amphetamines are classified as sympathomimetic amines in tha t 
they mimic the actions of the  sympathetic nervous system, but their  central 
effect is more prominent than  thei r periph eral autonomic effect. Ampheta-
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mines, there fore,  have  a tota lly  opposite effect tha n the six drug s cited  above, in that  they cause  increaeed  wakefu lness, attentiveness, and aler tness. They also act to supress the  appetite, and are  used as  an adjun ct in the management of obesity. Because of the increased sense of euphoria produced by the amphetamines , they  have been widely used in the  treatm ent  of depression and alcoholism. They may also be used in the  management of narcolepsy, postencephalitic parkinson ism,  and as ana leptics  to overcome the depression caused by overdosage of some of the sedat ives.  Drug abuse and psychic dependence on the  amphetamines may occur in individuals with unst able  personalit ies. These drug s are con trai ndicated in sta tes  of hyper tension, card iovascu lar d isease,  hyperthyroid ism, hyperex citability, and  agita ted  prepsychotic states.
(b ) Chemica l st ruc ture .

None of the six subject drugs resembles amphetamine chemically .The  barbi tur ate s fea tur e a nitrogen-containing heterocyclic  ring. A dif fer ent nitrogen-containing heterocyclic ring  is found in chlordiazepox ide, glute thimide, and methyprylon. Meprobammate and eth ina ma te c onta in the  carbam ate  moiety giving  some chemical resemblance to the  nitrogen-containin g ring  of the  barbi turate s. Any chemical resemblance th at  exists, however, is not sufficient to regard  any of these s ix as belonging to the ba rbi tura te  class of drugs.
II . Question: Are these  drugs a ddic tive?  Do they  cau se physical dependence? Are they habitu atin g?

All six of the subject drug s cited apparen tly may produce hab ituation and  addic tion,  as defined by the  W orld Health  Organization. (See atta che d WHO definitions.) Sudden wi thd raw al of any of these drugs af te r chron ic use at  high dosage level produces withdrawal symptoms similar  to those occu rring  aft er  barbitu rat e withd raw al, e.g .:
(1) Excitement.
(2) Gastro inte stinal symptoms.
(3) Delirium.
(4) Hallucination s.
(5) Delusions.
(6) Convulsions.
(7) Cardiovascu lar collapse.

For information on the physiologic effects and addic tion pote ntia ls of the six drugs cited, the re is att ach ed an information sheet  for  each drug.Also at tached  is a copy of a n art icle by Dr. Car l F. Essig  of the  Natio nal In sti tu te  of Mental Hea lth which was published in “Clinical Pharmacology and Therape utics,” May-June 1964, describ ing the  addictive propertie s of these six drugs.
II I.  Quest ion : Do the  ma nufac tur ers  who make these  drugs also make ba rbitura tes  and am phetamines?

In  regard to the  ques tion “Do the  manufacture rs who make these drugs also make bar bit ura tes  and ampheta mines?” , a search of the  available  publica tions listin g drug dis tribu tor s indicates th at  the Eli Lilly  Co. (ethin ama te) , Ciba Pha rma ceu tica l Co. (glute thimide) . Abbott Lab oratories (eth- chlorvynol), and Wyeth Laboratories  (mep robamate ) dis trib ute  one or more barbi tur ate s and one or more produc ts c lassified as sympathomimetic  agents, though not necessarily amphetam ine. Roche Laboratories (methyprylon and chlordiazepox ide) is list ed as a supplier of at  lea st one ba rb itu ra te ; Wal lace Labo rator ies (meprobamate) marke ts a prod uct containing dex troamphetamine in combinat ion with meprobamate, and Riverton Laborator ies, ano the r manufacturer of meprobamate, is not liste d in these  sources as a supplie r of ba rbi turate s or am phetamines.
We have no t dete rmined w hether  these firms manufacture  the barbi tur ate s and  sympathomimetic  agents which th ey supply.

IV. Qu est ion : What is the precise definition  for  the record  o f: Amphetamines? Barbi turate s?
(o) Amphetamine is a substituted beta-phenylethylamine  having sympathomim etic effects. Its cen tra l nervous system stim ula ting effect is prominent,  perm ittin g its use as an analepti c and  also lead ing to its abuse. Th is stim ula ting  actio n is presen t in its chemical isomers  (pa rtic ula rly  the  dextro form) and in chemically similar  sympathom imet ic amines  such as metham phetamine .
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(Z>) A b arbit urate  is a sub stit uted der ivat ive of bar bituric acid (malony- 
lurea)  having centr al nervous system dep ressan t prop ertie s with clinical 
usefulness as a sedative, hypnotic, or anesthetic.

We hope this informa tion  will answer  the  committee’s questions.
Sincerely  yours,

Geo. P. Larrick,
Commissioner o f Food, and Drugs. 

The W orld H eal th Orgapization  defines a dd ict ion :
“Drug addiction  is a sta te  of periodic or chronic  into xica tion  de trim ental to 

the  individual and  society, produced by the  repeated  consumption of a drug 
(natural  or s yn thet ic). It s c harac ter isti cs inc lud e:

“ (1) An overpowering des ire or need (compulsion) to continue tak ing  the 
drug and to obtain  it  by any  means ;

“ (2) A tendency  to increa se the  dose ; and
“ (3) A psychic (psychological) and sometimes a physical dependence on the 

effects of the drug” (WHO Technical  Repor t Series 21 ,1950).
Definition by the WHO Expert Committee on Drugs Liable To P roduce Addic

tion : “Drug  addiction is a sta te of periodic or chronic intox ication produced by 
the  repeated  consumption of a drug  (natural  or syn the tic). Its  cha rac teri stic s 
inclu de :

“ (1) An overpowering desi re or need (compulsion) to continue tak ing  the 
drug and to obtain  it by any means ;

“ (2) A tendency  to increase the  dos e;
“ (3) A psychic and generally a  physical dependence on the effects of the dr ug ; 

and
“ (4) An effect det rim ental to the individual  and  to society.”
“Drug hab ituation is a condition resulting from the  repeated  adm inistra tion 

of a drug. Its c harac ter isti cs inc lud e:
"( 1)  A des ire (bu t no t a compulsion) to continue  ta king the  drug  fo r the sense 

of improved well-being t ha t i t enge nders ;
“ (2) Li ttle  or no tendency to increase the d ose;
“ (3) Some degree of psychic dependence on the effect of  the  drug, bu t absence 

of physical dependence and hence of an abstinence s ynd rom e; and
“ (4) A det rimental effect, if any, primarily  to the  individual” (JAMA, 163: 

1622.1957).
(In  addict ion, the re is physical dependence;  in habituat ion  the re is psychic 

but  no phys ical dependence. Am. Pra ct.  & Digest Tre at.,  8:1100, Jul y 1957, 
H. G. Sahl. )

The addiction  syndrome inc lud es: physical dependence, psychologic depend
ence, and the development of tolerance. (F. L. Fan cet t, Proc. Staff Meetings, 
Mayo Clinic, 33: 45,1957.)

WHO Technical Report Series No. 273, “WHO Exper t Committee  on Addiction- 
Producing Drug,” 13th report , 1964. Page  9, Terminology in Regard to Drug  
Abuse :

“Dru g dependence” i s defined as a sta te aris ing  from repe ated  adm inistration 
■of a drug on a period or contin uous  basis * * *. The Exper t Commit tee recom
mends substitutio n of the term  ‘drug  dependence’ for the  term s ‘drug addiction’ 
and ‘drug habituation .’ ”

Page  13, under  “Types of Drug Dependence” :
“Drug dependence of morphine type * * * The  abst inence syndrome is the 

most chara cte ris tic  and dist ingu ishin g fea tur e of drug dependence of morphine 
type.

“Drug  dependence of ba rbitu rate type * * * The abstinence syndrome, etc.
“Drug dependence of cocaine type * * * (no phys ical dependence, so no abs ti

nence syndrome).
“Drug dependence of amphetamine type * * * (no physical dependence or 

abstin ence syn drome).
“Drug  dependence of cann abis  type * * * (m arihuana) no physical depend

ence.”



118 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

CHLORDXAZEPOXIDE

(Librium, manufactured by Roche; also in combinations such as Librax) 
Chemical structure

Action and uses
Relief of anxiety and tension; injected, for relief of agitation and hyperactivity. E.g. : tension headache, preopera tive and postoperative apprehension, premenstrual tension, chronic alcoholism, behavior disorders in children, and “whenever anxiety and tension are concomitants of gastro intestinal, cardiovascular, gynecologic, or dermatologic disorders,” hysterical and panic states, psychoses, drug withdrawal symptoms.

Side effects
Drowsiness, atax ia, syncope, paradoxical reactions  (excitement, stimulation, elevation of affect and acute rage), rashes, nausea, change in libido, ag ranulocytosis and hepatic dysfunction. “Withdrawal symptoms following discontinuation of therapy have not been reported when recommended dosages have been employed; however, abrupt cessation aft er prolonged overdosage (300 to 600 milligrams daily for more th an 5 months) has produced withdraw al symptoms similar to those seen with barb itura tes or meprobamate (including convulsions). Caution must therefore be exercised in administering the drug to individuals  known to be addiction-prone, or whose history suggests they may increase the dosage on their own initiative .”

Precautions
In the elderly limit  dosage to preclude ataxia  or oversedation. “As is true of all CNS-acting drugs, until  the correct maintenance dosage is established, patients should be adivsed agains t possibly hazardous procedures requiring complete mental alertness  or physical coordination. In general, concomitant administ ration with other psychotropic agents is not recommended * * Possible combined effects with alcohol. “The usual precautions in treat ing patients with impaired renal or hepatic function should be observed.”

Dose
Oral: 5-10 milligrams t.i.d. or q.i.d. up to 20-25 milligrams t.i.d. or q.i.d. Children.
Pa ren ter al: 50-100 milligrams I.M. or I.V. init ially—followup doses. Need to individualize.

ETHCHLORVYNOL

(Placidyl, manufactured  by Abbott)Chemical structure

CH aCHj OH  
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Action and uses
“A nonbarbiturate hypnotic-sedative * * * used as a hypnotic to treat insomnia due to mild nervous tension, anxiety, or excitement, and as a daytime sedative in the management of mild anxiety and tension states. It  is often used preoperatively and also as a sedative during labor. It is particularly  useful when barbiturate s are contra indicated or not desired.”
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Precautions

“Habitua tion may develop. In cases of prolonged administ ration, physical 
dependence may be evidenced by withdrawal  symptoms upon sudden discon
tinuance of this  drug. Thus, the drug should be gradually  tapered  off rathe r 
than abrup tly withdrawn. An exaggerated response may occur when the drug 
is administe red along with alcohol or  other sedative-hypnotic agents.” 
Overdosage

(Only trea tmen t of  acute overdosage discussed.) “Pentylenetetrazol has been 
shown to be the analeptic of choice * *
Side effects

“Hangover” discussed, nausea, syncope, mild excitation.
Dosage

500 milliagrms h.s. for hypnosis. For daytime sedation: 100 milligrams 
b.i.d. to 200 milligrams t.i.d. for adults. As a premedicant: 200 to 500 milli
grams the evening before surgery. As a sedative in lab or: 500 or 1,000 milli
grams at  the onset of labor followed by 1,000 milligrams in the hospital afte r 
routine preparation  for delivery.

ETHINAMATE

(Valmid, manufactu red by Lilly)
Chemical structure

o
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Action and uses

“For simple insomnia caused by mental unrest, excitement, fear, worry 
apprehension, or extreme fatigue.” Sedative. Not a barbitu rate  and not habit  
forming, according to the manufacturer.
Side effects and precautions

Occasional physical dependence by emotionally disturbed persons. “In such 
instances, when the medication was abruptly discontinued, w ithdrawal symptoms 
were observed, including convulsions.” Therefore, if patient has been taking  
overdoses, withdraw slowly and gradually. Mention of abuse.

Not suitable for continuous daytime sedation.
Dosage

One or two table ts 15 to 20 minutes before retir ing—some patients require  
more (tablets are  0.5 gm.).

GLUTETHIMIDE

(Doriden, manufac tured by Ciba)
Chemical structure

N
Action and uses

“An orally effective nonbarbiturate  sedative for nighttime, daytime, and 
preoperative sedation * * * durat ion of action is short—4 to 8 hours. Thus, 
it rarely causes ‘hangover.’ In recommended dosage, glutethimide does not 
cause respi ratory depression (a par ticu lar advan tage in preanesthetic seda
tion) * *
Precautions

“Careful supervision of dosage is advised, especially for patien ts with a 
known propensity for taking excessive quantitie s of drugs. Excessive and pro
longed use of glutethimide in susceptible persons (e.g., alcoholics, former addicts,
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and  othe r severe psychoneurotics) has  sometimes resulted in dependence and  
withdrawal re actions  * *
Overdosage

(Long discussion.)  “Effects of glutethimide are  exag gera ted by alcohol and  
other sedat ives.” Acute, chronic  overdosage  ♦ * *. “Avail iable info rma tion  in
dica tes that  abrup t discon tinuance of glutethimide af te r prolonged overdosage 
will, in most cases, cause  withdrawal symptoms. These symptoms range from 
anx iety  to grand mal seizures, and include abdomina l cramping, chills, numbness 
of extre mities, and difficulty in swal lowing.” Treatme nt of chronic glu tethi
mide intoxica tion discussed * * * stepwise reduction  * * *. “Phen othiazines, 
anticonvulsan ts, and shor t-act ing b arbit urate s have been a dminis tered duri ng  the  
period  of w ithd raw al, but  clear advantage s o f this  th erapy have not  been shown." 
Dosage

Insomnia, 0.5 gm. h.s. Dayt ime sedation, 0.125 to 0.35 gm. t.i.d. af te r meals. 
Tota l daily  dosage above 1 gm. is not recommended for  continuing ther apy .

MEPROBAMATE

(Equanil,  manufactured by W yeth; Miltown, manufactured by Wa llac e; Mepro- 
span, manufactured by Wallace; Meprotabs, man ufactured  by Wa llace;  also  
exi sts in many  combinations with  oth er drugs , such as d-am phetaminer. hydrochlorothiazide, decadron, et c.)

Chemical str ucture
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H,N— O C H r-  C—C H jO - ^ — NH ,

CHa
Act ion and uses

Eq ua ni l; Anxiety control and  ske leta l muscle relaxation. Tranqu iliz ing 
action  different from the barbitura tes . No side effects such as depress ion, 
undue sedat ion, bizarre ext rapyramidal  react ions.  Also used as an ant icon 
vulsant, as in pe tit  mal epilepsy. Not of proven value in gran d mal and may 
sometimes precip itat e grand mal attacks in persons susceptib le to both  gran d 
and pet it mal. “Although not a hypnotic, Equanil fosters norm al sleep through 
both i ts antianxie ty and muscle -relaxant pro per ties .”

Miltow n: Effective in anx iety  and tensio n stat es, muscle rel axan t in orth o
pedic and rheumatic  condit ions and in cer tain  neurological conditions such 
as cerebral  palsy . Sometimes used as an anticonvulsant agent in pe tit  mal 
epilepsy. Although not  a hypnotic, fosters  normal sleep, etc. Supportive therapy  
of the  alcoholic.
Imp orta nt precautions

Eq ua ni l: Excess ive and prolonged use in suscept ible persons has  been re
ported to result  in dependence on or hab ituation to the drug. Reduce dosage 
slowly if it has  continued for  weeks or  months. Pa tie nts  on meprobamate  
may have lowered tolerance to alcohol. “Should  drowsiness, ata xia , or visua l 
disturbance occur, the dose should  be reduced . If  the symptoms continue, the 
pat ien t should  not opera te a motor  vehicle or any dangerous  machinery.”

Miltown: Excessive and prolonged use, in suscept ible persons has been re
port ed to res ult  in dependence on the  drug. Withdraw  slowly. Motor  vehicle 
warn ing.  Alcohol warning . In pa tients  prone to both pe tit  and grand mal 
epilepsy, meprobamate may sometimes precip ita te grand mal atta cks . Give 
caut ious ly to s uicid al patient s.
Indications

Equan il: As above, plus management of chronic alcoholics and  nocturnal 
enuresis in childhood.
Side effects

Equan il: Drowsiness, ata xia , allergies, anemia, etc. “Lemere  has rais ed the 
question of possible habit  form ation * * Especially  alcoholics. Suicidal  
attempts.

Miltown: Above, plus fa st  EEG activi ty.
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Contraindications
Equ ani l: History of previous hypersensitivity reaction.
Miltown : Same as Equanil.

Dose
Equ ani l: 400 mg. t.i.d. or q.i.d. up to 2,400 mg. daily. Children * * *. 
Miltown: 400 mg. tablets  t.i.d. or q.i.d., not above 2,400 mg. Children * • *.

METHYPKYLON

(Noludar, manufactured by Roche)
Chemical structure

Action and uses
Insomnia—“brings restful  sleep to all types of insomniacs, even those who are 

overanxious or tense * * * low in toxicity, well-tolerated by all age groups, 
including elderly patients , and cumulation or addiction is unlikely.”
Dosage

One capsule (300 mg.) h.s. Do not exceed recommended dosage.

The Chairman. Is Mr. Rooke here, Mr. Ralph Rooke?
Mr. Rooke, we understand you are here in behalf of the National 

Association of Retail  Druggists and that you have with you the 
Honorable Philip  F . Jehle, Washington representative , associate gen
eral counsel of the organization. We are glad to have you. If  you 
have a s tatement we will be glad to have you present it to us.

STATEMENT OF RALPH R. ROOKE, IN  BEHALF OF THE NATIONAL
ASSOCIATION OF RET AIL DRUGGISTS; ACCOMPANIED BY PH IL IP
F. JEH LE,  WASHINGTON REPRESENTATIVE AND ASSOCIATE GEN
ERAL COUNSEL OF THE NARD

Mr. Rooke. Mr. Chairman, my name is Ralph R. Rooke and for 
44 years I have practiced pharmacy in Richmond, Va., where I now 
own and operate three community drugstores.

I am a past president of the Virginia Pharmaceutica l Association 
and the National  Association of Retail Druggists.

My appearance here th is morning is as chairman of th e Committee 
on National Legislation of the National Association of Retail  Dru g
gists, which has its headquarters  at 1 E ast Wacker Drive, Chicago, I ll.

Accompanying me is Philip  F. Jehle , Washington representative and 
associate general counsel of the NARD.

As you know, the NARD is a professional association having a 
nationwide membership of more than 38,000 independent drugstore 
owners. The NARD  speaks for  these family  pharmacists on all 
national legislative matte rs affecting the ir professional and business 
interests.

Let me express at  the outset the apprec iation of the Nation’s inde
pendent druggists for your committee’s decision to explore fully  
and objectively the need for special Federa l controls for depressant
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and stimulant  drugs. The informat ion to be developed through  these 
public hearings can and, I am sure, will be of invaluable assistance in 
clarifying the competitive and professional issues involved in this 
extremely important subject.

As we read the bill, II.R.  2 is intended to assist the Food and Drug 
Administration in wiping out, once and for all, illegal trafficking in 
amphetamines, barbiturates, and such other drugs as are capable of 
producing serious depressant and stimulant effects. Toward th is goal, 
the bill establishes the following stringent Federal controls on the 
manufacture, sale, and distribution of stimulant and depressant d rugs :

(1) Production would be limited to  pharmaceutical manufacturers 
registered with the Department of Health, Educat ion, and Welfare.

(2) Distribution channels from the pharmaceutical manu facturer 
through the pat ient, including drug  wholesalers (registered) and retai l 
druggists and all clinics and laboratories , but exempting medical 
practitioners, would be accountable for all such drugs manufactured, 
shipped, received, sold, dispensed, or distributed.

(3) All individuals and corporat ions handling such drugs  would 
be required to keep detailed inventory  records for inspection by FDA 
agents. The prescrip tion files of  the pharmacist would be subject to 
such FDA inspection.

(4) FDA agents would be authorized to carry  firearms while per
forming their inspections and investigations.

(5) The HE W Secretary would appoint a professionally qualified 
advisory committee to assist h im in resolving scientific questions per 
tain ing to stimulant and depressant drugs.

With the praiseworthy objectives of II.R.  2, the NARD  and its 
members are m complete agreement. Righ t-thinking Americans every
where are interested in efforts to  suppress illegal trafficking in stimu
lant  and depressant drugs. But,  while endorsing the proposed legis
lation in principle and purpose, the NARD must register  its  vigorous 
objection to the bill’s authoriz ing FDA agents to inspect, among other 
business and professional records, the pharmacist’s prescription files. 
II.R.  2, no matter  how meritorious i t may be in general, should not be 
allowed to be used as a stalk ing horse by FDA for  grabb ing more 
enforcement power than  is actual ly needed and will perhaps be 
wisely used.

As th e members of this committee know, FDA officials have tried 
for many years to get statutory authority  to search the pharmacist’s 
professional records, including his prescrip tion files. However, with 
commendable consistency, the Congress lias withheld such powers 
from the Food and Drug  Administra tion as being unjustified. Un
fortunately, the message implicit in these congressional decisions— 
the lates t being in 1962 when the Harr is-Kefauver drug amendments 
became law—seems to  have been lost upon those inten t on assuming 
new and broader authority for themselves.

This committee should in our opinion reject FDA’s latest plea for 
prescript ion file inspection authority  just  as it has all previous re
quests. FDA  should not be granted  authority which would (1) un
justly discriminate against the profession of pharmacy (the medical 
profession, which dispenses la rge quantit ies of drugs, including stim
ulant and depression drugs, is exempted completely from the bill ),
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(2) broadly duplicate  State drug enforcement activity, and (3) be 
unnecessary since almost all druggists voluntarily cooperate with 
FDA  agents and search warrants are available to deal with  the others, 
whenever probable cause exists.

On the  subject of H.R. 2’s discriminat ion against the profession of 
pharmacy,, much more than the  pharmacist’s pride is involved. Mem
bers of th is committee are  aware t ha t in many sections of the country, 
retail pharmacists and dispensing physicians; tha t is, doctors who sell 
drugs to their  patients , are in vigorous competition. Therefore , to 
apply H.R. 2’s onerous and expensive requirements to pharmacists 
while exempting physicians, grants  a tremendous competitive advan
tage to the latter. I cannot conceive of this committee’s taking such 
unjus t and unw arran ted action.

Mention must also be made tha t the exemptive language of H.R. 
2 relieves physicians, insofar as stimulants and depressants are con
cerned, of thei r obligation under  existing  law to mainta in records 
of drugs dispensed to thei r patients. (See CCH Food, Drug, and 
Cosmetic Law Reporter at par.  70,193.111.)

As a result of the public hearings be ing held on H.R. 2, I think it 
probable th at this committee will decide tha t the  proposed legislation 
would strengthen the national  campaign agains t illicit trafficking in 
stimulants and depressants. Such favorable action would be sup
ported by the Nation’s independent druggists provided the committee 
makes it abundantly clear that it  has no intention of authorizing FD A 
agents to inspect prescript ion files. To insure this result, the com
mittee may amend the bill to include pharmacis ts as well as physi 
cians in the bill’s exemptive language.

Thank you, Mr. Chairman, for  this opportunity  to present the  views 
of the Nation’s independent druggists on this extremely important 
legislation affecting the profession of pharmacy.

Mr. Chairman, aside from my prepared statement, I have here a 
summary prepa red by the pink sheet of last  fal l’s CBS television pro
gram dealing with abuse of amphetamines and barbitura tes in which it  
is s tated very clearly where these illicit drugs are obtained, and how 
easily they are obtained, and in which, in my opinion, the FDA  has 
the authority already to control, and 1 would like to include tha t in 
the record.

The Chairman. Very well. You may include it with your state
ment.

(The document referred  to follows.)
S um m ary  P re pa re d by  t h e  P in k  S h e e t  of  L ast  F all ’s C B S  T el ev is io n  

P rogram  D ea lin g  W it h  A buse  of  A m ph e t a m in e s  an d B arb it urat es

EXPER IENCE OF FICT IT IO US  M ’MULLEN SERVICES IN  GETTING BAR BITU RATES AND 
AM PH ET AM IN ES  : FROM CBS TELEV ISIO N SEPTEM BER  2

Fir st, we found th at  in many Sta tes wholesale rs of b arb itu rat es,  amphetam ines , 
or othe r Rx drugs are requ ired to obtain a license and to keep records of pu r
chases and sales. Those who repackage and  sell in in ters ta te  commerce a re  gen
era lly  requ ired  to reg ister with the FDA—and according to the FDA, manufac
tu rers  should check on the leg itimacy of a new wholesale buyer.

But to wh at exten t can a would-be wholesaler withou t reg ist rat ion  or license 
number purchase quantiti es of ba rb itu rate and  amphetamine  drugs from  leg iti 
mate produce rs or m anu fac turers?

To find out we cre ated McMullen Services. In New York City on May 4, 1964, 
McMullen Services ren ted  an office in thi s build ing at  35 W est 45th Street . In  

43-8 76— 65-------9
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room 6 05 we began operat ions. We orde red 250 let terhea ds and envelopes. The 
lett erh ead  included our telepho ne numbe r, which  was not listed in the  telephone 
directory,  a nd the  words  “E xpo rt-Imp ort. ”

At the  Fi rs t Natio nal City Bank  of New York we opened a reg ula r checking 
account.  Nex t we bough t a copy of the Dru g Topics Red Book. Thi s book lists  
drug  manuf act ure rs th at  sell ba rb itu rate and amphetamine drugs.

Then we se nt out let ters to 24 companies in 11 Stat es requ esting their catalog s. 
We received price catalogs with  no ques tions  asked  from 17 of the 24 drug  com
panie s co ntacted. We elim inate d five of the se because  th ey have sale s r epr ese nta 
tives  in the New York ar ea  who could easily check on us. Th at left us with  12 
companies—and  we placed  orders  with a ll of them.

In Phi lade lphia, Richlyn Lab ora tori es said  no sale unles s you send us your  
FDA reg istr ation number. But Harvey Lab oratori es aske d us no questions , 
prompt ly shipped us a car ton  in response to our  orde r fo r 40,000  phe nobarbi tal 
table ts. Ja n Laboratories—also in Phi ladelphia—filled our orde r for  2  p ounds of 
amph etam ine sul fate powder and  4 ounces of ph eno barbita l powder.

In  Worc ester,  Mass., Cowley Pha rma ceu tica ls asked  us no questions and  shipped 
us a car ton  invoiced for 100,000 phe nob arb ital  tab lets and 5,000 amph etamine 
capsules.

In  Chicago, Savoy Drug  refus ed to ship  withou t rece ipt of o ur license  number, 
as did Bates  Laboratories, which demanded our FDA reg istr ation  numbe r. But  
Maizel Lab oratori es did not  check with us, and filled our ord er for  5,000 vials of 
phen obarbital .

In Por tlan d, Oreg., H aack  Lab oratori es respond ed to our order for 25,000  phe
nob arbital  ta blets .

In Balti more , Md., the  Ba rre  Drug  Co. asked  for  our Sta te license  number, 
but  Ca rrol l Chem ical did no t question us, and filled the orde r of McMullen Services 
for  50,000  phe noba rbita l tablets.

In Miami, Fla.,  we place d an order with Zirin Labo ratories.  Zirin accepted 
the  ord er wit hou t question.  Bu t the actua l shipment, 5 pound s of amph etamine 
powder—equ al to 441,00 0 5-mill igram tab lets—came from Hexagon Laborat orie s 
in New York City. Hexagon, a producer  of amp hetamine powder, did not ques
tion McMullen Services.

In the mood of confidence, McMullen Services t hen wro te to 27 more companies. 
This  time  we asked  for  direct  price  quo tations  on generally  lar ger  amounts of 
ba rbitu rat es  and amphetamines. Only 13 of the 27 companies complied with  
our  requ ests. We placed orde rs w ith seven of them.

From Canton , Ohio, Bowma n-Bra un Pha rma ceu tica ls shipped a car ton labeled 
75,000 ph enob arbi tals.

From Buffalo, N.Y., Dir ect Labor atories  also sent us a ship men t invoiced as 
75,000  phen obar bital , bu t Ba rry  Ma rtin  Pha rma ceu tica ls in Miami and four  
othe r companies refused to ship—unless McMullen Services pres ente d an 
auth oriz atio n.

Kirk man  Lab oratories in Seat tle, Wash.,  wen t fur the r. I t aske d the  New 
York Sta te Board  of Pha rma cy wh eth er a license  had  been issued to us. The 
board  sen t two ra ther  grim-faced insp ecto rs to pay a sur pri se visi t to McMullen 
Services. The  books of McMullen Services are  now closed. We hav e not opened 
the  cartons  we received. We hav e asked  the  FDA to do tha t.

We believe th at  we rec eived the  equiv alen t of 1,075,000 pills. Our tot al cost— 
$600.28 or abou t 6 cents per  hun dred pills. Th eir  re tai l price  in drug stores— 
about $6 a  hund red. Exper ts est imate  th at  t he  va lue of 1,075,000  p ills sold in the  
black ma rke t is between $250,000 and  $5 00,000.

To purcha se these  p ills we had  contacte d 51 companies—placed orders with  9 
of them. We do not know many of the  companies we conta cted attempted to 
investi gate  us. We do know th at  by the  time the  Sta te inspectors arrived , 47 
percent of our  orders had been deliv ered  by companies in eight Sta tes.  . . .

Mr. Rooke. Tha t concludes my statement, sir.
The Chairman. Is tha t the name of the atricle we are talking  about ? 

It  looks like a white sheet to me.
Mr. Rooke. Tha t is a reproduced copy, Mr. Chairman.
The Chairman. Thank  you very much for your statement.
Mr. Macdonald ?
Mr. Macdonald. No, thank you, Mr. Chairman.
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The Chairman. Mr. Springer?
Mr. Springer. You are the second person, Mr. Rooke, tha t I have 

congratu lated in the  14 years  tha t 1 have been a member of this com
mittee, for the brevity and completeness of  their statement. The last 
one who came here was Bobby Kennedy, the Attorney General, so I  
do believe tha t there is a great  deal to be said for being brief  and to the 
point, having a good statement outlining what you have in mind. 
This is it, and it is done in less than four  pages, which is a record on 
an importan t subject such as this.

Mr. Rooke. Thank you, sir.
Mr. Springer. I would like to turn , if I may, for jus t a moment, 

to page 2 of your statement, the second paragraph .
The first objection, as I understand  it, is that  it discriminates agains t 

you. You say in the second point, “broadly duplicates State drug  
enforcement activ ity.”

Now, would you tell me, for instance, in Virginia, what your State  
board of registration —in Ill inois it is called the S tate board of regis
trat ion and education, which has charges of narcotics and such.

Mr. Rooke. Yes.
Mr. Springer. Now, what kind of job or surveillance or inspection 

do they do in Virg ini a; for instance ?
Mr. Rooke. Sir, they have complete a uthority to inspect our pre

scriptions. If  we sell any of these prescriptions other  than on a physi
cian’s prescript ion, we are subject to revocation of our license to 
practice pharmacy.

Mr. Springer. Do they have the right to come in and  inspect your 
prescrip tion ?

Mr. Rooke. Yes.
Mr. S pringer. They do?
Mr. Rooke. In  all 50 States, I am confident.
Mr. Springer. In  other words, the  State  board of registration and 

education can come in and inspect any of your prescript ion boxes; is 
tha t correct?

Mr. R ooke. Yes.
Mr. Springer. Would that cover stimulants and depressants, too?
Mr. Rooke. Yes, sir.
Mr. Springer. In  other words, th at covers ba rbitu rates  and every

thin g that  is contemplated being covered by this bill?
Mr. Rooke. Any so-called legend drug, barbiturates, amphetamines, 

anything tha t requires a prescrip tion tha t cannot be filled over the 
counter, the State  law covers it.

Mr. Springer. In  o ther words you can at the present time only sell 
this by prescrip tion in Virg inia  ?

Mr. Rooke. That is r ight .
Mr. Springer. All this  is covered by this bi ll ; is tha t true ?
Mr. Rooke. That is right .
Mr. Springer. So we would then be inspected by your State  board ?
Mr. R ooke. Yes.
Mr. Springer. Now, how often, for instance, do they inspect in the 

State of Virginia,  ro ughly; once a month, once in  2 months?
Mr. Rooke. In  Virginia  someone stated  this morning that  some 

States  only have one inspector,  but in Virg inia  we have three. We 
are inspected every 60 days. I have enough inspectors. We recently
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added a third one so tha t all stores in the State of V irgin ia could be 
inspected regularly every 60 days.

Mr. Springer. Now, would you just give this  committee a little  bit  
of an idea of what kind of records you keep in your stores in Virginia. 
You have a particular store in which you have an interest. I believe 
tha t is true.

Mr. R ooke. Yes.
Mr. Springer. Wha t kind of records do you keep ?
Mr. Rooke. The only record we keep is the prescription. Of course, 

they have access to our invoices. They have access to the whole
saler’s invoices if they so desire. But  usually our prescription file6 
are the only things tha t they inspect.

I don’t know that  it is in the State law, but I  am confident that any 
wholesaler selling me from my store, and I have 2 pretty good prescrip
tion stores, i f I bought 10,000 amphetamine tablets, I am sure there 
would be some suspicion. And the board of pharmacy would prop- 
ably be notified tha t I had purchased this many.

That is the usual procedure and which I know has happened.
Mr. Springer. Now, th at is as to State drug  enforcement.
Mr. Rooke. Yes.
Mr. Springer. Now, in the thi rd  place you say:

be unnecessary since almost all druggis ts voluntar ily cooperate with FDA agents  
and search warrants are available to deal with the others whenever probable 
cause exists.

Mr. Rooke. Yes.
Mr. Springer. What do you mean by that?
Mr. Rooke. I would say that usually these inspections, these add i

tional inspections, come from cases wherein some member of some 
family has been getting hold of  some of these drugs and ta king  over
doses and maybe the husband or the wife has called the board of 
pharmacy and said “I  think  th at my husband,” or “my wife,” or “my 
daughte r” “is gettin g drugs from this part icul ar store. Will you 
look into it? ” And they look into it very carefully.

Mr. Springer. Would these search warrants be available to the Food 
and Drug Administration, or only to your State board or are search 
warrants available to FDA agents as well as your Sta te board of edu
cation and registra tion?

Mr. Rooke. Yes, sir.
Mr. Springer. In  other words, FDA  on probable cause can get a 

search warrant?
Mr. Rooke. They certainly can; yes, sir; they can in Virginia.
Mr. Springer. I s your counsel the re a lawyer?
Mr. J ehle. Yes, si r; I am.
Mr. Springer. Are you in agreement with this?
Mr. J ehle. Yes, s ir; I am. I am not saying it is a relatively easy 

mat ter but it is possible. I am sure that in the past FDA  has received 
such search warrants.

Mr. Springer. To whom do they apply, to the local court or to the 
Federal court?

Air. J eiile. Federal court, sir.
Mr. Springer. They apply to the Federal court?
Air. Rooke. Yes.
Air. Springer. Tha t is on probable cause, is th at right?
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Mr. Rooke. Yes.
Mr. Springer. And they have to show tha t to the Federa l judge or 

a commissioner of the Federal judge?
Mr. Rooke. Yes.
Mr. Springer. In order  to get the  warrant , is t hat  correct?
Mr. Rooke. Yes.
Mr. Springer. Th at is all, Mr. Chairman.
Mr. Rooke. Mr. Chairman, i f I  might add one other comment. One 

of our main objections to this prescription file inspection tha t Mr. Lar- 
rick didn't bring  out  th is morning would be just  the physical impos
sibility of anyone other th an a pharmacis t, a well-qualified, a pract ic
ing pharmacis t, to be able to ident ify these prescriptions once they 
inspected them. There are so many combinations of them, thousands 
of them, tha t would come under this act, and we as pharmacists feel, 
among other things,  th at these people coming in, I  don’t thin k enough 
pharmacists will be available, if  they had 1 fo r each State and we took 
50 out of the pharmacists available, it would create a shortage, tha t 
you could get that many.

I am quite confident no one o ther than a pharmacist who is com
pletely fami liar with formula or prescrip tion bottles; would be capa
ble of making these inspections, and it would certainly create a tre
mendous burden for pharm acists to have to undergo all that  inspection, 
particularly perhaps by someone who might not know what he was 
looking for.

Mr. Springer. Let me ask you, did you hear the testimony this 
morning ? Did you hear the testimony this  morning ?

Mr. Rooke. Yes.
Mr. Springer. Was there  any indication there by Mr. Larr ick as to 

approximately how many inspectors he would have to have to do this 
job nationwide ?

Mr. Rooke. I did not hear Mr. Larrick  sta te how many he thought 
he would need, no, sir.

Mr. Springer. Do you thin k it would take,  for instance, any more 
than three in the State of Virginia ?

Mr. Rooke. Wha t ?
Mr. Springer. Would it take any more than three in the State of 

Virginia?
Mr. Rooke. I would say th at i t would take at  least three and maybe 

four  or five could do a better job.
Mr. Springer. The same number th at you have for S tate  inspection, 

is that  correct ?
Mr. Rooke. Yes.
Mr. Springer. You inspect, then, you say, every 2 or 3 months?
Mr. Rooke. Yes. I would say certainly i t would take three and per

haps more.
Mr. Springer. That is all, Mr. Chairman.
The Chairman. You don’t contend tha t th is requires a periodic in 

spection by the HEW, the Food and Drug Administration?
Mr. Rooke. I thin k it  would just depend on how much inspection 

they wanted. I don’t know jus t how much; there is not implied here 
how much inspection is wanted or required.

The Chairman. They want authority  to go in  wherever they have 
grounds to believe that  a violation may be taking place.
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I don’t see that there is any requirement  or even any implication 
tha t this is a regular monthly or annual inspection procedure by the 
Federa l Government here.

Mr. J eiile. I would like to add just one thing, Mr. Chairman, if 
I may. It  is true tha t the number of inspections annually is not set 
forth anywhere in the bill. It  is left to admin istrative discretion, 
but I am sure tha t once FDA  gets this authority, which it has been 
working so strenuously for, for many, many years—I suppose ever 
since the first act was passed in 1906—that  FDA  will try  to just ify 
to Congress this new author ity. They will try  to show that they 
are using it aggressively and effectively.

We could expect FDA investigators to be running around inspect
ing stores a t any time of the day or night and causing a grea t deal 
of harassment.

I have been around government myself long enough to know tha t 
there would be some agents tryi ng to just ify thei r existence, and the 
more druggis ts they inspected, the  more their salaries would go up, 
and the more they inspected, the more help they would need.

We are all fami liar with Parkinson’s law. Within a relatively  
short period of time FDA would have more inspectors than in any 
other division, branch, or agency of the Department of Health, Educa
tion, and Welfare.

The Chairman. This has been a fear of the retail  drug  indus try 
over the years, but it is also recognized tha t throu gh this indus try 
there is a very large outlet for drugs which certain people are going 
to try to demand and obtain.

Mr. J eiile. Yes, sir; there are roughly  about 130 cases a year, about 
10 or 12 a month, something like tha t, and these are relatively insig
nificant cases.

The Chairman. I think it  was something like 1,100 mentioned this 
morning.

Mr. Jehle. Over a 10-year period.
The Chairman. Over a 10-year period in all ?
Mr. Rooke. I have practiced pharmacy in Virginia for 44 years, 

and I don’t know, I  don’t recall of but one pharmacist serving any 
time in any penitentiary  or jail for violation of these laws. And so 
I don’t know how far reaching it is in other States, but certainly  
down in Virginia we have not had it, and I think tha t is a pret ty 
good example.

And in my travels over the Nation and in my contacts with the 
pharmacists, tha t 1,300 in 10 years, I would say tha t many of those 
violations, several of them, were probably  of the heart  and not of 
the mind, because I  do know of instances where the pharmacists have 
been shocked with the tale of woe that  they could not reach their  
physician and they needed a few tab lets to tide them over until they 
could get him, and have been arrested on tha t account.

The Chairman. We will go into that a little  later. Mr. Pickle, 
do you have any questions ?

Mr. Rooke. Mr. Chairman, our organization conducts an educa
tional program through our Journal , in attem pting  to  tell our phar
macists how not to make these mistakes. I frankly don’t th ink tha t 
this is a problem.
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I don’t think the amount of these preparations  tha t go through 
the drugstores amount to a drop in the bucket. I think  it would 
just create additional trouble for the pharmacist and not accomplish 
anything.

Mr. P ickle. Thank you, Mr- Chairman.
Mr. Rooke, are your S tate inspectors all licensed pharmacists?
Mr. R ooke. They have to be ; yes, sir, that  is a requirement.
Mr. P ickle. Is this  true  of all the States?
Mr. R ooke. I am not positive but I know of a great many th at that 

is a requirement. Do you happen to know ?
Mr. J ehle. No, Mr. Pickle, I don’t have that  information, but if 

you wish, I would get it fo r the record.
Mr. P ickle. If  the FDA  inspectors were licensed pharmacists,  

would this meet your  objection ?
Mr. R ooke. I would much prefer not to have any more inspections 

but I would be much more susceptible to that if tha t were-----
Mr. P ickle. Your State inspectors do not harass you now?
Mr. Rooke. No, sir.
Mr. P ickle. But you state the FDA inspectors would harass you 

because they would be Federal inspectors.
Mr. Rooke. I think it would be more inspections, and I say I  th ink 

unless they were pharmacists, I just don’t think that most of the times 
tha t they would know what they were looking for.

For instance, Air. Larr ick is head of his Department, and there were 
some inconsistencies in his statement this morning.

For  instance, he said tha t meprobamate was one that they only 
looked for under tradenames. Well, that  is absolutely not right be
cause it is made by the millions under  the chemical name of mepro
bamate, and so I jus t think you have to be a pharmacist to know these 
things.

Mr. P ickle. I  certainly understand it would be he lpful if the in
spector were a pharmacist.

Air. R ooke. Yes.
Mr. P ickle. I don’t know that it would be mandatory tha t such 

would be a requirement, but of course I  can see tha t it would help. 
But it doesn’t quite follow to me simply because they would be Fed
eral inspectors tha t automatica lly they would harass you as opposed 
to your State people.

Mr. Rooke. No, sir, I  am sure th at would not be true.
Mr. P ickle. Would you say tha t it would be fai r that a State in

spector, because he is appointed by the State  law, tha t the Governor 
and the  governing body, would have a tendency to be a little  more lax 
in their inspection than there would be someone from outside?

Mr. Rooke. No, sir. In our State I am afra id they would be a little  
more strict.

Mr. P ickle. Alore strict ?
Mr. R ooke. If  there were any inconsistencies I  assure you tha t-----
Mr. J ehle. Air. Pickle, if I may jus t clar ify one point, I wouldn’t 

want the record to suggest th at our objection to H.R. 2 is based only 
upon fear  of  harassing tactics  by FDA agents. Tha t isn’t t rue.

Our objections are three in number, and they were set for th on page 
3 of the NARI) statement. Fir st, the professional discrimination in
volved; second, the fact tha t Federal inspection would be unneces-



130 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

sarily duplicatory of State  enforcement efforts and, thir d, it is un
necessary. It  shouldn’t be mandatory. The voluntary program we 
think  is working very well.

Most all druggists—and Air. La rrick  admitted this this morning— 
there are only a very few druggis ts who refuse to let an FDA agent 
inspect the pertinent records.

We don’t think the entire profession should be penalized for the 
recalcitrance of just a few, especially when FDA can go to  cour t and 
get a search warrant for them.

The Chairman. Will the gentleman yield at tha t point? How are 
you going to get at those few recalci trants? You know there is no 
reason for law against murder except to handle the occasional person 
who commits murder.

Mr. J eiile. I have great confidence in the legal section of FD A. I 
know that  they are extremely resourceful over there and very vigorous 
in their work, and they get search warrants wherever it is necessary, 
sir. They do a real good job.

Mr. Rooke. I wouldn’t intend to imply tha t they would be any more 
strict th an our Sta te inspections under any circumstances, but in a busy 
drugstore,  fo r instance, one of mine fills about 200 prescriptions a day 
with 2 pharmacists. Taking the time with the files to inspect those 
files is quite  an inconvenience.

Mr. P ickle. When you say th at there is really not a need for this, 
are you saying tha t this is not then a major problem facing our 
country?

Air. Rooke. No, sir. I think i t is a problem, but I don’t think  the 
drugstore is the source of it.

Air. P ickle. This may be too broad a question, then, but what is 
the answer in this field?

Mr. J eiile. Air. Pickle, I am going to help in answering t ha t ques
tion. In  fact, thi s is the second time I have been disappointed in the 
FDA testimony.

There are admittedly about 9 billion amphetamine and barbitura te 
capsules produced every year, but th at is about all we know other than  
the fact tha t FDA says tha t 50 percent of those pep pi lls are illegally 
diverted.

Well, so far  as pharmacies being the source of tha t diversion or  even 
a significant part of it, tha t just  isn’t so. Most of the cases brought 
against druggis ts involve a very small number of capsules. I can’t 
see these as being important cases at all.

Air. Rooke introduced into the  record this pink-sheet summary of 
the CBS program which showed where the real sources of this illegal 
diversion are. We have got 4.5 billion capsules we are concerned with.

All the druggists in the country couldn’t account for  even a tiny 
fraction of that.  The druggists aren’t the source, and nothing is going 
to be done about making a more effective drug-abuse law by covering 
the pharmacists.

Air. P ickle. Sir, if your people are 98-percent pure-----
Air. J eiile. I think like Ivory, about 99.99.
Air. P ickle. Let’s say you approach Ivory  then. Then why would 

you object to  a limitation on th at  small percent to help improve this  
overall picture?
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Mr. J eiile. As Mr. Rooke pointed out, Mr. Pickle, we are being pro
fessionally discriminated against, and as the chairman expressed it so 
well this morning in questioning Mr. Larrick , this bill should not place 
any group or any person or any company at a competitive disadvan
tage.

Yet tha t is what this bill will do. It  will put the Nation's inde
pendent re tail druggists at a very serious competitive disadvantage as 
compared with dispensing physicians, tha t is, those who sell drugs 
to their  patients.

Mr. P ickle. This leads into the last question. You do object to 
the fac t that physicians are exempt ?

Mr. J eiile . No, sir. I want to make it quite clear  I  am not asking 
tha t they be brought into  this soup with us.

Mr. Pickle. I will read your statement he re:
To insure this result, the committee may amend the bill to include pharmacists 

as well as physicians  in the bill’s exemptive language.
Let ’s work th is in reverse. If  we p ut in both  physicians and pha r

macists, would tha t suit you? Would tha t be satisfactory?
Mr. J eiile. We would still object. Tha t would remove the objec

tion so far  as discrimination is concerned; yes, sir. The other two 
objections would still apply, duplicatory of State efforts in this area, 
and unnecessary.

Mr. P ickle. Now if the doctors would be agreeable to this lan
guage, would you then accept it ?

Mr. Rooke. I would pref er not to have the burdensome procedure of 
Federal inspections for all these prepa rations tha t come under this 
bill.

Mr. J eiile. I think, Mr. Pickle, i t would be well fo r the committee 
to pursue some of the reasons for this professional discrimination. 
I don’t think tha t F DA  gave a completely candid answer to the ques
tions in tha t area. There are other  reasons why, although Mr. La r
rick was refreshing ly candid in saying th at doctors would protest, and 
protes t vigorously. In  fact, they are afra id tha t this bill would go 
down the drain I think, if  the doctors were included.

Mr. P ickle. That is all, Mr. Chairman.
M r.Macdonald. Mr. Younger?
Mr. Younger. Thank you, Mr. Chairman.
Air. Rooke, do you consider the drugstore in connection with the 

clinics which the doctors own as a retail drugstore, or do you consider 
that  the doctors are dispensing drugs ?

Mr. Rooke. The doctors do dispense a great many drugs through 
their  clinics and their offices; yes, sir.

Air. Younger. I know. I mean where they have a large  clinic with 
a lot of doctors and they have a pharmacist in connection with the 
•clinic.

Air. Rooke. No.
Air. Younger. All he does is just fill prescript ions; do you consider 

th at  a part of your retail  drug organization, or is th at a pa rt of the 
dispensary  for the physicians in the sale of drugs ?

Mr. Rooke. Well, I think this bill would include tha t drugstore 
just the same as it would mine. There would be no difference there. 
I don’t see tha t there would be any.



1 3 2 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

li e lias to be registered pharmacist. It  has to be a registered pharmacy and subject to the same insjiections as any other drugstore .
Mr. Younger. Now on the other hand, you are aiming at the phy

sician who sells drugs right out of his own office.
Mr. Rooke. Yes, sir.
Mr. Younger. He has the  drugs there and sells them to the patients.Mr. Rooke. Yes, sir.
Mr. Younger. How extensive is tha t in the medical profession?
Mr. Rooke. It  is less extensive I think in Virginia than in some other States. However, we do have quite  a bit of i t in  Virg inia. We 

have quite a bit of it, more than  we would like.
Mr. Younger. In other words, if we put the pharmacists under this bill, certainly the doctors tha t dispense their own drugs and sell them ought to  come under it.
Mr. Rooke. Yes.
Mr. Younger. I s tha t right?
Mr. Rooke. Yes, I would certainly think so.
Mr. Younger. And your feeling is tha t clinics already are unde r it?Mr. Rooke. Yes.
Mr. Younger. If  the pharmacists are under it, the pharmacy and clinic is under it-----
Mr. Rooke. He has a pharmacy, a medical building , or a clinic, it  

has to conform with the same regulations as my store o r anyone else’s pharmacy would, so th at is included anyway.
Mr. Younger. How much trouble would i t be to have your prescriptions t ha t deal in ba rbiturates and so fo rth separate from y our other prescriptions?
Mr. Rooke. It  would be quite a lot. We have two separate files 

anyway for narcotics and nonnarcotic prescriptions.
If  we had to have a thi rd one, there  are so many combinations of these barbiturates and amphetamines tha t it would entail quite a problem, three sets of numberings and  all th at so rt of thing. I t would entail  quite a problem.
Mr. Younger. Tha t is all, Mr. Chairman.
Mr. Macdonald. Before I recognize Mr. Satterfield, I would just like to ask one question of my own. Were you here this morning and 

did you listen to the  answers given by the Commissioner?
Mr. Rooke. I was here for most of  his testimony.
Mr. Macdonald. I had quite a hard time following his description 

of a barbiturate.  Do you agree with his definition or do you have a different one?
Mr. Rooke. It is ra ther  difficult, and I thought Commissioner Lar- 

rick ’s was probably about as clear as I can come to explaining what it was.
Mr. Macdonald. In general would you say th at possibly under the definition which was given by the Commissioner, barb itura te would 

touch almost every drug tha t is prescribed in a pharmacy—cough medicines, aspirin,  et cetera?
Mr. Rooke. No, sir.
Mr. Macdonald. I am asking th is; I do not  sta te it to be the  case.
Mr. Rooke. I wouldn’t quite agree with that.
Mr. Macdonald. Mr. Satterfield ?
Air. Satterfield. I have no questions, Mr. Chairman.
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Mr. Macdonald. Mr. Devine ?
Mr. Devine. I s there any control at all on the pharmacist level of 

amphetamines ?
Mr. Rooke. I don’t believe I quite got the question, sir.
Mr. Devine. I say is there any control now at the level of the pharm a

cist as fa r as the dis tribut ion of the  amphetamines is concerned?
Mr. Rooke. Any control?
Mr. Devine. Yes.
Mr. Rooke. Oh, yes, sir. Prescr iptions are required.
Mr. Devine. They are required ?
Mr. Rooke. They are not allowed to  be refilled without the doctor’s 

permission. They can only be filled once, and the doctor can specify 
on this  p rescrip tion whether  he wants it refilled once, twice, or three 
times.

Mr. Devine. That is the type tha t they claim are rather freely 
distributed  at truck stops and tilings of tha t nature?

Mr. Rooke. Wh at is that ?
Mr. Devine. Isn ’t tha t the type that they allege is rather freely 

distributed  at truck  stops and places of tha t nature ?
Mr. Rooke. That is where we have had a number of truck  stops 

in the S tate of Virg inia  tha t have been raided and inspected, and quite 
large numbers of these prepa rations have been confiscated. That is 
really one of the sources of supply.

Mr. Devine. Those are bootleg operations generally, aren’t they?
Mr. Rooke. That is right,  sir.
Mr. Devine. And does the same thing apply  to barbitura tes ?
Mr. Rooke. Barb itura tes I  don’t believe are causing as much trouble 

as the amphetamines at this time, certainly  not in Virginia. I have 
not heard of any trouble with barbiturates in Virginia at all. Now 
where they are getting them in other States and where it is a problem 
I  would say tha t is probably the same situation . The same situa tion 
exists there.

Mr. Devine. That is all, Mr. Chairman.
Mr. Macdonald. Mr. Ronan ?
Mr. Ronan. No. questions.
Mr. Macdonald. Mr. Nelsen ?
Mr. Nelsen. In  your s tatement you made reference to the  fac t th at 

the State inspectors could ask for a report  on your prescriptions that  
you have made. Now i f the Federa l author ities worked th rough the 
State authorities, they  could ge t the information, could they not?

Mr. Rooke. Yes, si r; they certainly can.
Mr. Nelsen. And is it possible that the Federa l inspectors would 

only be active in areas where there was evidence of the sale of these 
drugs? I just  wonder, I am try ing  to think how results could be 
obtained by working with State authorities.

Dealing with the State, obviously this informat ion is available to 
your State inspectors. Now do you find it  a harassment  coming from 
the State, and why would i t be more of a harassment with the Federal 
man than it  is with the Sta te man?

Mr. Rooke. I  don’t th ink i t probably would be much more or any 
more. We don’t consider it a harassment from the State inspectors. 
We feel th at  tha t is what our State says they should do, and it is all
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right for them to do it, and I am sure the Federa l inspectors could 
get the information they want from the State  inspectors without 
calling on us. It  would be available for them.

Air. Nelsen. I just merely wanted to assure you tha t none of us 
here want to make i t difficult for any one of our business enterprises. 
I think  we all agree th at if there is an area tha t we can improve our 
Federal  regulations, I am sure you would agree t ha t we should do it.

We want to do it the best possible way, and I  am sure th at Food and 
Drug would also. I want to thank  you for your fine statement and 
your associate, Mr. Jehle; I also thank  you.

Mr. Rooke. Thank you, sir. We certainly want to cooperate in 
any way we can.

Mr. Macdonald. Dr. Carter?
Mr. Carter. No questions.
Air. J ehle. Air. Macdonald, I wonder whether it would be possible 

for us to insert in the record at this t ime a l ist of questions concerning 
amphetamine and barbitura te production and distribution  that  we 
think should be answered by the Food and Drug Administration 
before th is committee completes its consideration of this bill.

I  don’t see how it is possible for this  Committee to intelligently 
legislate in this  area without knowing just  who is producing these 
amphetamines and barbiturates , and how many are being produced 
by each company, and there should be a breakdown of distribution ac
cording to classes of customers. At least I would like to submit it 
for the record.

I think also you should know what percentage of each amphetamine 
manufacturer’s production is distributed to physicians in the form of 
professional samples, and the same should be obtained in the case of 
barbi turate samples. I would like to submit tha t for whatever pos
sible use.

Air. AIacdonald. I am sure tha t any pertinent questions that go to 
the hea rt of this  matter—and I am sure tha t your questions do—would 
be made par t of the record. As Congressman Nelsen said, he would 
be happy to——

Air. Nelsen. Yes. Air. Chairman. I am sure if the witness is search
ing for an answer for his questions, perhaps they should be submit
ted to the Food and Drug Admin istration, and a  request made for in
formation as an answer to the questions, which could also be made 
a pa rt of the record, and I wTould be most happy to see that all the 
information would be compiled and brought  here.

Air. J ehle. Thank you, Air. Nelsen.
Mr. Macdonald. Alay I  ask you a question I tried  to ask th is morn

ing but I didn’t take the tim e: How many physicians are engaged in  
dispensing drugs?

Mr. J ehle. Altogether too many, Air. Macdonald. The Senate 
Antitru st Subcommittee is quite concerned about the somewhat re
lated problem of M.D.-owned pharmacies, and also has a great deal 
of information dealing with  dispensing physicians. But I would like 
to have Mr. Rooke answer tha t question from his own experience as a 
practic ing pharmacist in Virginia .

Mr. Rooke. Well, Mr. Chairman, I  can cite one specific example 
tha t a physician in my area, whose secretary comes into my place 
occasionally, and she came in one evening and said, “The doctor had



DRUG ABUSE CONTROL AMENDMENTS OF 19 65 135

36 patien ts,” they were not very far from me, and I  said, “Wha t hap
pened to the prescriptions? I didn ’t get any.” She said, “He d idn’t 
write any.”

I said, “Didn’t they get any medication?” She said, “Yes.” Th at 
is ju st one specific example, and that is becoming quite a practice  in 
a lot of areas. Of course, the doctor includes the price of the pre
scription, I mean of the medication along with the price of the call. 
Does that answer your  question, sir ?

Mr. Macdonald. In  a way. And my second question is how does it  
affect this bill if a number of doctors, as a concrete example, owned a 
pharmacy, which I  think  is not unknown in Virginia.  Certain ly it is 
not unknown in Massachusetts.

Would they as propr ietors  of a pharmacy, whether it was carried 
in thei r name or jus t in the name of say six doctors who joined to
gether, would this bill affect them or not in your opinion ?

Mr. Rooke. No, sir; I don't  think th is would affect it a t all, because 
there again it would have to be in the State of Virginia—and I am 
sure that  applies to other Sta tes too.

Mr. Macdonald. Would they be exempt under  this bill, or would 
they be subject to the terms of the bill if it did pass, sir ?

Mr. Rooke. The pharmacy would be covered in this bill, which
ever way, whether  you have inspection or prescrip tion files or whether 
you don’t.

Mr. Macdonald. My direct question is this, sir;  perhaps I didn’t 
phrase it  exactly: If  there were six doctors-----

Mr. Rooke. Yes.
Mr. Macdonald (continuing). Prac ticin g out of a medical center 

and each one of the  six doctors is an expert in a different field, one in 
arth ritis , one in thro at and nose, et cetera, and as a p art  of th eir medi
cal center, they have an establishment which is not a pharmacy, in 
tha t from it they would not sell milkshakes and the like but from 
it they do dispense medicine, would th is type of establishment be i n
cluded under the terms of the bill as you read it  ?

Mr. Rooke. No, sir.
Mr. Macdonald. Pardon me.
Mr. R ooke. No, si r; tha t would not be subject to any inspection at 

all. I th ink I  am righ t on that, Mr. Jehle.
Mr. Carter. Will  the speaker yield ?
Mr. Macdonald. I yield.
Mr. Carter. I beg to disagree. I th ink t ha t any pharmacy like th at 

which has a licensed pharmacist, to dispense certain ly would come 
under tha t law.

Mr. Macdonald. Doctor, if you will yield back to me, I  would like to 
ask you, because you have much more knowledge in th is field than  I 
do, but if  such a sale would go through what is known as a pharmacy----

Mr. Carter. They call those things apothecaries as the usual thing.
Mr. Macdonald. Excuse me ?
Mr. Carter. Apothecaries or pharmacies. They have a licensed 

pharmacist of course over them, certain ly the ones that I  know of.
Actually I know of no group, no medical group, th at has a pharm a

cist just  to supply the medicine for that  group. Dispensing has been 
going on—there are some doctors who stil l dispense, but there are not 
too many of them, very few, and I don’t thin k that  there would be a
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gr ea t many typ es of  insp ect ions th at  anybody  wished to  give them . 
Th ere  sho uld n’t be a t an y rate . I  yie ld back.

Mr . Macdonald. Tha nk  you, Air. C ha irm an.
Mr. Rooke. I  am no t sure, sir , th at  your  questio n has been com

ple tely answered.
Mr. M acdonald. We ll, we have h ad  one o pinion.
Mr . R ooke. I  believe, Doctor, th at you sta ted  th at  if  a ph armac ist  

were  in ch arge  of  th is opera tio n, th is  dispen sing of dr ug s, th at  he 
wou ld be subject to inspection.

Mr. Carter. Yes, sir , th at wou ld have to be licensed  as an y oth er 
ph armac ist  w ould .

Air. R ooke. Yes, sir,  T understood your  question th at if  he  had a 
sto reroom to  dispense these, the physi cia ns them selv es dispen sed  it, 
then  it  wou ld not  be subject  to this .

Mr . M acdonald. Yes, si r, and I  know that  perha ps  you a re r es tri cte d 
to Virgini a law , so I am no t askin g you abou t the 50 State s, bu t the  
quest ion  I  was real ly askin g was th is : Say the re were four , five, o r s ix 
doc tors who establ ished a jo in t ope rat ion . Th ey  did no t necessarily 
employ a reg ist ere d pharm acist , bu t the y did  have a ce nt ra l office 
th ro ug h which  they pu t ou t ce rta in  typ es of  d rugs  whi ch cal led  fo r a 
prescr ipt ion . Wo uld  th is typ e of tra nsac tio n be covered  by  th is  bill  
as you  read  i t ?

Mr.  J eh le . Th e indiv idua l prac tit ione rs  would  be clearly  exem pted 
by the  lan gu age of  th is bi ll.

Air. Rooke. I don’t care how ma ny dr ug  rooms they  ha d,  unle ss it 
were  lic ensed as a pharm acy , and a p ha rm ac ist  in  c harge , it  w ould no t 
be covered.

Air. J eh le . Th ey  w ould be ac tin g as pharm acist s, Mr . Alacdonald , 
bu t because of  t he ir  c ha racte r as physicia ns,  they  would  b e exempted 
un de r th is b ill.

Mr.  Macdonald. And  one la st  question, Air. Ch airm an . Is  th is 
usu al?  Ca n a doc tor dispense prescr ipt ion  drug s?

Air. R ooke. He  has every ri gh t to do th at  if  he  sees fit to. Th ere  
are  no res tri cti ons on t ha t.

Mr.  AIacdonald. You mean it is ju st  his  mo ral  ob lig ati on? Why  
does he go throug h a ph armacy if  he can  do it  by him sel f ? AVhy the 
middlem an?

Air. J eh le . I  th ink because he sees an eth ica l confl ict, Air. Macdo n
ald , betw een his  obligat ion s to his  pa tie nts to pre scr ibe  t he  best medi
cine p ossible and  h is des ire to make the grea test profi t out of  h is dr ug  
dispen sing.

He  has a very serious eth ica l issue the re.  I t  is a conflict,  and one 
th at  the  AAIA h as recogn ized  in th e past .

Air. AIacdonald. AM A has an  eth ica l ob lig ation  to  keep th e p ha rm a
cis t in busin ess ?

Mr.  J ei il e. No, no, sir. You  asked  ab out th e physician . You asked 
why  all p hysic ian s don ’t  dispense.

Mr.  Macdonald. Yes.
Mr.  J ei il e. And  I  said  th ere  is a v ery  serio us eth ica l issue  in volv ed, 

and th is is a n eth ica l issue which th e AM A and the NARD  a nd  o the rs 
in the  profess ions o f p harm acy an d med icine are  now s trug gl in g with .

Th e physic ian  who dispense s or who sells medicine ha s a  very  serious 
eth ica l or m ora l issue . On  the  one side, he has  his obli ga tio n as  a phys i-
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cian to prescribe the best possible medicine. On the other hand, as a 
dispensing physician,  he is a businessman, a pharmacist as i t were, and 
he has an obligation there, a duty  to maximize the profits of his dis
pensing, and some of them do it. Up until  1954 AMA condemned th at  
very practice.

Mr. Macdonald. Since we won’t go into a discussion of the capita lis
tic system, I jus t wish to thank you.

Mr. Jeiile. Than k you, Mr. Macdonald.
The Chairman. Mr. Larrick  said this morning that under the provi

sions of the  bill proposed here, a pharmacist could keep separate rec
ords, and all of the prescriptions tha t he has dealing with this kind 
of product could be kept in one place, one record, and all of his o ther 
prescriptions kept in the second record, and he was asking for auth or
ity to inspect only those where barbiturate s, amphetamines, and things 
of that kind  were involved.

Mr. J eiile. Th at is all the authority  tha t this bill would give him, 
too, Mr. Chairman.

I would like to make it clear i t pains us to disagree with a fine and 
honorable public servan t like George Larrick. We think he is an 
able and outstanding  Commissioner of  the Food and Drug Adminis
tration.

The Chairman. I am sure he appreciates  that.
Mr. Jeiile . But in th is issue we think he is wrong.
The Chairman. I am sure he will appreciate the compliment, b ut 

■what I  wanted to ask is what problems would th at entail on the pha r
macist ?

Mr. Rooke. It  would entail, Mr. Chairman, quite a bi t of a problem. 
I mentioned earlie r tha t we keep two files anyway, one for narcotics 
and one for nonnarcotics.

The Chairman. Th at is what I was going to ask about, i f you didn’t 
discuss it.

Mr. Rooke. Yes, sir. Well, if we kept  a t hir d one, of  course, t ha t 
would entail  more problems.

I don’t know that we as a practic ing pharmacist, th at al l of us would 
know exactly, as the  borderline hasn’t been drawn, as to what an am
phetamine and a ba rbitu rate  are, what comes under this  provision.

The Chairman. Of course this bill describes specifically what comes 
under it with reference to barbiturates and amphetamines. Then it 
makes a provision that  certain others can be brought under after a 
hearing by the agency.

Mr. R ooke. Yes, sir.
The Chairman. And when the agency makes the determination 

and a drug is brough t under, then you know specifically what is and 
what i sn’t.

Mr. Rooke. If  he ever gives you th at information, you are going to 
have a heavy document, because the manufacturers are combining 
these amphetamines with so many estrogens, hormones and various 
other combinations, the same as they are with barbiturates , we won’t 
need very much, bu t one file, but we will have to  scrutinize tha t fo r
mula on tha t bottle very carefully to know whether it comes under 
that , where it goes, whether it  comes under the  amphetamine-barbitu
rate classification, general classification, or narcotic, sometimes both.
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Sometimes you have a narcotic, a barbitura te, and an amphetamine 
all combined, and we don’t know where tha t is going.

The Chairman. In other words, these prescrip tions will come with 
a mixed content.

Mr. Rooke. Manufacturers are manufactring them tha t w’ay now. 
I th ink the  doctor over there will agree with tha t.

Mr. Carter. Yes, si r; tha t is true.
Mr. Rooke. So tha t would be as I see it almost physically impos

sible for him to give you tha t information, and they are coming out 
with new ones all the time.

The Chairman. You don’t object to keeping a record insofar as the 
narcotic business is concerned, do you ?

Air. Rooke. Keeping a record ?
The Chairman. Yes.
Air. Rooke. Well, Air. Chairman, they have all the record they 

want. AVe have to order those on special forms. AVe have to obtain 
them from the Bureau of Narcotics.

Maybe this thing put, under tha t type of purchase  would be a good 
idea, but we have to buy these forms at  a penny apiece, to purchase all 
the narcotics that we have, so all he has to do is go to the Bureau of 
Narcotics and find out how many have been purchased and  where they 
came from.

The law doesn’t require tha t we keep them separate, but  we keep 
them separate , so it will make it convenient for our State inspectors to 
see how many narcotics we are dispensing. Up until recent years the 
narcotic problem has been the only one who had.

The Chairman. The drug indust ry is doing such a tremendous job 
with its continued progress in the  field, it is bringing in other things 
now that , from the information we get here, have effects almost as 
severe as narcotics.

Air. Rooke. Yes.
The Chairman. Now if tha t is the case it seems to me tha t the 

industry, the legitimate industry tha t you represent, including not only 
the pharmacis ts but the doctors and all, should be in here trying to 
tell us how we can meet this problem.

Air. Rooke. Yes, sir.
The Chairman. Now i t seems to  me that we ought to get some help 

out of you as to how we can meet tha t part of it.
Mr. Rooke. Yes, sir.
The Chairman. If  w’e are going to protect the public.
Mr. Rooke. Yes, sir.
The Chairman. How’ are we going to treat with  it ? Do you contend 

tha t there is no way tha t we can get at the activity  if certain pha r
macists decide they wanted to get into the illegal drug business?

Afr. Rooke. Yes, sir, Mr. Chairman. They have that  authority now. 
All it means is obtaining a warrant, and, also, through the Sta te boards 
and inspectors they have it.

The Chairman. "Well, th at is another question. You have inspec
tions through the State  board inspectors. You don’t object to th at ; do 
you ?

Air. Rooke. No, sir ; we don’t object to the State board inspectors. 
AAre welcome it. If  we are doing something wrong, w’e would like to 
know* it. But w’e don’t believe we are doing a nything wrong on this
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amphetamine business. We don’t th ink th is is the source of it  to begin 
with it.

The Chairman. That is true, and it was made very clear.
Mr. Rooke. And we believe that there is a principle involved here, 

tha t if we are going to be singled out, why not the dentists and the 
osteopaths and  the physicians and all. Inspec t all of them.

The Chairman. All righ t, if they are hand ling them and are 
distr ibut ing them, then perhaps they ought to be included.

Mr. Rooke. Yes, sir.
The Chairman. There  are some loopholes through  which this dis

tribution is being made. The contention, though, ‘‘Don’t bother  our 
indus try even though we have 1,100-and-some-odd who have been con
victed of engaging in this business over the last 10 years.”

Mr. Rooke. Yes, sir.
The Chairman. By a very hard approach by the FDA  they have 

been convicted. They say they are having a difficult time in keeping 
up with the illegal traffic, as we have heard described here. You heard 
it said they can do more than  they do under the present law, but they 
insist they can’t.

Mr. Rooke. I am in accord with that.
The Chairman. If  they do have tha t hard a time, then the only 

thing  tha t we can suppose is tha t many persons are getting by.
Mr. Rooke. Yes, sir.
The Chairman. And it seems tha t everybody insists, newspapers 

and periodicals, the manufacturing  indus try, even you who are in 
the dispensing business seem to admit, tha t there is a lot  of th is illegal 
traffic going on.

Mr. Rooke. Yes.
The Chairman. I have the feeling th at we all ought to ge t together 

and put  the best brains tha t we have to meet the problem.
Mr. Rooke. I am in complete accord with that, sir.
The Chairman. It  is not a question of trying to g ig somebody be

cause he might be a  physician or because he might  be a trucker . It  
is a question of stopping those who would engage in this kind of 
business.

Mr. Rooke. Yes, sir.
The Chairman. Th at seems to be prevalent all over the country , 

from the reports  that  we are getting.
Mr. Rooke. Yes, sir.
The Chairman. And if the drug  industry  is going to be permitted 

to develop more and more and more of these drugs,  which i f it  can do, 
in order  to do something for the hea lth of the  people, that they ought 
to, then it seems to me that there should be a way of handling this.

Mr. Rooke. I thin k so.
The Chairman. And tha t is what we are tryin g to get at.
Mr. Rooke. Yes, sir.
The Chairman. You say it is perfec tly all right for a State in

spector to come around and inspect you. You don’t object to tha t at 
all. But you don’t like for a Federa l inspector to come around.

Mr. Rooke. Mr. Chairman, we are just t rying to get away from too 
much inspection.

I  think  you agree, sir, tha t we have too much of  tha t anyway, and 
if it w’ill accomplish something, all righ t, but  we as the NARD, we 
can’t see that  it is going to accomplish anything.

43—876—65----- 10
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Mr. J ehle. We don’t believe tha t the pharmacy is the source of any 
significant amount of illicit diversion.

The Chairman. You know tha t there  is a lot of this illic it diversion.
Mr. Rooke. We know, according to FDA ’s figures, about 50 percent 

of the 9 billion amphetamine and barbitura te capsules produced are 
diverted. But FDA quit in its s tatistical presentation a t th at point.

The Chairman. Why don’t you supply  that  informat ion ?
Mr. J ehle. I have tried , sir , to ge t this information and have been 

unable to  do so. But I know th at  F DA  has the information or most 
of it.

It  would be very helpful to this  committee if  FDA  could tell this 
committee who is producing amphetamines and barbitura tes, and how 
much each is producing, and could give a fur ther breakdown of the 
annual sales of amphetamine and barb itura te capsules to four  im
portant classes of customers: physicians, wholesalers, hospitals, and 
drugstores. Tha t information should be given.

I don’t see how this  committee can make an intelligent determina
tion as to the  sources of illegal diversion without having th at in forma
tion. Let’s find out how much goes to those four classes of customers.

I also th ink there should be some information submitted by FDA  
regard ing the sampling of amphetamines and barbiturates,  profes
sional sampling.

The Chairman. What do you mean by professional samples?
Mr. J eiile. A professional sample, sir, is sort of a tria l or star ter 

dose of the partic ular  medicine.
The Chairman. That is what they take around and give to the 

druggists and physicians?
Mr. J eiile. Yes, sir. I remember an FDA representat ive saying last 

year in testimony before a congressional committee that up to 40 and 
50 percent of a drug is sampled at certain times. That is a p retty  sub
stantial amount. I don’t think  a fter the  drug has been on the market 
for any length of time the sampling is as high as that.

The Chairman. We are going to  have some pharmaceutical people 
here to find out.

Mr. J ehle. I have submitted a list of questions that I  think will be 
very helpful if answered by F DA.  It  would certainly assist this com
mittee in its very important  responsibilities with respect to this 
legislation.

The Chairman. We want to develop all the information we can. 
Mr. Macdonald has a question.

Mr. Macdonald. It  is a simple question asked from innocence pe r
haps. You say 50 percent is diverted. I take it by being diverted, you 
mean from the normal channels?

Mr. J ehle. Yes, sir.
Mr. Macdonald. Where does the other 50 percent go?
Mr. J eiile. That goes th rough  legitimate channels, th at is, sold on 

prescription.
Mr. Maddonaij). Tha t is not diverted.  Where  does the other 50 per

cent go ?
Mr. J eiile. Oh, to truck stops and bawdy houses, you know, some of 

the places described.
Mr. Macdonald. I heard the statement this morning, but who does 

this?
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Mr. J kiile. Who does that?
Mr. Macdonald. Yes.
Mr. J ehle. You mean how does it get from the manufacturer  to 

the bawdy house, for example?
Well, CBS found out that one of the ir employees, named McMullen, 

wrote to a number of producers of amphetamines and barbiturates , 
and without identifying his company as being in the pharmaceut ical 
field—just McMullen and Associates—was able to obtain 100,000 
amphetamines in one case, and 50,000 barbiturate capsules in another.

I have the figures here. In  summary. McMullen says:
We have  received th e equiva len t of 1,075,000 pill s. Our to ta l cos t $600.28, 

or  abou t 6 ce nts  pe r hu nd red pills . Th ese  1,075,000 pill s, if  sold  in th e black 
marke t, would  b rin g between $250,000 an d $500,000.

This  company got them over a period of 2 or  3 weeks. I want to 
make it clear they didn’t get them from any of the better known, the 
truly  outs tanding  ethical d rug houses. I am not saying tha t.

The Chairman. You are talking about the wholesale house or the 
manufacturer ?

Mr. J eiile. No, sir. McMullen Services, McMullen is a CBS 
creation.

Mr. R ooke. They just set up a bogus company, ordered them, and 
got them.

Mr. J ehle. They sent out letters to 24 companies in 11 States  re
questing catalogs.

Mr. Macdonald. Allow me to interrupt  you. From whom did they 
get it, the producer, the wholesaler, the reta iler ?

Mr. Rooke. No. Mr. Macdonald, a druggist buys in relatively small 
quantities. If  druggists ever ordered 40,000 phenobarbital capsules, 
there would be a Federal investigation.

The Chairman. Th at wasn’t the question I asked.
Mr. J ehle. He said from whom. From manufacturers. Richlyn  

Labs, Cowley Pharmaceuticals,  Savoy Drug of Chicago, Port land , 
Oreg., Haack  Laboratories  over in Baltimore, the Bar ry Drug  Co., 
Miami, Fla., Zirin Laboratories.

Mr. Rooke. li e has it documented here.
Mr. J eiile. Canton, Ohio, Bowman-Braun Pharmaceuticals.
The Chairman. Are they manufacturers ?
Mr. J eiile. Yes, si r; they are manufacturers.
Mr. Macdonald. Manufacturers or wholesalers ?
Mr. J eiile. Manufacturers so far  as I know.
Mr. Macdonald. You mean there is no Federal control over the 

manufacturers  of these things ?
Mr. J ehle. Some companies, the less responsible companies, were 

selling to whoever puts  in an order for them.
Mr. Macdonald. Doesn’t the H EW  have any control over the  manu

facture  of them ?
Mr. J ehle. Yes, si r; they have some control, but apparently  these 

companies should be registered.
Mr. Macdonald. Why can’t FDA  shut this off ?
Mr. J ehle. I don’t know. I th ink th at would have been a very good 

question fo r the FDA people. I am sure tha t this type of practice-----
Mr. Macdonald. I am asking you.
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Mr. J eiile. Yes, T think  FDA  has taken action since this case, to 
prevent repetition of this  type of practice, this  type of situation  from 
developing, but the point is that  there were 1,075,000 capsules pur
chased in just a few -weeks’ time. You asked where four  and a half  
billion capsules came from.

Mr. R ooke. I would say there wouldn’t be a wholesaler in the c ity 
of Richmond tha t had 40,000 amphetamine tablets, if I were to try  
to get them.

'Fhe Chairman. They may not, sir, but the way things are going, 
you never know’ when it might show up in Richmond.

Mr. Jehle. Yes, sir.
The Chairman. You heard the statement  this morning about the 

trucker in Richmond who had so many. It  could be had in Richmond 
as well as in Little  Rock, Ark., or any other place.

Mr. J ehle. Mr. Van Deerlin put  his finger on another source of 
this illicit diversion. He talked about the drug  coming back from 
Mexico. That is a very serious situation, and I  think  FDA  should be 
pushing to close up tha t loophole.

The Chairman. That  is true, bu t we are talking about th is one righ t 
now.

Mr. P ickle. I just wanted to ask you in connection w ith this com
pany tha t bought all these drugs, are you saying tha t the manufac
turers supplied those amounts to them th inking tha t they w ere dealing  
in the under-the-counter markets?

Mr. J ehle. No, no, sir.
Mr. P ickle. Illic it trade?
Air. J ehle. I would like to make tha t clear. I just don’t know. I 

think t ha t most of these companies are reputable, but they were a litt le 
bit careless in their sales practices.

Mr. P ickle. Wouldn’t an accurate statement be tha t because it is a 
general laxness in the  regulatory  distribution of these drugs,  tha t th is 
is the very reason that, a company can set themselves up, ostensibly as 
a d rug concern, and buy these products almost indiscriminately. It  
is easy to buy; isn’t it  ?

Mr. J ehle. Yes, sir .
Mr. P ickle. Then you are say ing surely tha t we do need some kind 

of control on these other outlets ?
Mr. J ehle. Yes, sir.
Mr. Pickle. You are talk ing about hospitals, clinics, drugstores, 

across the border, and others. So you would like to see tha t kind 
of control established, but still you say “Leave me out.”

Mr. J ehle. Yes, we say that for a reason, sir. We say th at because 
the pharmacy is not a significant source of the diversion of these 
amphetamine and barbi turate tablets.

Mr. AIacdonald. Will you yield, Mr. Pickle ?
Mr. P ickle. I yield back to the chairman.
Air. Macdonald. I know Air. Pickle is more of an expert  about 

across the border than I  am, but I  think tha t will be a small part of it.
Wouldn’t i t be reasonable to assume that  somebody in FDA,  if they 

had a record of a hal f million pills of whichever sort, you are talking 
about, and I can never pronounce the words correctly, I call them 
barbiturates—I don’t know what  you would call it—I have heard it 
called by four different names during  the course of these hearings—
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and the other end, the sort of pickups, wouldn' t it seem reasonable that 
somebody in FDA, if they saw a shipment of a half  million pills 
going some place, would think  tha t th is isn’t exactly logical?

Mr. J ehle. Yes.
Mr. Rooke. There would be very definite reason; yes, sir. If  I 

bought 2,000 of them, there would be a reason. Well, 1 wouldn 't say 
2,000, but maybe 5,000 or any other drugstore that I know of, there 
would be some reason to think  there was maybe some diversion there.

Mr. Macdonald. Isn ’t there some way already in the law as to how 
this  can be stopped ?

Mr. Rooke. Well, there is a law, the  S tate law. If  these prescr ip
tions go out from any drugstore other  than on a bona fide, qualified 
physician’s prescrip tion, the pharmacist has violated the law, and he 
is subject to revocation of  his license to pract ice his profession.

Mr. Macdonald. I am not talking about that . I am talking  about 
the fact tha t a ha lf million, which I think is the figure used-----

Mr. Rooke. A half  billion, sir.
Mr. Macdonald. Well, a hal f billion. I am used to  dealing with 

the budget over here, and I may ge t confused. However, say a half 
billion pills get ordered by a fly-by-night, which I  suppose would not  
be listed in Dun & B radstr eet, if the list which you have read is cor
rect. Wouldn’t it cause some concern within  the regula tory agency 
tha t is charged with the duty  of pro tecting the public, i f a h alf  billion 
or even a hal f million are ordered, and there are no accompanying 
State  regulato ry pharmacy regulations tha t seem to regulate such a 
transaction ?

As the  law now stands—wouldn’t tha t p ut the FDA on notice th at 
something peculiar was going on ?

Mr. R ooke. It  seems to me, sir, it  very definitely would be of some 
serious concern as to where they are  going and why, and what is going 
to be done with them.

Mr. Macdonald. Hasn’t this in fact  happened ?
Mr. Rooke. According to th is survey here by CBS, it happened. I  

don’t know whether in reality this was done just  to test tha t to see 
how freely they could be obtained. I don’t know otherwise how often 
it has happened. I have heard  no evidence of their going through any 
legitimate channels to that extent.

The Chairman. Mr. Carter.
Mr. Carter. Mr. Macdonald, it isn’t just a hal f billion. It  is 4^2 

billion tablets tha t go out, or did in 1962, to these bootleg places, and 
so on, 4^  billion, half of the entire product. Of course, this  is in the 
statement of Mr. Larri ck this  morning to that  effect.

Actually the b ig amount of these amphetamines is not the ones that  
are get ting misplaced or not the ones that go through the regula r chan
nels through the drugstores, throu gh the hospitals, clinics, and so on, 
but  it is this 4 ^  billion capsules which have been diverted from the 
factory which go f rom the factory to  truck  stops, and so on, to differ
ent persons.

I feel among the first things  we must do is to regula te the manu
facture and the sale at the source, i t seems to me. I  don’t believe 
there  is any law to that  effect to take care of that .

Mr. Rooke. I  would certainly like to thank Dr. C arte r for clarifying  
that . Tha t, in our opinion, is really the trouble  r igh t there.
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Th e Chairm an . Mr.  Je hle,  do you  know wh eth er or  n ot  t he  in fo r
ma tion th at  is obtained  by an  inspecto r, as an  example, in Virg in ia , 
can be giv en to  a  Fed eral  Fo od  and  D ru g inspec tor?

Mr. Rooke. Mr . Ch air man , I  am no t comp lete ly fa m il ia r w ith  th at . 
I  know  th at the St ate au thor iti es , th e board , wo rks  very  closely wi th  
the Na rco tic Div ision.

I  would ce rta inly  assum e th at  the y wou ld with am pheta mines and 
the  ba rb itu ra tes. As  a m at te r o f fa ct , th ey inv est iga te nume rou s cases 
tog eth er in c ooperatio n in V irg in ia . I  do n’t know j us t w ha t th e law  is, 
bu t I  would  cer tai nly assum e t hat  tha t is a lre ady a law , and they  have  
complete coo peratio n there .

Mr.  J eh le . I  would be lieve  th at  is the  case, Mr. C ha irm an .
Th e Chairm an . So you  feel,  t he n,  th at  there is am ple  op po rtu ni ty  

fo r coo per ation be tween Fe de ral and St at e au thor ities  no w, inso fa r as 
the p ha rm ac ist  is concerned , fo r F D A  to ob tain a ll th e in form at ion they 
need  to en force th e law  ?

Mr. J ei il e. Yes, si r;  and fu rthe r in form at ion alo ng  th is  line  w ill be 
forth comi ng  fro m F D A ’s cu rre nt  study  of St ate dru g laws.

That  st ar ted some 18 months  or  2 years ago, s om eth ing  like th at , and  
I  am sure  with in  a re aso nab ly shor t p eri od  of  tim e F D A  wi ll be coming 
ou t wi th a re po rt  on the subject . They are stu dy ing , am ong oth er 
th ings , the  adequacy o f the S ta te  dr ug  laws.

Th e Chairm an . Any f ur th er  ques tion s ?
Mr . Macdonald. No, thank  you, Mr. Chairm an.
Th e Chairm an . I  than k you very much, Mr.  Rooke and Mr . Jehle , 

fo r yo ur  presence  and the  i nformat ion th at  you hav e prese nte d to the 
committ ee.

Mr . J ei il e. Tha nk  you, sir .
Mr . R ooke. Mr.  Ch airma n.
Th e C hairm an . Yes, M r. Rooke.
Mr . Rooke. One more  st ate me nt.  I t  has been a  real ple asure for me 

to see my own  Congressm an h ere  th is  aft ern oon. We thi nk  a lot of h im 
in o ur  Sta te.

Th e Chairman . We  a re  glad  to have him  wi th us, and we are  very  
gl ad  to hav e him  on th is committ ee. I  am sure he will  join us in the  
co rdial welcome accorded you today.

Th e co mmittee  will  ad  jo ur n u nt il 10 o’clock in t he  m orn ing , a t w hich  
tim e th e fi rst  witn ess w ill be th e rep res entat ive s of the  A me rican Me di
cal  Associa tion .

(W hereu pon, at  4:30  p.m., the com mit tee  recessed, to reconvene at 
10 a.m., T hu rsda y,  Ja nu ar y 28,1965.)
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House of Representatives, 
Committee on I nterstate and Foreign Commerce,

Washington, D.G.
The committee met at 10 a.m., pursuant  to recess, in room 1334, 

Longworth Building, Hon. Oren H arr is (chairman of the committee) 
presiding.

The Chairman. The committee will come to order.
I would like to call to the attent ion of the members of the committee 

that pursua nt to a request of the committee yesterday of Commissioner 
Larnck, there is a narrative analysis of H.R. 2 a t each place for the 
benefit of the members.

This morning the first witness, as we continue hearings on H.R.  2, 
to protect the public h ealth  and safety by amending the Federal Food, 
Drug, and Cosmetic Act, will be Dr. Henry Brill , West Brentwood, 
N.Y.

Dr. Brill, I believe you have with you Dr. William Kitto , associate 
directo r of the American Medical Association, and also Mr. Pau l Done- 
lan, from the department of legislation.

Gentlemen, we shall be glad to have your testimony.

STATEMENT OF DR. HEN RY BRILL,  COMMITTEE ON ALCOHOLISM
AND ADDICTION, COUNCIL ON MENTAL HEALTH, AMERICAN
MEDICAL ASSOCIATION; ACCOMPANIED BY DR. WILLIAM  KITTO,
ASSOCIATE DIRECTOR, AMERICAN MEDICAL ASSOCIATION DE
PARTMENT OF DRUGS; AND PAUL R. M. DONELAN, AMERICAN
MEDICAL ASSOCIATION DEPARTMENT OF LEGISLATION

The Chairman. Dr. Bril l, I believe you are the spokesman for the 
group.

Dr. Brill. Yes, sir.
The Chairman. If  I have not properly  identified each of you, it 

would be a good thing  for you to do so, so we will have it in the record.
Dr. Brill. Mr. Chairman, and members of the committee, I am 

Henry Brill,  a physician residing in West Brentwood, N.Y., where I 
am the director of  the Pilgrim  State Hospital. My specialty is psychi
atry  and neurology, and I am clinical professor of psychiatry at New 
York School of Psychia try and a member of the committee on alcohol
ism and addiction, a stand ing committee of the Council on Mental 
Health of the  American Medical Association. With me are Dr. W il
liam Kitto , associate direc tor of the AMA Department of Drugs, and 
Mr. Paul R. M. Donelan of the AMA Departm ent of Legislation.
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Th e Am erican  Medical Assoc iation su pp or ts H. R.  2. Th e AM A 
Cou nci l on Me nta l He al th has  foun d th at  a s ign ific ant problem exis ts 
in  the  abuse o f ba rb itu ra tes and amphetamines . Th is op inion  h as re
cen tly  been  share d by the  associ atio n’s counc il on dru gs. Al thou gh  
it  is difficult to  obtain  r eli able da ta  on which to  es tim ate  the volume of 
ill ici t traffic  in these  age nts , it has become inc rea sin gly  ap pa re nt  th at  
the conc ern rega rd ing the abuse of  ba rb itu ra tes and am phetamines  
may  be well founded. Th is bil l, which  w ould  amen d t he  F ed eral  F ood 
and D ru g A ct  to es tablish  con tro ls in the m an ufac ture  an d distr ibut ion 
of  centr al nervou s system depre ssa nt and sti mulan t drug s, seeks to 
cu rta il th e i lli ci t traffic in  these d rug s.

I  sho uld  like  to po in t out , at the outse t, th at the term “d epres san t 
and st im ulan t drug s” includes a w ide  a rr ay  o f drug s which  are recog
nized as m edical ly prov en and  use ful . They are  an im po rtan t p a rt  of  
the phys ici an ’s arm am en tar ium in  the  tre atmen t of his  pa tie nts, and 
are therap eu tic al ly  beneficial when tak en  as pre scr ibe d by him. The  
drugs w ith in each  category are  in ten ded to achieve dif fer ent t he ra pe u
tic  results. The ba rb itu ra tes , and othe r drug s wi thin the depre ssa nt 
ca teg ory , are  intend ed fo r use as seda tives, whi le the am phetamines  
and othe r sim ila r drug s would be ind ica ted  for use as stimu lan ts.

Both depre ssa nt and  sti mulan t medicatio ns are widely used  by the  
pr ac tic ing phys icia n. Some o f the medical uses of t he  ba rb itur at es  and 
oth er d epres san t dru gs  are to  rel ieve insom nia,  to  relieve  ap pre hension , 
tension, and nervousn ess, or to pro duce pa rti al  or complete uncon
sciousness, as an anesthe sia.  They a re also used as aids to  complete  re - 
laxa*ion in psyc hia tri c exa minat ion  and therap y.  Ano ther  valuab le 
use is in the control  of  convuls ive disorders . The sti mulan t drug s 
might be used  in support ive  tre atmen t of  c ert ain  dep ressive sta tes , in 
the  tr ea tm en t of  ce rta in behavio r disord ers  of chi ldhood , or  as  tem po
ra ry  cu rbs  of  ap pe tite in weigh t-contro l pro gra ms .

Unf or tuna te ly , the  depre ssa nt and sti mula nt  drug s are  sometimes  
used wi tho ut direct ion  of a physici an , eit he r fo r thei r th ri ll  effect, to 
overcome fat igue , t o pro duce a sense  o f well -bein g, as an escape from  
rea lity,  o r to induce a fee lin g o f ela tion or lack  o f r esp onsib ilit y.

Abu se of  these  dr ug s may lea d to, amo ng othe r effects, the im pa ir
me nt of  men tal func tio ning  resu lti ng  in poor judg me nt  and sense of 
tim ing , loss of emotional contr ol,  menta l con fus ion , var iou s typ es of 
abn orm al behavio r, ir ri ta bi li ty  or  depress ion,  fa ilu re  of  mu scu lar  co
ordin ati on , a nd diminishm ent  o r loss of  reflexes. In  a dd ition , abuse o f 
sti mulan ts can result in  a sv mp tom olo gy of excessively ra pi d b ea tin g of  
the  h ea rt,  hypertens ion , nervo usn ess , emotional tens ion, increased te n
don reflexes, and ha llucin ati ons. Abuse m ay lead to or ag grav ate a nti 
socia l beh avior,  and  may res ul t in con duct cau sing serious  harm.  Tn 
conside ring l egislat ion con cer nin g t hese dru gs, however , the  beneficia l 
therap eu tic  effects of  t he  drugs, as well as th e results of  th ei r abuse,  
should  be kep t in mind.

Th e Americ an Medical Assoc iation has a deep  measu re of  int ere st 
in le gis lat ion  which  affects the  well -be ing  of  ou r c itizens. It  sha res  the 
concern o f th is committee wi th respec t to  th e w rong fu l, n onm edical use 
of  dep res san t and  st im ulan t drugs. Th e physi cia n, pe rhap s more th an  
anyone  else, recognize s the  po ten tia l ha rm  resu lti ng  fro m abuse  of 
these dru gs. On the othe r ha nd , the physici an  knows th at  any  dr ug  
has a potential for abuse.
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Whil e th e A MA  g enera lly  sup po rts  th e e nac tment  o f H.R.  2, we be 
lieve  th at  c er ta in  cha nge s can be made which may  impro ve th e effec
tiveness of thi s measure .

Th e ter m “d ep ressan t and sti mula nt  drug s” inc ludes no t only am
pheta mi nes and ba rb itu ra tes,  b ut  also,  as defined in H.R. 2, any  dr ug  
whi ch conta ins  any  q ua nt ity  of a substance  which the  Secre tar y, a ft e r 
inv estig ati on , has foun d to  have, an d by reg ulati on  designates  as 
havin g, a “p oten tia l fo r abuse” because of its  dep res san t or  s tim ulan t 
effect  on the centr al nervous system or because of its  ha llu cina tory  
effect. We  sug ges t th a t th e leg islation  might  prop er ly  be restr ic ted  
at  th is tim e to ba rb itu ra te s an d am phetamines , inasmu ch as these are 
the on ly two  classes  of drug s f or  wh ich an y s ignificant  m isuse is show n.

I t  i s argu ed  by some th at  a con trol  of  one d ru g whose  use is abused 
wou ld resu lt in a sh if t of  use to an othe r depre ssa nt or  s tim ulan t dr ug  
an d a s im ila r abuse.  Th e Se creta ry  is accordingly autho rized , among  
othe r thi ngs, to  extend the au th or ity  of  t hi s law , by regu lat ion , to the  
dr ug  which  has  acqu ired new an d widesprea d abuse.  Since the Sec
re ta ry  can exe mp t fro m th is  act  dr ug s whose  reg ula tio n is not neces
sa ry  fo r the prote cti on  of  th e publi c he alt h, it would seem logical 
th at  th is  same req uir em ent be incorporate d as a gu id ing stan da rd  fo r 
th e Se cretary  in desig na tin g addi tio na l dr ug s to be inc luded.  Ac
cordi ng ly,  we sug ges t th at  section 3(a ) be amend ed so th at  in sub- 
pa ra gr ap h (3)  the def ini tion  of  “d ep res sant  or  sti mulan t dr ug s” 
wou ld mean—
any drug which contains any quanti ty of a substance which the Secretary, after 
investigation, has found to have, and by regulation designates as having, a 
potential for abuse leading to adverse effect on the public health because of its 
depressant  or s timulant effect on the central nervous system or its hallucina tory 
effec t; except * * *.

I f  th is  sug ges tion is con sidered favo rably  by the  committ ee, we 
fu rther  recommend  th at  the  de ter mi na tio n of wh eth er th e publi c 
he al th  is adver sely a ffec ted s hou ld be m ade  by th e Adviso ry Com mit tee .

The AM A rega rds those pro vis ion s of  the bill re la tin g to an Ad
visory  Comm ittee as sa lu tary . Th ro ug h th ei r im ple me nta tion, th e 
Se cre tar y may rece ive the adv ice  and consult ation  of  an im pa rt ia l 
grou p of experts . Add iti on al  beneficial use of th is  com mit tee  could 
be obtained if  the Se cretary wou ld be req uir ed  to  con sul t wi th  the m 
before the proposal of  a new regu lat ion . Th is  ap pe ars to  be the 
in tent  of  th e recom mendation of  the Pr es id en t’s Ad visory Com 
mission, where, in its  “R ep or t on Na rco tic  an d Dru g Abu se,” it  
sta ted (p.  44) :

In determining the specific drugs which fall within the scope of his regulatory 
power over dangerous drugs, the Secretary of Health. Education, and Welfare 
should be advised by a standing committee composed of experts from both within 
and without the Federa l Government and should act  in accordance with fai r 
rulemaking procedures.

Fi na lly , we recommend th a t th e numb er of  ex pe rts  com posing the 
Ad vis ory  Comm ittee be inc reased  to  a t lea st seven. Th is cha nge 
would  b roa den the base  of  o pin ion  of  t he  c ommittee  and wou ld make 
th e com mit tee  more rep resentati ve  of  t he  scien tific  community . Also , 
if  th e Ad vis ory  Comm ittee were to be ma de a  sta nd ing com mit tee fo r 
a fixed pe rio d of  t ime, it  wou ld no t be necessa ry to  constitu te such  a 
com mit tee upo n each occas ion whe n its  consult ation  is required.
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In  conclusion, let me again state the AMA’s concern with the in
creasing report of nonmedical use of  the drugs under  consideration, 
particular ly among the youth of our Nation. However, legislation 
alone may not be the answer. Much misuse is founded on a lack of 
understand ing of the serious consequences which may result  from 
use of these drugs. It  seems, therefore,  tha t a program of education 
could forewarn  our youth of these serious, often disastrous, effects.

Air. Chairman, we wish to thank  you for this opportuni ty of pre 
senting the views of the American Medical Association. We will 
now be pleased to attempt to answer any questions which the com
mittee may have.

The Chairman. Doctor, thank you very much for your concise 
and very fine statement on this subject. It  gets r igh t to the point and 
tha t is what we want.

Mr. O’Brien, any questions?
Mr. O’Brien. No questions, Mr. Chairman.
The Chairman. Mr. Younger?
Air. Younger. Thank you Air. Chairman.
Dr. B rill, I notice tha t you recommend that the bill be very limited 

in the drugs that it covers for  regula tion, if I understand your paper.
Dr. Brill. Yes, sir. The initia l recommendation was that it be 

limited to the barbi turate s a.nd the amphetamines. But the entire 
bill is supported and this would include drugs  wi th hallucinagenic ef fect also.

Air. Younger. AVe have had a lo t o f testimony on cases where the 
tranqu ilizers  are abused just as much as have been the  other drugs. 
There are cer tain designated pills in the tranquilizer field tha t can be 
designated. Why should they not be included in the bill if we are 
going to do anything, rath er than leave them out?

Dr. Brill. The opinion of the association was tha t if  there  was a 
grea t deal of discussion as to whether other drugs should be included, 
the association would have been happ y to support a bill which in
cluded amphetamines and barbitura tes alone. But the association 
is quite willing to see the broader field of drugs included.

Air. Younger. Thank you. I have one other quest ion: In  the  prac
tice of medicine, how many or  what percentage of the  doctors dispense 
and sell drugs themselves out of th eir  own office?

Dr. Brill. True dispensing physicians, in the full sense of the 
term, are  a, small and decreasing minority. But  the exact definition of 
a dispensing physician becomes a difficult m atter; many physicians 
occasionally dispense a does or a few doses of medication.

Air. Younger. Then you do not believe tha t it is practiced to a 
grea t extent. Yet if we keep the pharmacies  in the bill, should we 
not include the doctors who do dispense and sell drugs out of thei r 
own office, and they should be required to keep a record?

Dr. Brill. I think  it would be very difficult to make an exact 
definition. If  one included all dispensing, this would impose a great 
and an unnecessary burden on the medical profession, especially since, 
according to Commissioner L arrick’s testimony, in the last 10 years 
less than three  physicians a year have been involved in any difficulty 
because of the dispensing of these drugs.

Air. Younger. Thank you.
Dr. Brill. May I  interpose one statement I didn’t complete ?
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I neglected to discuss the term “tranquilizer” specifically enough. 
This is a broad term. It  includes many very important substances 
tha t do not have a potential for abuse. It  also includes some sub
stances which do have a po tential for abuse. For  this reason, the term 
“tranq uilizer” is not a very useful one to define the substances that  
would fall within this bill. But I think that the other terms, “de
pressant” and “stimulating” and “hallucinagenic” drugs, which are 
already in the bill, cover it quite adequately.

Mr. Younger. In  the President ’s Commission’s report, they enum
erate five specifically by name, and the Commissioner yesterday men
tioned some by name. On those that are knowm by name why 
shouldn’t they be included where the Commission and the Commis
sioner, himself, admit tha t there is abuse?

Dr. Brill. The difficulty arises in the fact th at if one were to begin 
listing, it would be a very long list. If  one included only a short list, 
it would be quite likely that some not named would be just as po
tentially abusable as those tha t are named. So naming  them spe
cifically would burden the law, would quite likely create unfair 
impressions, and in the opinion of the association is not necessary.

Mr. Younger. This is rather an unusual position for the AMA to 
take because, if I understand their position, they have not in the 
past been willing to leave everything to the regula tion of pure Food 
and Drug, but want specific laws passed.

Dr. Brill. I  recognize what  you mean. The AMA feels tha t a 
scientific body, acting  as consultants, would be quite adequate to  cover 
this situation.

Mr. Younger. Thank you. That is all.
The Chairman. Mr. Kornegay.
Mr. Kornegay. I  have just  one question, Mr. Chairman.
Dr. Brill,  I gath er from your answers to my colleague’s questions 

and your statement here th at you are suggesting grea ter participation 
and reliance upon the advisory committee in designating the drugs  to 
be covered unaer  r egu lation; is th at correct ?

Dr. Brill. Yes, sir. Ea rly  participation .
Mr. Kornegay. In  other  words, get the advisory group in at the 

inception ?
Dr. Brill. Yes, sir.
Mr. K ornegay. Tha nk you.
The Chairman. Mr. Springer, have you any questions?
Mr. Springer. I  have no questions. It  was a very good statement.
The Chairman. Mr. Friede l, have you any questions?
Mr. F riedel. No questions, Mr. Chairman.
The Chairman. Mr. Nelsen.
Mr. Nelsen. Dr. Bril l, on the first page of your testimony you men

tion tha t there has been significant problems existing in the abuse 
of barbiturates  and amphetamines. You single those two out, but  is 
it not true  tha t there have also been abuses in other areas, perhaps 
equally d isturbing?

Dr. Brill. It  is t rue  that abuses of other drugs have been reported, 
and they are equally distu rbing in the sense t ha t there is a  po tentia l 
for abuse. But  in terms of durat ion of experience and extent of ex
perience, barbi turate s and amphetamines have the firmest foundation
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fo r conc ern, if  I  can  pu t it th at  way. We  hav e been de ali ng  with* 
the m lon ger and on a la rg er  scale than  the  othe r substances.

Mr.  Nelsen . You mentio ned  a moment ago, Doctor, that , is all  of  
the m were  to  be name d, the list, would be very  lo ng,  and it. would cre ate  
qu ite  a proble m.

You  mention that  tw o a re  me ntio ned  in the  bi ll and the re st  a re not . 
I t  wou ld seem to  me th at we ou gh t to  take  in to  acc ount wh at was 
brou gh t in to  the  test imony yeste rday, the po ten tia l com pet itiv e si tu a
tio n th at  might  exist . We  wa nt  to be caref ul th at  ou r lan gu ag e is 
dr aw n to  correct, the  problem, an d at  t he  same t im e no t to  c rea te one 
un fa ir ly  in a ny area. I  am sure  you unders tan d.

Mr.  Brill. I  do, and I  th ink th at the wo rd ing in  ou r sta tem ent 
tak es  th is  int o con sidera tion because a mphet amines, an d especially  th e 
ba rb itu ra tes, are  classes of  d rugs  a nd  do not  in volve a p ar ticu la r co m
pe tit ive sit ua tio n.

Mr.  Nelsen. In  the  Pr es iden t’s repo rt,  othe r drug s are mentioned.  
I  am sur e you  h ave  seen th at  r ep or t where  th ey  name othe r dru gs.  I 
am no t a pharm acist  so I will no t at tempt  to nam e them.

Dr . Brill . Yes.
Mr. Nelsen. But  you  do agree  that, these othe r prod uc ts th at  are  

nam ed also  do have a poten tia l da ng er  if  they  are  abused, do you 
not?

Dr . Bril l. Yes, sir.  May I  ad d th at  t he re  i s a reason fo r not na m
ing dr ug s more spec ifica lly than  is necessa ry because of  th e effect on 
pa tie nts . I  per son ally have  ha d pa tie nt s come to  me, pa tie nt s who 
were  r ece iving  v arious medications t hat were  necessary  f or  th ei r wel l
bein g. Th ey  were  v ery  much concerned because such drug s had been 
spec ifically  nam ed in the pre ss or  in vario us  o ther  public  media .

So because of  the effect on pa tie nts, I  th in k undue specif icity , should 
be avoided.

Mr. Nelsen. In  some cases have  you  prescr ibed, the use of  b ar bi tu 
ra tes o r am phetamines  yourse lf as  a ph ysi cia n ?

Mr. Brill. Yes, sir.
Mr . Nelse n. Would those sam e pa tie nts be ala rm ed  be cause cert ain  

drug s are  named in the bil l? W ou ldn’t your  a rgum en t sort, o f de fea t 
the f ac t t hat you  do nam e tw o and you don’t n ame  the res t ? W ou ldn’t 
your  argumen t, fit in  that, case,  also ?

Dr . Brill. The  argume nt up  to  a po in t, I wou ld have to  agree, 
would  ap ply.  But  one wou ld want, t o r es tr ic t thi s as much  as possible. 
In  ad di tio n,  thes e substan ces  ar e or dina ril y dispense d un de r nam es 
othe r th an  th e general  ter ms  “a mp he tam ine s” and  “b arbi tu ra tes,” so 
th a t they  are not rea lly  p oin ted  o ut  q ui te as specifica lly as th at .

Mr . Nelson . Th an k you.
Th e C hairm an . Mr.  Va n Deerl in.
Mr. Van D eerlin . You men tion ed th a t the  dispen sing of  drugs bv  

phys ici ans is dec lining.  Do you mean in tli ie r offices? O r migh t it 
be assumed  tha t there is a decline in the ow nersh ip of dispensing  d ru g 
outle ts own ed by physicians?

Dr . Bril l. Our  sta tem ent appli es  only  to physicia ns dis pensing  for  
money in th ei r office. I t  appli es  to a prac tic e which  once was wid e
sprea d an d now is very minor. I t  does no t ap ply to owner ship of  
pharm acies.
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Mr. Van Deerlin. It  would be assumed by you, I guess, th at in 
any drug  dispensing through retail outlets in which physicians are 
the exclusive owners, the provisions of this bill on the reporting would 
apply,  would they n ot ?

Dr. B rill. Yes, sir.
Mr. Van Deerlin. Ju st  like any other drugstore?
Dr. B rill. Ju st like any other drugstore.
Mr. Van Deerlin. Thank you, Mr. Chairman.
The Chairman. Mr. Curtin.
Mr. Curtin. No question, Mr. Chairman.
The Chairman. Mr. Satterfield.
Mr. S atterfield. No questions.
The Chairman. Mr. Cunningham ?
Mr. Cunningham. Doctor, is alcohol considered a drug?
Dr. Brill. In some context, yes ; usually, no.
Mr. Cunningham. Have you had experiences of so-called an ti

social behavior as a result of alcohol which would be much grea ter 
than the abuse by these drugs we are speaking of ?

Dr. B rill. Speaking personal ly, I  would say yes. This was not in
cluded in the consideration by the association, bu t I would certain ly 
have to agree with that.

Mr. Cunningham . If  it is considered a drug, I was wondering 
about the possibility of alcohol being dispensed by a  physician, as an 
exjieriment.

Dr. Brill. I thin k this experiment was once tr ied and resulted in 
very unhappy complications.

Mr. Cunningham. Thank you.
The Chairman. I might  suggest, Doctor, in tha t case I am sure 

many more doctors would get back into the  business of distribut ion.
Mr. Mackay.
Mr. Mackay. Doctor, I would like you to amplify  your reasons on 

page 4, for  th is suggested addition  of the wTords “leading to adverse 
effect on the public healt h/’ What did you consider to be the in
adequacy of the language as s tated in the printed bill ?

Dr. Brill. Fo r example, ether can be abused, yet there  is no indica
tion at th is time that  ether  would have an adverse effect on the public 
health. So the association felt  th at  there should be some indication, 
some scientific evidence tha t this has implicaitons for difficulties on 
a wider scale.

Mr. Mackay. Thank you.
Dr. Brill. Incidental ly, the statement  is made tha t any drug  can 

be abused. In  a very broad context, one could maintain this thesis.
The Chairman. Doctor, anything can be abused. Too much sugar, 

too much bread-----
Dr. Brill. Or food.
The Chairman. Anything tha t the human body consumes or which 

an animal consumes can lead to abuse, can it not ?
Dr. Brill. Yes, sir.
The Chairman. Mr. Carte r ?
Mr. Carter. Dr. Brill , do you think there  is widespread abuse o f 

tranqui lizers ?
Dr. B rill. Widespread? No.
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Mr. Carter. Do you find many deleterious effects from the use of tranquilizers?
Dr. Brill. I would prefer the word occasional.
Mr. Carter. Which tranquilizers, in  your opinion, cause these deleterious effects ?
Dr. Brill. I am sure you understand  tha t a  fu ll l ist would be very extensive, and I am afraid, beyond my immediate capacity. To name some and not others would be unfair.
Mr. Carter. I mean which might cause the difficulty th at we have with the amphetamines or the barbiturates ?
Dr. Brill. Perhaps I  can reach this point by saying th at the pheno- thiazines, the major tranquilizers, reserpine, and tha t class of drugs, are not subject to abuse. A very l arge number of the other drugs tha t 

fall in to this class are subject to abuse.
Mr. Carter. You really don’t find too much abuse, though, of the use of tranquilizers, is tha t true ?
Dr. Brill. That is true, so far.
Mr. Carter. They don’t have the bad effects of amphetamines or barbiturates, as a usual thing  ?
Dr. Brill. I  think tha t the potent ial is there. We are speaking about the contras t between a potential and an actual abuse. In  ac tuality, I would certainly agree tha t this  is not an extensive problem.Mr. Carter. Thank you, sir.
Mr. Satterfield. Would the gentleman yield ?
Mr. Carter. Yes.
The Chairman. Mr. Satterfield.
Mr. Satterfield. I would like to get back for a minute to a question Mr. Mackay asked you. It  seems to me tha t what you are saying here by the insertion of the words “leading to adverse effect upon the public health,” is tha t regulation should b e confined to those drugs tha t would have a permanent  or  lasting effect and thus affect public or individual health.
Isn’t it  true tha t any drug, s timulant, or depressant t ha t affects the central nervous system might have a temporary effect that would lead to mis judgment, carelessness?
Dr. Brill. We are talkin g specifically about chronic use rather than the effect of a single dose. 1 thin k this is the distinction you are making, if I  understand you correctly.
Mr. Satterfield. I was thinking  thi s was the dis tinction you made in your report.
Dr. Brill. Yes, I think tha t is right.
Mr. Satterfield. I take it from your  report , th at you feel the discretion t ha t is left with the department  to ascertain which additional drugs  fa ll within the purview of this  proposed bill should be confined only to those with lasting effect, and not to those producing temporary effect in determining how it may affect public safety.
Dr. Brill. I think the issue of “a lasting effect”—and thi s may be a question of semantics—is tha t all of these substances have a temporary  effect which is reproduced time and time again. It  is this repetition of the temporary effect, the compulsive drive toward a repetitious use, that  constitutes abuse.
But the problem to which the association was addressing i tself with this term was the determination of whether a given substance had the
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necessary qualities to be attrac tive enough to be a potential thre at to 
public health. That is, tha t i t would attr act  people to a sufficient de
gree so tha t it was a threat in this field.

Mr. Satterfield. Then you would include depressants or stimu
lants tha t would not necessarily have a lasting  effect but, due to fre 
quency of use, would constitute an equivalent of tha t effect.

Dr. Brill. Yes, sir.
Mr. Satterfield. Would th is not then include all drugs tha t would 

affect the central nervous system by way of  depressing it  or stimulat
ing it?

Dr. Brill. In experience, some drugs have tended to be very at 
tractive  and to constitute a potentia l thr eat  within this field, other  
drugs have not. The basis for the use of the consultant group is to 
sift the scientific an d medical informat ion, and to make a determina
tion of which drugs have this quality  and which drugs do not.

Mr. Satterfield. It  would seem to me, to go back to  the example 
you used, ether, while I can’t conceive of anyone imbibing in ether 
frequently, wouldn’t the result be exactly the  same while one is under 
its influence?

Dr. Brill. Yes, sir, the  immediate effect of ether sniffing—and inci
dentally, one of the earliest uses of e ther was in  ether-sniffing part ies 
when people became inebriated—but this is not a th rea t even though 
the immediate effect of ether sniffing is to produce an intoxication.

Mr. Satterfield. Insofar as danger to public safety, health, and wel
fare it would nevertheless be detrimental, would it  not, if improperly  
used?

Dr. Brill. I thin k tha t the purpose of thi s bill, as I  understand it, 
is to control the  chronic, repeated, compulsive use of drugs, rath er than 
the single, individual dose. If  I  may point  out, insulin, which is 
used in the trea tment of diabetes, may also produce very serious e f
fects of the same type, with loss of consciousness.

Mr. Satterfield. Thank you.
The Chairman. Are  there any further  questions ?
Mr. Gi lligan?
Mr. Gilligan. Thank you, Mr. Chairman.
The ether sniffing brought something to my mind tha t I meant to ask 

a little  earlier. We had in our dis trict  something of a scandal a couple 
of years ago of a group of h igh school students who were engaged in 
glue sniffing. Wh at is the chemical agent which causes the hallucina
tory effect in glue ? Is i t covered in this bill or, in your opinion, should 
it be?

Dr. Brill. It  is not covered in the bill. It  is no t a drug; it is an 
industrial solvent. I wish I  could recall the name, but  I can’t at this 
moment. There are a considerable number of indus trial  solvents th at 
can produce effects.

Of course, children sometimes even go so far as to  sniff gasoline to 
produce an intoxication.

Mr. Gilligan. In  your opinion, therefore , there should be no at
tempt to cover such solvents in a bill of this type?

Dr. Brill. I don’t think there is any objection to an attempt, b ut it 
would seem extremely difficult to do this. If  I  were to lis t all the sub
stances in our surroundings which can be used to produce intoxication, 
it would be a very long list. For  example, nutmeg can produce a very
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strik ing intoxication. It  has been used in certain correctional facili 
ties where the prisoners discovered it and abused it.

Mr. Gilligan. I have never understood before why they put  it in 
eggnog.

Dr. Brill. The dosage has to be large.
Mr. Gilligan. Thank you, Mr. Chairman.
The Chairman. Doctor, what we are trying to do is to reach those 

drugs which when manufactu red and di stributed present problems in
volving th eir abuse because of their effect on the central nervous sys
tem of the individual. This  is not an a ttempt to t ry to reach an im
practical situation tha t would be impossible to administer.

Dr. Brill. Yes, sir.
The Chairman. For  example, when I  was a youngster, wTe used to 

go out in the woods and get a cross vine and ligh t i t up and smoke it. 
I think to a ttempt to reach a si tuation like tha t would present a rath er 
ridiculous situation.

Maybe I shouldn’t mention it, but I have been to ld tha t there is 
another branch of the legislative branch not too fa r from here that, 
keeps a little  box just inside the door with snuff inside of it, where 
they go by and sniff it every time they need it.

I suppose tha t would provide  a little  stimulant, would it not?
Dr. Brill. Yes. I t is a cent ral nervous system effect.
The Chairman. So we could get off into a realm here t ha t would 

present impossible situations. What we are trying  to do now is to reach 
this class of stimulants which involve abuse, having an adverse effect 
on the health of the people and the welfare of the Nation.

Dr. Brill. This  is our understanding of the intent.
The Chairman. Are you fami liar with the drug  meprobamate?
Dr. B rill. I am, sir.
The Chairman. Would you say it should come in th is class?
Dr. Brh,l. I think it would be a very definite candida te for inclu

sion ; yes, sir.
The Chairman. Is it recognized medically as having a similar effect 

to the barbitura tes ?
Dr. Brill. It  would fall into the same class.
The  Chairman. I t would fall in the same class ?
I)r. Brill. As far  as hav ing a sedative effect. It  is a tranquilizer, 

but it  has a sedative effect.
The Chairman. Why should it not be included by name as those of 

the barbiturate-sodium compounds?
Dr. Brill. This is a specific drug  ra ther  than  the name of  a class of 

drugs, like the barbiturates, and to name th is one specific drug would 
create an un fair market situation  in comparison to many, many others 
tha t have similar attributes. Either  they all should be named or it 
would be faire r not to name any one specifically.

The Chairman. I thought  a barbitura te was a specific drug.
Dr. Brill. It  is one of a class. There are many, many types of ba r

biturates, and they are marketed under many different names. Lumi
nol, for example, is a very useful drug  for the treatment of epilepsy. 
I could name many, many other barbitura tes.

The Chairman. Is there a class tha t the meprobamate belongs to?
Dr. Brill. Meprobamate is a specific individual drug  tha t has not 

given rise to a class of chemical relat ives; therefore it is a specific in
dividual substance.
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The Chairman. Are you fami liar with the drug  glutethimide?
Dr. Brill. Yes, I am, sir.
The Chairman. Pardon  my pronunciation of these words. I do not 

have a daily fa mili arity with them.
Would you say it would be in the same category?
Dr. Brill. I t has characte ristics very simila r to tha t of meproba

mate, and what we jus t said about meprobamate would apply with 
equal force to it.

The Chairman. Wh at about methyprylon ?
Dr. Brill. I think I  would repeat the same words about that.
The Chairman. I would not undertake to pronounce the next one, 

but I will spell it f or you. C-h-l-o-r-d-i-a-z-e-p-o-x-i-d-e.
Dr. Brill. Yes, sir, I know tha t one.
The Chairman. Wlia t would you say about it ?
Dr. Brill. Exact ly the same as I have jus t said about meprobamate.
The Chairman. And you think  it would be inadvisable to  include 

these by specific names ?
Dr. Brill. The list would have to be extended very much and would 

create, in the opinion of the association, a rather  unwieldy situation.
The Chairman. Let’s see, then, with  your suggested amendment 

you would add to the language in H.K. 2, in the thir d category, the 
words “leading to adverse effect on the public health.”

Dr. Brill. Yes, sir.
The Chairman. The question has been running through my mind 

just  how tha t amendment would change things. I can’t imagine the 
Secretary holding hearings and coming to a conclusion tha t a certa in 
drug  should be included unless he found tha t it would be adverse to 
the public health. What  does the language add ?

Dr. Brill. I think  the purpose of this is to give the Secretary a 
clearer definition with  which to work and to avoid the uncertain defini
tion which the term “abuse” alone, or “potentia l for abuse” alone, 
might  give. I t is to attem pt to firm up the definition.

The Chairman. It  might, spell i t out a little  more specifically, but  
the way I see it now I  don’t  see how it adds too much to it. But I 
don’t see how the agency could object to it. That is the way I  see it at  
this moment.

Dr. Brill. From my experience in working with advisory commit
tees of this type, I would feel tha t a firmer definition would be easier 
to work with. But I would have to agree tha t commonsense would 
undoubtedly prevai l in either case.

But a firmer definition would, in the opinion of the association, be 
useful.

The Chairman. Then you would suggest that it be made clear that 
the Secretary  would use or consult, rathe r, or seek the advice of, the 
advisory committee.

Dr. Brill. Yes, sir.
The Chairman. How long a period of time would elapse from  the 

initia l proposal tha t a particula r drug be brought under th is provision 
before a decision could be obtained from the advisory committee and 
the usual procedures followed by the agency to bring  in a drug tha t 
would be covered under this program? Wouldn’t tha t require an ex
trao rdinary length of time?

Dr. Kitto. Would you repeat the question, sir?  I am not sure 1 
understand it fully.
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The Chairman. I unders tand this provision, the thir d category re
ferred to, in the bill, to which our discussion now is directed,  would 
include any drug which contains any quanti ty of a substance which 
the Secretary, afte r investigation, has found to have, and by regula
tion designates as having, a potentia l for abuse leading to adverse 
effect on the public health  because of its depressant  and stimulant  
effect on the central nervous system or its  hallucinatory effect, and so 
forth.

That would mean tha t a d rug  would be considered by the agency, 
it would be referred to the advisory committee, the advisory com
mittee would have to consider—which I think  is a good procedure— 
and they would advise with the Secretary as to what should be done.

Following tha t, I  suppose there would be the usual hearing which 
would have to  be provided before a final decision is made. Wouldn’t 
tha t require a lot of time ?

Dr. Brill. I would like to divide our answer into two parts. Tha t 
is, the possibility of delay inherent in the regulato ry struc ture as it  is 
outlined in the bill, and the possibil ity of additional delay due to  hav
ing the advisory committee consulted ahead of time.

If  an expert  committee had already been consulted, it is quite  likely 
that this would reduce the  overall amount of delay because a deter 
mination which had been made in advance might reduce the total 
number of hearings .

The Chairman. I would hope that  we would not leave loopholes 
here for another Krebiozin thing to develop, involving the medical 
profession and those who suffer a dreaded disease, with great pain and 
mental anguish.

Dr. Brill. Sir, with  respect to the total delay which might be caused 
by using the adminis trative mechanism referred to here. I am not  in 
a position to speak author itatively. Perhaps we could offer a com
munication on that subject.

But with respect to the additional delay tha t might be produced by 
having  an advisory committee come in, I  note th at Commissioner Lar- 
rick said th at it was his intent to consult scientists in and ou t of Gov
ernment to determine which drugs should come under  the scope of the 
proposed section.

So that  this, in effect, merely formalizes his intention somewhat, 
Again, speaking from experience, an expert committee, where the 
issues are clear cut, can make a determination quite rapidly. Where 
the issues are not clear cut and where there is considerable doubt, it 
takes a longer time and more inform ation has to be sifted.

But for all practical purposes, I  think tha t the expert committee 
could render opinions quite rapidly  in those fields where the issues are 
clear cut and where the question is  an important question tha t needs 
to be settled rapidly.

The Chairman. Doctor, what I  am try ing  to get at is th is : We will 
have some witnesses who will follow you who will tell this committee 
how the bill  is going to affect the compet itive situation, and request of 
this  committee that  we do something that  would assure equitable trea t
ment, and so forth.

This is such a highly technical field and  it  has such far-reaching 
consequences I am not sure tha t I  am qualified to judge. As a matter 
of fact, I know I  am not qualified to judge  what should be done.
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We want to protect the competitive situation, but at the same time 

we do not want to leave a loophole here. Tha t is w hat I am seeking 
righ t now. I am seeking guidance.

Dr. Brill. I would think from everyone’s point of view it would be 
desirable to have an expert opinion before listing  a substance. I would 
think  from the p oint  of view of th e industry  this would not be objec
tionable.

The Chairman. Mr. Rogers, have you any questions ?
Mr. Rogers of Florida. Doctor, are most of these drugs of which 

we are now speaking prescription drugs ?
Dr. Brill. Yes, sir.
Air. Rogers of Flor ida. Or they should be prescrip tion drugs?
Dr. Brill. They all are  prescription drugs.
Air. Rogers of Florida. None of these are sold over the counter with 

out a prescription, then ?
Dr. Brill. No, sir.
Air. Rogers of Florida. Are any of the tranqui lizers sold over the counter without prescrip tion ?
Dr. Brill. Not to my knowledge. Drugs of the type discussed in 

this bill should not be sold over the counter. They should be sold 
by prescription. It  has been pointed out to  me, of course, that there 
is in the mechanism of the Food and Drug Administration a way of 
changing the status  of a drug from an over-the-counter  status to a 
prescription statu s if it becomes obvious that this is necessary.

Air. Rogers of Florida. So you feel there is no loophole there that  could be used ?
Dr. Brill. I think not.
Air. Rogers of Florida. Thank you, Air. Chairman.
The Chairman. Air. Devine, have you any questions ?
Mr. Devine. Yes, Air. Chairman.
Dr. Brill,  a re you also in p rivate practice  in addition to being in a public function ?
Dr. Brill. To a very limited extent, yes, sir.
Air. Devine. You are a psychiatris t and a neurologist ?
Dr. Brill. Yes, sir.
Air. Devine. In  your statement I notice at several places you say 

tha t you use these various drugs as hypnotic  aids in psychia tric ex
amination and therapy, but you go on to say they can create anti
social behavior and may result in conduct causing serious harm.

Are you direct ing this harm to the individua l himself or harm to other members of society, or both ?
Dr. Brill. Both. A very simple example is when a man is in his 

automobile and he is intoxicated. His judgment is affected and he is a danger to himself and to others.
Air. Devine. You are talking  about intoxication. But a barbitu rate  could do the same thing, I  suppose, an excess.
Dr. Brill. Yes, sir.
Air. Devine. Do you know roughly about how many people in this  

Nation we are talk ing about who are addicted to these sedatives and 
depressants? Perhaps tha t is an unf air  question to ask you.

Dr. Brill. The fact  is tha t the  da ta to  answer your question, to my knowledge, does not exist.
Mr. Devine. I t does not exist ?
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Dr. Brill. It  does not exist. One can make various estimates, and  
there are all k inds of estimates made. But a reasonably firm answer 
I couldn’t give you.

Mr. Devine. The reason for the question is this. Here we are, an 
arm of the Federal Government, perhaps moving into an area where 
we again are trying  to save ourselves from ourselves. I am reminded 
in one of the subcommittees of this committee where I thin k that our 
traffic fatalities  for one year now are 40,000.

Dr. Brtll. Yes, sir.
Mr. Devine. I don’t know whether we are going to save ourselves 

from automobile drivers  or what. I am just wondering if you have 
any numerical figures which indicate a grea t need for this type of 
legislation to save ourselves from ourselves.

Dr. Brill. I am afraid  I can’t give you a numerical figure. I 
can tell you tha t it is not at all unusual, in my own personal experi
ence, to  see heroin addiction complicated by addition  to barbitu rates. 
So it certainly  is not rare tha t barbi turate s are abused, and abused 
in a very serious context.

Mr. Devine. I am sure you don’t have any opinion tha t in the event 
that we enact this legislation tha t it will stop the liootlegging of 
barbi turate s or amphetamines, o r anyth ing else, do you?

Dr. Brill. I think the hope is tha t i t would very materially reduce 
it.

Mr. Devine. Tha t is your opinion and that  of your association ?
Dr. Brill. Yes, sir.
Mr. Devine. Than k you. Thank you, Mr. Chairman.
The Chairman. Mr. Pickle, have you any questions?
Mr. P ickle. Mr. Chairman,  I am sorry I arrived  late. My ques

tions may have been asked, but they will not take but a minute.
How many physicians in your estimate dispense medicines of this 

kind, as contrasted to prescriptions? Wha t percentage of physicians 
in the country dispense them ?

Dr. Brill. Virtually all physicians occasionally give a dose of 
medication, especially under  emergency conditions. But  when one 
speaks of systematic dispensing for a fee from the physician’s of
fice—in the old-fashioned sense of a dispensing physician—I think  
tha t this is a relatively rare  practice and is decreasing.

But  when one at tempts to define the term “dispensing physician,” 
one runs into a continual problem; the definition is extraordina rily 
difficult.

Mr. P ickle. I  unders tand it  is. But could you give me an esti
mate? Do you have 5 o r 10 percent of the physicians tha t dispense? 
Wha t figure would you use ?

Dr. Brill. I am a fraid that  the figure that you are asking for  is 
not available. But I  would again say tha t the vagueness of the defini
tion would make this figure relative ly difficult to inte rpre t in any 
case.

Mr. P ickle. Could you get for  the committee an estimate, per
centagewise, a rough estimate, of those physicians who do dispense? 
You know generally, according to the law tha t is laid ou t to us, where 
you would draw the line, perhaps better  than we.

Dr. Brill. We shall try.
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(T h e  fo ll ow in g  le tt e r  w as  l a te r  re ce iv ed  in  conn ec tion w it h  th e  abo ve  

co ll oquy :)
American Medical Association,

Chicago, III., February 4, 1965.
Hon. Oren Harris,
Chairman, Inte rsta te and Foreign Commerce Committee, U.S. House of Rep

resentatives, Washington, D.C.
Dear Congressman H arris : On Janu ary 28, 1965, a t the hea ring s held on 

H.R. 2 by the  House  In te rs ta te  and  Fore ign Commerce Committee, Congress
man  Pickle aske d the American  Medical Association witness, Dr. Hen ry Brill , 
fo r info rma tion  as to the number of physicians  presen tly in practic e in th is 
country  who would dispense  the  drug s und er cons idera tion.  Dr. Bri ll indicated 
th at  he did  not think such  info rma tion  was  ava ilab le but  would try  to obta in 
the data .

It  is not clear from  the context whether the refernce was to the phys ician  
Who only dispenses drugs on occasion, or  to the  phys ician  who dispenses a 
varie ty of drugs , hav ing in mind perhap s the phys ician  in ru ra l are as  whose 
pa tients  would not  have access to a pharmacy. Both might be term ed a “dis
pensing physician,” and  a ques tion of definit ion would have a grea t bearing  on 
the  number of phys icians fall ing  wi thin any  classification.

There sti ll exist  situ ations where the  phy sician dispenses drugs in are as  
where no pharmacy is close by—princ ipal ly in ru ra l are as—in ord er to  p rovide 
the  medications needed  by his pat ient. However, these  would represe nt, as 
Dr. Bri ll stated,  a small and  “decreasin g minority.” They would, in fac t, rep 
resent  a very  small percenta ge of practic ing physicians. On the  othe r hand,  
if the phys ician  who may dispense medications occasionally or on an emergency 
basis  were included, th is number would of course be greate r. We reg ret  th at  
ac tua l figures are not  available .

The colloquy between the  witness and  Congressman Pickle rela ted  to the  pro
vision  of the  bill exem pting physicians from the  recordkeep ing requiremen ts of 
the  bil l. Aside from t he  burdensome and  onerous chara cte ris tics of such legisla
tion  which would be im posed on physic ians, the re is also the  im por tan t f actor  of 
phys ician-pa tien t rela tionsh ip which  should be considered. This confidential 
relatio n between the  physician and  pa tie nt should  not  be viola ted. Since other 
testim ony at  the  hea rings showed th at  physician involvement  in improper  dis 
pensing was minuscule  and th at  the total  amount  of  these  drugs  dispensed from 
such phys ician  source  would be extre mely  small  in  relatio n to the  number dis
pensed thro ugh  ot her  channels, the re appea r to be no fac tors present which would 
war ra nt  a bre ach  of thi s confident ial relat ionship.

In  thi s connection, I shou ld also like  to  co rrec t a  figure in our  te stim ony  relat 
ing to the number of physicians in our  country. The  p rese nt number would ap
prox ima te 285,000 ra th er  than  200,000, a s inadve rtently sta ted  by our  witness in 
his testimony. (The figure 200,000 would more closely a pproxim ate AMA member
ship.)  Commissioner L arr ick  had e ar lie r st ate d tha t, in a 10-year period, less th an  
three dozen physicians h ave  been convicted of unlaw ful dispensing of these drugs. 
Under these fac ts, we submit  it  would be unwa rra nte d to remove the  provis ion 
exempting physicians from the  act, and  we u rge th at  th e bill not be changed inso
fa r as  thi s exemption is concerned.

I should like also to comment on our  recommenda tion th at  an advisory com
mit tee should be consulte d by the Sec reta ry before proposing a regula tion  to in
clude add itional  d rugs und er the  ac t. At the hea ring  you expressed  concern over  
the  delay which might ensue from  this  p rocedure. I t was not  contem plated th at  
thi s pre liminary con sul tation should  involve a form al hea ring procedure. The  
more form al procedures are spelled out  in the  bill and  rel ate  the  actions  which 
may be ta ken  subsequen t to the  Sec reta ry’s proposal. The pre liminary reference 
for  committee advice could be summary  and  informal.  Conceivably, the  longer, 
form al procedures  could be obvia ted by an ear lie r recommendation of the  com
mittee, and  th us the  overa ll t ime which could elapse would be m ate ria lly  reduced.

I would ap preciate your making  th is lett er  a pa rt  of our testimony.
Sincerely,

F. J. L. Blasingame, M.D.
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Mr. P ickle. My other question was, and it may have been asked 
earlier: Under section 511, physicians are exempt from the inspection 
provision. Fo r my own information, if you have not answered th is, 
why do you object to a representative of the  FDA coming in to look at 
your records the same as the bill requires of the pharmacists ?

Dr. Brill. I think tha t the keeping of special records on the p art  of 
physicians would be unw arran ted because of the very small amount 
of dispensing that is done, and the undue burden th at i t would place on 
the medical profession.

Mr. P ickle. Then your pr imary reason would be because of the bur 
den it places on him and not because it is any violation of a professional 
ethic ?

Dr. B rill. Well, I  think th at one could raise the  question of profes
sional ethics, but practical experience is equally important.  Experi
ence shows that in the last 10 years, only three physicians a  year have 
been in difficulties because of dispensing this type of medication, out of 
the 275,000 in the country.

So according to experience this is a very minor question.
Mr. P ickle. Then the overriding  reason is that  it is an undue burden 

and not necessary ?
Dr. Brill. I  would say so, yes, sir.
Mr. P ickle. This  is the same testimony, basically, that th e pharma

cists gave yesterday. The bill  requires t ha t they be covered. You say 
that very few of your doctors are involved. I can’t understand why, 
then, there  would be such g reat objection to having these records to 
be made available from them, including  the pharmacists.

Dr. Brill. When I said tha t only three physicians a year are in
volved, I meant that  only three  physicians a year had gotten  into d if
ficulties. So in order to find a very small number, a very l arge amount 
of routine record keeping and inspection would be called for.

I th ink th is would be an unwieldy and unjustifiable effort on the part 
of the medical profession.

Mr. P ickle. Tha t is all, Mr. Chairman.
The Chairman. Do you wish to comment on whether or not the 

pharmacists should bo included?
Dr. Brill. I think  not, sir.
The Chairman. Mr. Broyliill, have you any questions ?
Mr. Broyiiill. No questions.
The Chairman. Mr. Kornegay ?
Mr. Kornegay. Thank you, Mr. Chairman.
Doctor, le t me ask you th is : Does th is bill in the three  definitions 

cover medications that  are commonly referred to as pep pi lls ?
Dr. Brill. Yes, sir.
Mr. Kornegay. In  other words, they would be included in  the bill?
Dr. Brill. Yes, they  would.
Mr. Kornegay. Does it also include such drugs as benzedrine, and 

I  th ink there is one under the t rad e name of “No-doz,” and things of 
that sort?

Dr. Brill. It  does include benzedrine. However, “No-doz” is a caf
feine substance which is not included. I t is not a pep pill, as I  under
stand it.

Mr. Kornegay. To my recollection, that pa rticular pill is sold with
out prescription so it would no t be covered.
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Dr. Brill. Yes. This  is not a pep pill.
Mr. Kornf.gay. Wh at effect do pills, such as “No-doz,” have on a 

person? Is it a st imulant?
Dr. Brill. The effect of “No-doz” depends, I  believe, on the caffeine 

content, and tha t is the same effect as drink ing a large amount of 
coffee, perhaps  five, six, or seven cups of coffee.

Mr. Kornegay. A concentrated drink of coffee?
Dr. Brill. Yes, sir.
Mr. Kornegay. Tha nk you.
The Chairman. I don’t know what else we will bring into this.
Mr. Watson?
Mr. Watson. Thank you, Mr. Chairman.
Pursuing the line of questioning of Mr. Pickle, do not  the physicians 

receive quite a heavy volume of professional samples of all of these 
amphetamines and barbi turate s, all physicians?

Dr. B rill. Physicians do receive samples. It  has been pointed out 
to me, and I think this  is correct, tha t if the bill were enacted, this 
would very likely stop.

Mr. Watson. I  am not suggesting that the  physicians be. included in 
the bill, but as a fact is it not true tha t they receive a large volume of 
professional samples ? My question would be: W hat do you do with 
them?

Dr. Brill. I personally  dispose of them carefully , throw them away, 
so that they don’t fall into the wrong hands. Occasionally, i f there 
is an indication, I give them to a patient fo r trial .

Mr. Watson. And you thin k that would be the practice  followed 
by the reputable physicians ?

Dr. Brill. I thin k so, e ither to use them where they are indicated 
or, if  one has no use f or them, to dispose of them so tha t they do not 
fall into the wrong hands. Begin a psychiatrist, I would be part icu
larly  sensitive about not having my patients come in contact with  these 
things, from  the wastebasket.

Mr. Watson. I have one fur the r question. Rather than to allow 
the indiscriminate examination of all of these prescrip tions by the 
FDA , do you think it migh t be possible perhaps to bottom this on a 
volume or a frequency basis? In  other words, require the druggist 
to single out those prescriptions  tha t have been refilled numerous times, 
or perhaps filled in large quantities.

Do you think that  might be a helpful step ?
Dr. Brill. I thin k perhaps it would be be tter if I did not try  to 

comment on that. I t is a rath er complex issue. I t falls  par tly  into 
another field. I might  be misleading.

Mr. Watson. Thank you, sir.
Thank you, Mr. Chairman.
The Chairman. Mr. Curt in ?
Mr. Curtin. Dr. Bril l, are these drugs that we are here talk ing 

about habit  forming ?
Dr. Brill. Yes, sir. The ones tha t are important are hab it forming.
Mr. Curtin. Both the stimulant and depressant  drugs?
Dr. Drill. In  the sense t hat  there is pyschic habit that  is formed, 

not necessarily a physical  habit. Perhaps you refe r to the idea that  
once the habi t is formed the person becomes ill when the drug  is
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stopped, physically ill. These drugs do not necessarily cause an o ut
break of physical symptoms when they are withdrawn.

But  the emotional habit is the important one.
Mr. Curtin. Does the body acquire an immunity from the use of  

these drugs so tha t to get the same effect from a continued use you have 
to increase the amounts ?

Dr. B rill. In many cases there is a tolerance. In  other cases there 
is not. This is a rather complex question in pharmacology. But  in 
many cases, tolerance builds up in the way you describe it, in the 
case of many drugs.

Mr. Curtin. So in general there is such an immunity ?
Dr. Brill. This is not an important aspect of the problem. In 

many cases it builds up, as you say, an immunity, bu t I  wouldn’t want 
to make a general statement t ha t this  is a quality  tha t is important in 
making this decision.

Mr. Curtin. Thank you.
The Chairman. Mr. Friedel.
Mr. F riedel. Dr. B rill, on page 5, in the la st parag raph , your state, 

“However, legislation alone may not  be the answer.” Would you care 
to elaborate on that ?

Dr. Brill. Yes, sir . We have had some experience with legisla
tion, and we know th at public opinion and public attitudes are very 
important.  It  was the opinion of the association that every effort 
should be made to influence the public through education as well as 
throu gh legislation, through a diffusion of accurate knowledge as to 
the dangers inherent in the abuse of these medications.

Mr. Friedel. How could you do tha t if  you don’t keep records to 
show where misuse of drugs occurs ?

Dr. Brill. The in format ion t ha t we referred to is diffused through 
the educational structure of the country, through the  schools, the high 
schools, the colleges, through instrumentalities of State and local gov
ernments, and through education departments.

It  has to do with a description of the dangers of d rug  abuse in the 
educational system and in the public media.

Mr. F riedel. Thank you.
The Chairman. Mr. Rogers ?
Mr. Rogers of Florida.  Than k you, Mr. Chairman.
Is i t only aft er the passage of  this bill that these drugs  would be pre

scription drugs, or are they presently prescription drugs?
Dr. Brill. They are presently prescription drugs, sir.
Mr. Rogers of Florida. The only way a person can now get these 

drugs is to go to a physician or to a pharmacist to  get a prescript ion?
Dr. B rill. Unless they are bootlegged.
Mr. Rogers of Florida.  Unless they are bootlegged?
Dr. Brill. I  think that is correct.
Mr. Rogers of Florida.  In  keeping the record, then, we are simply 

try ing  to  see if  the manufacturer sells all of his drugs  manufactured 
to the pharmacist or to physicians or  whatever i t may be, just to trace 
them so tha t he can know if there is any slippage.

This is mainly what the bill would do, then.
Dr. Brill. One of the main things is to  pick up the possibility of 

diversion of drugs. This diversion can occur in many, many different 
ways in the long line, the long channel, from manufac turer to con
sumer.
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Mr. Rogers of Florida. Does the pharmacist have the right to pre 
scribe these drugs ?

Dr. B rill. No, sir.
Mr. Rogers of Florida. Only a physician ?
Dr. Brill. Yes, sir.
Mr. Rogers of Florida. And you feel that since the pharmacist 

would have to keep a record of how he dispenses them, then he, in 
effect, in  keeping the  record for the physician. Would tha t be true?

Dr. Brill. He would be keeping the record of what the physician 
has prescribed, except, of course, in those minor instances where the 
physician hands out a drug  for emergency use, or in the case of the 
small number of dispensing physicians. The answer is yes.

Mr. Rogers of Florida. Thank you.
Thank you, Mr. Chairman.
The Chairman Mr. Gil ligan ?
Mr Gilligan. I  have just one last question. Doctor, in the report 

of the  Pres ident’s Advisory Commission on Narcotic and Drug Abuse, 
on page 44, the specific recommendation is made tha t legislation should 
not be limited to the barbiturates and the amphetamines, but  should 
extend to all nonnarcotic drugs capable of p roducing serious phycho- 
toxic and antisocial effects when abused.

A littl e later it states any new legislation should be broad enough 
to include all hypnotic, stimulant, and depressant drugs affecting the 
central nervous system in such a way as to be classified as psycho- 
toxic.

Tha t is a term tha t is neither in the bi ll before us o r in your state
ment. Would you think tha t an improvement on the language, to 
include the term psychotoxic, for instance, in place of some of the 
language you have suggested about, leading to adverse effect on the 
public hea lth?

Dr. Brill. The bill meets the needs and conforms to the intent of 
the m aterial which you read quite fully, but the word psychotoxic is 
an  un desir ab le wo rd  fo r ma ny  reasons.  Th e associatio n would  agree 
th at  it  would  be be tter  not to  use i t in th e bil l.

Mr . Gilligan. We have been talk ing in terms of classifications. One 
class is drugs containing barbiturate  acid, one is amphetamine, or its 
derivatives, and the third seems to be the category which is giving  us 
trouble.

Psychotoxic seems to suggest here tha t it is a term which covers 
a classification of  drugs. My question is: Would it be a useful and 
embracing term to use here and get us away from the necessity of 
listing drugs, or is it  one that, in your opinion, would simply fur ther  
confuse the s ituation ?

Dr. K itto. I thin k the  use of the term “ psychotoxic” would further  
confuse the situation, because a drug may w’ell be psychotoxic in abuse 
but not psychotoxic in its normal use. Therefore , since this would 
be an ambiguous term, I think  it better not to be considered for use in 
the context of this legislation.

The terminology as presently used is, in my opinion, far  better 
than  the use of the term “psychotoxic.”

Mr. Gilltgan. Than k you.
The Chairman. Wha t did you say was better to be used ?



164 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

Dr. K itto. I said the term “psychotoxic” is a te rm which, if  used, 
would be ambiguous, and I feel tha t it is properly  omitted from the 
language of the bill.

The Chairman. I thought I heard you say some other term.
Dr. Kitto. I said the  terms tha t are currently used in  the bi ll are, 

in my opinion, far better than the use of this term.
The Chairman. Dr. Br ill, thank you very much, you and Dr. Kitto,  

and Mr. Donelan. We are very glad to have had you present this  
morning. Thank  you for  your patience with members of the commit
tee and for your contribution  that you have made to us on this very 
important and highly significant legislation.

Dr. Brill. We thank you, sir.
The Chairman. The next witness will be Dr. Austin  Smith, of the 

Pharmaceutical Manufacturers Association.
I believe you have Mr. Stet ler and Mr. Kelly with you, Dr. Smith.
It  would be appropriate, I  think, to let you identify yourself and 

those who are with you.

STATEMENT OF AUSTIN SMITH, M.D., PRESIDENT, PHARMACEUTI
CAL MANUFACTURERS ASSOCIATION; ACCOMPANIED BY C.
JOSEPH STETLER,  EXECUTIVE VICE PRESIDE NT AND GENERAL
COUNSEL OF PMA ; AND JOHN T. KELLY, PMA LEGISLATIVE
COUNSEL

Dr. Smith . Thank you, Mr. Chairman. On my lef t is Mr. Stetl er 
and on my right , Mr. Kelly. Mr. Stetler is executive vice president 
and general counsel for the Pharmaceutical Manufacturers Associa
tion, and Mr. Kelly is legis lative counsel. I  am the president of the 
association. Obviously, they are lawyers and I am medically t rained. 
I  feel a little lonely between two lawyers, but that  is the  way it is today.

The statement which we prepared  for your consideration, Mr. Chair
man, and members of the committee, is before you. I would like to 
conserve your time, wfith your  permission, and jus t speak to certain 
sections. Then, we will try  to answer whatever questions may occur 
to you and your colleagues.

The Chairman. Doctor, your entire statement will be included in the 
record. You may proceed as you desire.

Dr. Smith . Thank  you, sir.
The first page refers to the witnesses and to the makeup of the Pha r

maceutical Manufacturers Association. As we appear today, we 
would like to  express apprec iation on behalf of the association fo r the 
opportuni ty to comment on the bill tha t is before you for considera
tion.

On page 2, there are a couple of paragraphs to which I would like 
to direc t your attention,  and then, perhaps, three or four pages tha t I  
migh t read in detail subsequently.

The imposition of the additional controls on the manufacture, dis
tribu tion,  and sale of depressant and stimulant drugs  is not a new 
subject. Many such proposals have been made in the past, and in fact, 
the Pharmaceutical Manufacturers Association and one of its prede
cessor organization, the American Drug Manufacturers Association, 
have been advocating increased controls for some time. I think  our
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interest goes back to the late 1940’s. Statements and appearances 
before various committees have been made since tha t time.

The second paragraph on page 2 gives some account of this,  though 
not in detail.

At the bottom of page 2: The PMA believes tha t the bill you are 
considering today, H.R. 2, provides workable and, we believe, needed 
legislation. This is tru e both with respect to its provisions imposing 
additional controls on certain depressant and stimulant drugs  and 
the provisions which would aid the FDA  in dealing with the increas
ingly serious problem of counterfeit drugs.

The PM A endorses H.R. 2 with only one principal suggested modi
fication. This  concerns the provisions dealing with definitions. We 
believe tha t the provisions in the bill covering the drugs tha t are or 
may be subject to added controls are too broadly drawn and might  be 
used to bring under  the act many drugs  which should not be so treated.  
Lat er in our statement we propose a change in language which we 
believe will remedy this problem. The new language is designed to 
sharpen the provision and direct them to the problem which the 
legislation is intended to meet.

It  is important to emphasize in itial ly that  both amphetamines  and 
barbiturates  are highly beneficial in medical practice and have many 
important medical applications. The preceding witness, Dr. Bril l, 
discussed this in considerable detail. I will not take your time to 
comment on the usefulness of these compounds, except that  on page 4 
there is one paragraph  which may answer a question raised earlier, 
the extent of use of these compounds.

It  is estimated that  physicians treat between 5 and 10 million 
patien ts each year with a central nervous system stimulant drugs. 
Barb iturates are even more widely used therapeutic agents, it being 
estimated tha t approximately 20 million patients receive some tre at
ment with them each year.

The Chairman. Would  you clari fy tha t a little more before you 
leave that?  You say physicians treat between 5 and 10 million  and 
then you say some 20 million patients receive some treatment.

Dr. Smith. One h as to do with the stimulants and the othe r has 
to do with the barbiturates.

The Chairman. Maybe I  do not read it correctly. You say physi
cians treat between 5 and 10 million patients each year-----

Dr. Smith (in terrup ting).  With  central nervous system stimulant 
drugs. That is the amphetamines. Then, I  say t ha t the barbi turate s 
are used even more widely, being employed in roughly 20 million 
patients.

The Chairman. By physicians ?
Dr. Smith. Yes.
There are d ata  showing tha t a significant quant ity of amphetamines 

and barbiturates have been diverted from legitimate drug  channels. 
When these drugs  are used for nonmedical purposes and without  
medical supervision in quantities exceeding the usual medical dose, 
abnormal and antisocial behavior, p resent ing serious health  problems 
may result. I t is because of these demonstrated  facts tha t the PMA 
favors additional controls over the manufacture, distribution, and sale 
of these drugs. In  view, however, o f the special nature of the pro
posed legislation, the PMA believes tha t it  should be carefully limited
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to proved needs. Unneeded authority  should not be granted nor should unwarranted burdens be imposed.
In  our view, in its presently proposed form, the definition in section 

3(a) of the bill of “depressant or s timulant drug” is too broad. The definition is not drawn in terms of  drugs which are actual ly abused, 
but  is close enough to cover drugs  which are only theoretically sub
ject to abuse. We also believe tha t this definition section would be 
improved by including in it, as exemptions from the definition of stimulant and depressant drugs, the two types of drugs which are 
now covered by the separate  exemptive provisions found in section 3(e) (2), at pages 9 and 10 of the bill. These are the provisions for 
exemption pursuant to FDA  regula tion of, first, combination drugs in which depressants or stimulants are combined with other drugs, and, second, nonprescription (over-the-counter) drugs.

Let me discuss first the definitions now contained in section 3(a)  of the bill. We have no difficulty in supporting  this subparag raph (1) 
relat ing to barbitu rates  or with clauses (A) and (B) of subparagraph  (2) covering amphetamines. Clause (C) of subparagra ph (2),  how
ever, should be deleted as being unnecessary and as duplicating the 
authority  which would be conferred under paragra ph (3) which is a 
section specifically designed to authorize the Secretary to designate 
drugs other than barbiturates and amphetamines as being within the term “depressant or stimulant drug.”

In  addit ion to being superfluous, clause (2) (C) is also objection
able in that it designates drugs  as “habit forming” because of thei r 
stimulating  effect on the central nervous system. As applied  to stimu
lan t drugs the term is unwarranted and misleading. “Habit forming” 
as used presently in the Federal Food, Drug, and Cosmetic Act (sec. 
502(d )) is applied to drugs which may produce physical dependence, 
with the consequent appearance of withdrawal symptoms when the drug  is discontinued. Prev ailing medical authority recognizes t hat  
the stimulant drugs under question are not “habi t forming” in this sense.

Proposed subparagraph  (v) (3) provides for the futu re incorpora
tion of additional drugs  under  the controls provided by the bill. It  is thus important tha t the criteria  governing these futu re selections 
accurately reflect the conditions which justify added controls on any distribution. As presently contained in the bill, clause (3) would 
allow the Secretary of the Departmen t of Health , Educat ion, and 
Welfare, by regulation, to place under  the  controls established by the act any drug “having a potentia l fo r abuse because of its depressant or  
stimulant  effect on the central nervous system or its hallucinatory  effect.”

The PMA believes th at Government regulation of the drug indus
try  should be limited to areas where there is a demonstrated need for  
such intervention and controls. Therefore , we feel that  a drug should not be placed under the controls  of this legislation until there has been 
substan tial actual abuse constituting a public health and safety problem.

Our position is in agreement wi th the position taken  by the Senate Committee on Labor and Public Welfa re in its r eport of August 14,
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1964, rega rd ing S. 2628, 88th  Congres s. Th e re po rt  sta ted th a t only  
drug s fo r wh ich the re  exis ts—
evidence either  of actual abuse or significant diversion from legitima te drug 
channels should be subject to the proposed controls * * *.
Theoret ica l “poten tia l fo r abu se,” in the absence of  any evidence th at  
the dr ug  has been  or  is being  abused, is an ina dequate  bas is fo r the 
pro posed  r egulati on . Th is  is  p ar ticu la rly so w hen t he  s ta tu te  c ar rie s 
heavy c rim ina l p ena ltie s.

Th e rea son s fo r ou r posit ion  includ e:
(1) Ma ny drug s ei ther  alone or  in com bin atio n wi th  othe r drug s, 

may have a po tent ia l fo r abuse . In  f ac t t hey may never be abu sed  at  
all  or  no t to  a deg ree  co ns tit ut ing a ha za rd  to the publi c he al th  and 
saf ety . For exa mple, al thou gh  a med icin e may conta in a po tent ia lly  
abusable i ng redien t, so li ttl e o f thi s ingred ient  may be p resent  that, t he  
abu ser  wou ld have to take  a n un real ist ica lly  massive  dose in  an effort  
to  get a de sired  effect. A m edicine m ay also conta in othe r ing red ien ts,  
w hich, when take n in massive doses, wo uld  cause tox ic o r ot he r un de sir 
able side effects t hu s d isc ou ragin g abuse. As a p ract ical  m at ter, th er e
fore, it  is un lik ely  th a t m any  p rodu cts h av ing some su bstanc e t he or et i
cal ly ca pab le o f abuse  would in fa ct  be abused.

(2) Bring in g un de r these contr ols  by  reg ulati on  a large  numb er of 
me rely po tent ia lly  abu sab le drug s or  dr ug prod uc ts would  di lu te  the  
im porta nce of  th e regu latio ns  and ha nd icap  th ei r enforcement .

(3)  Drugs  o r dr ug  produ cts  u nnece ssa rily  p lace d un de r thes e regu 
la tio ns  would  becom e needles sly stigm atized. For  publi c he al th  rea
sons, such sti gm at izat ion should be avo ided wh ere ver  possible since  
it  could re su lt in  rel uc tan ce by ph ys ici ans to  prescr ibe  cer tai n medically  
va lua ble  dr ug s a nd  in  p at ie nt  re luc tance to tak e thes e d rug s.

(4) Inclu sio n of  drug s or  dr ug s prod uc ts th at are sub jec t to lit tle 
or  no abuse would  make ad min ist ra tio n of  the act  unnec essari ly bu r
densome.

(5)  Fina lly , there is a pr ac tic al  consider ation which sho uld  no t be 
over look ed. I f  pro vis ion  is ma de fo r overr egula tio n now’ by includ 
ing drug s po tent ia lly  or  theo re tic all y sub jec t to  abuse, it  would  be 
ext rem ely  di fficu lt in the  fu tu re  to  r etur n to a s ound  and pr op er  st an d
ard o f ac tua l abuse.

For the above rea son s we res pectf ull y urge  th a t the com mit tee 
mo dif y the def ini tion now  con tained in H.R . 2 t o dea l with  the  prob 
lem of  d ru gs  t ha t are in fact  b ein g abused. To  accomplish th is pur
pose we recommen d su bs titut ion  of  the fol low ing  lan gu ag e fo r the  
firs t po rtion  o f pa ra gra ph (v)  ( 3) of  the b il l:

Any drug which contains any quant ity of a substance which the Secretary, 
afte r investigation, has found to be, and by regulation  designates as being, sub
stant ially  involved in drug abuse because of its depressant or stimulant effect 
on the central nervous system or its hallucinary effect (“drug abuse” being 
deemed to exist when drugs are used other than  as therapeutic  media prescribed 
in the course of medical treatment  and when they are  obtained through illicit 
channels) ; * * *.

In  a dd ition , we recom men d th at  th e fo llo wi ng  la ng ua ge  be added to 
pa ra gr ap h (v ) (3)  so th at over- the -co unter  drug s and com bin ation 
prod uc ts be e xem pted from the  definit ion  o f sti mula nt  and depre ssa nt 
drug s, wi thou t an y form al  action by the Se cre tar y being requ ire d:
Provided, That  the term “depressant or stimulant drug” shall not include 

drugs containing, in addit ion to a depressant or s timulant drug, a sufficient quan-
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tity or proportion of ano the r dru g or drugs to prevent the  ingestion  of a 
sufficient a mount of the depressan t or stimu lan t drug to cause  a depress ant or 
stim ula ting  effect on the cen tra l nervous system, or a hal luc ina tory effect, as the 
princ ipal effect of the dru g; and shal l not  include any drug permit ted  under thi s 
act to be sold over the counte r without a  prescrip tion,  * * *.

There is attached as an appendix to this statement  the complete para
graph (v) as modified to reflect the PMA recommendations.

The present law provides a means of determining that  over-the- 
counter preparations  a re safe for general use. There is no necessity 
to provide tha t such preparations be required to obtain a specific ex
emption from the regulations proposed in this bill. Rather, such 
preparations should be excluded, as the PMA proposes, from the 
definition of “depressant and sim ulant drugs”.

Simi lar considerations apply to those combination drugs which, in 
addition to a depressant or stimulant  substance, contain  other drugs 
or substances which preclude the ingestion of a sufficient quantity of 
a depressant or st imulant  d rug to cause abusive physiological effects. 
The lack of necessity fo r regulating  such combination drugs was rec
ognized by the President ’s Advisory Commission on Narcotic and 
Drug  Abuse, which stated on page 44 of its repo rt:

The bill should  exempt any drug wi thin this definition th at  combines a small 
amount with other substances where the  res ult an t drug is not itse lf liable to 
abuse.

Such combinations may be incapable of abuse not  only due to  the 
small quantity of the depressant or stimulant drug  that they con
tain,  but also because of  the direct or side effects result ing from the 
other substances in the combination. This is a point to which we 
referred earlier. These substances may have toxic or other debilitating  
effects when ingested in abusive quantities, thus preventing the use of 
the combination to obtain the type of stimulant or depressant effect the 
abuser is seeking. With  these self- limiting  controls agains t the abuse 
of many combination products, i t would appear unnecessary that they 
be required to be specifically exempted by the Secretary. As in the 
case of OTC products, i t would seem preferable to exempt them from 
the definition of stimulant and depressant  drugs.

One of the major threats to th e public health  has been the tremen
dous number of counterfeit drugs tha t have appeared on the market 
in recent years. This development has been a matter of serious concern 
to the drug  industry, which has spent a considerable amount of time 
and money in a ttempt ing to eliminate the problem. We approve and 
wholeheartedly support the counterfeiting  provisions which have been 
included in H.R. 2.

We earnestly hope your committee will act favorably on the recom
mendations we have offered, and favorably rep ort the bill.

Again,  le t me express appreciation on behalf of the pharmaceutical  
indus try for the  opportunity to express our views on this legislation.

(The full statement and attached appendix referred to follows:)
Statement of Austin Smi th , M.D., President, Pharmaceutical 

Manufacturers Association

Mr. Cha irma n, members of the  committee, my name is Aust in Smith. I am 
preside nt of the  Pharmac eutical Ma nufacture rs Associat ion on whose behal f I 
am appearing today. I am a physician  and  prior to my assoc iation with  the 
PMA, approximately 5 yea rs ago, I served  for a number of yea rs as secretary 
of t he  council on drugs  and  a s edi tor  and  managing publisher  of the  Jou rna l of
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the American Medical Assoc iation  and  the  oth er scientific  pub licat ions  of the 
American Medical Associa tion. I am accompanied by Mr. C. Jose ph Stetler , 
execut ive vice preside nt and general  counsel  of  the PMA, a nd Mr. J oh n T. Kelly, 
PMA legisla tive counsel.

I should like to sta te  a t the  outset th at  the  Pha rma ceu tica l Ma nuf act ure rs 
Associat ion app rec iate s th e opportu nity  to app ear  before th is comm ittee to pre
sent  its  views on the impo rta nt legi slati on now und er consideration.

The Pha rmace utical  Ma nuf act ure rs Association is an assoc iation composed of 
some 140 member  ma nu fac tur ers  which  produce over 90 perc ent of the  pres crip 
tion drug s sold in thi s coun try. The assoc iation repr esen ts th at  segme nt of the  
drug  ind ust ry which  is concerned wit h prod ucts  sold only on pres crip tion  or 
promote d prim ari ly to the h eal th profes sions.

The imposition of add itio nal  controls  on the  manufacture , dis trib utio n, and  
sale  of dep ressan t and  sti mu lan t drug s is, of course, not  a new sub ject  to the  
Congress. Many such  prop osal s have been pres ente d in past years . The PMA 
has long been inte res ted  in, and has  consistently  supported , Fed era l legislation 
in thi s area .

In  August 1962 a member of th e board of dire ctor s of the  PMA a ppeared  before 
this  committ ee in sup por t of the purpo se and  appr oach  of tit le I, pa rt C o f H.R. 
11581, 87t h Congress, deal ing with  amp heta min e and  ba rbitu rat e controls. In  
March of 1963, the  PMA sen t a le tte r to the  Hono rable  E. Bar re tt Pre ttyma n, 
Chai rman , Pre sid ent’s Advisory Commission on Narcotic and  Dru g Abuse, in 
which it  gave its  views and  recommended add itio nal  regu lato ry legis lation to 
control the abuse of dep res san t and  stimu lan t drugs.  In  1964, the  PMA sub
mitted sta tem ent s to the Honorable Liste r Hill, cha irm an of the  Subcomm ittee 
on Hea lth, of the  Senate Commit tee on Labo r and  Public Welfa re, and to thi s 
committ ee support ing the  aims  of S. 2628, 88th  Congress, which had  been intr o
duced by Sen ator Thom as J. Dodd, March 12, 1964. This  bill also provided for  
Fed era l legislation imposing add itio nal  cont rol on the  m anu fact ure,  dis trib utio n, 
and  sale of  de pre ssant and s tim ula nt drugs .

The PMA believes th at  the  bill you are consi derin g today, H.R. 2, provides in 
general, work able  and, we believe, needed legis lation. This  is tru e both with re 
spect to its  provision s imposing add itio nal  contro ls on cer tain dep ressan t and 
stim ula nt drugs and the  provisions which  would aid  the  FDA in deal ing with  
the  incr easin gly serio us pro blem of count erf eit  drugs.

The PMA endor ses H.R. 2 with only one prin cipa l suggested modification. 
This  concern s the prov ision s deal ing wit h definitions. We believe th at  the  pro
visions in the bill cover ing the drugs th at  are  or  may be subjec t to  added contr ols 
are  too broad ly dra wn  and mig ht be used  to bring und er the  act many  drugs 
which should not  be so t rea ted . La ter  in our  sta tem ent  we propose a change in 
language  which we believe will  remedy  this problem. The  new language  is 
designed  to sha rpe n the provision s and  direct  them to the problem which the  
legis lation is intended to meet.

It  is imp ortant  to emphasiz e i nit ial ly th at  both  amphetam ines and  b arb itu ra tes 
are  highly  beneficial  in medi cal practic e and  have  many im po rtant medica l 
applic ations . Even now, they may lawfully  be d ispensed only on pres crip tion  of 
a licensed pra ctit ion er.  When  taken as directed  m edically they ar e ef fective and  
safe. H.R. 2 seeks to preserv e the  rig ht of the  medical  profession  to use thes e 
proven drug s as needed ; the  bil l stri kes  at  the nonmedical, illici t, and  ab usive  use  
of th e drugs, which  h as unif orm ly been condemned by PMA.

Amphetamine is a ce ntr al nervo us system stim ulant. Such stimu lan ts are 
valuable in comb ating  a  v ariety  of mild depress ive stat es, such as those atte nding  
the  menopause, chronic orga nic diseases, and  post operative recovery , and  are 
drug s of choice in the  tre atm en t of narcolepsy (a  condi tion in which the  patient 
sleeps exc essi vely ), and  poste ncephalit ic Park inso nism . Thes e drug s are also 
extensively pres cribed singly or in combin ation wit h ba rbitu rates  as an aid in th e 
treatm ent  of overweig ht—they  reduce  app eti te and  also  trea t the  unde rlying 
emotio nal condition th at  i s ofte n responsible fo r ove reatin g.

Ba rbi tur ate s, inclu ding  such well-known drug s as amo barb ital , pentobarbi tal, 
phen obarbital , and  secobarbi tal, are  widely pres cribed hypnotics  and  sedat ives. 
They are  cen tra l n ervou s system depress ant drugs.

These compounds are indicated for use in insomnia, nervous tension , hyst eria , 
for  general anes thes ia, in labor, in certa in psy chi atr ic tre atm en t and other 
indications . When used in the  doses usu ally  prescr ibed, they  carry  no rea l 
hazar d of toler ance or phys ical dependence.
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It  is estimated tha t physicians treat between 5 and 10 million patie nts each; 
year with central  nervous system stimu lant drugs. The barb itura tes are even 
more widely used therapeutic agents, it being estimated tha t approximately 
20 million patients  receive some treatment with them each year.

There are dat a showing th at a significant quanti ty of amphetamines and 
barbi turates have been diverted from legitima te drug channels. When these 
drugs are used for nonmedical purposes and without medical supervision in 
quantities exceeding the usual medical dose, abnormal and antisocial behavior, 
presenting serious health problems, may result. It  is because of these demon
strate d facts tha t the PMA favors additional controls over the manufacture, 
distribution, and sale of these drugs. In view, however, of the special nature 
of the proposed legislation, the  PMA believes tha t it should be carefully limited 
to proven needs. Unneeded authority  should not be granted  nor should un
warran ted burdens be imposed.

In our view, in its presently proposed form the definition in section 3 (a ) of 
the bill of “depressant or stimulant drug ” is too broad. The definition is 
not drawn in terms of drugs which are actual ly abused, but is loose enough 
to cover drugs which are only theoretically subject to abuse. We also believe 
tha t this definition section would be improved by including in it, as exemp
tions from the definition of stimulant and depressan t drugs, the two types 
of drugs which are now covered by the separa te exemptive provisions found 
in section 3 (e )( 2 ),  at pages 9 and 10 of the bill. These are the provisions 
for exemption pursu ant to FDA re gulation of, first, combination drugs in which 
depressants or stimulants are combined with other drugs, and, second, non
prescription (over-the-counter) drugs.

Let me discuss first the definitions now contained in section 3 (a ) of the 
bill. We have no difficulty with subparagraph (1 ) relatin g to barb itura tes 
or with clauses (A) and (B ) of subparagraph (2 ) covering amphetamines. 
Clause (C ) of subparag raph (2 ),  however, should be deleted as being unneces
sary and as duplicating  the authority which would be conferred under para
graph (3 ) which is a section specifically designed to authorize the Secretary 
to designate drugs other than barb itura tes and amphetamines as being within 
the term “depressant or stimulant drug.” In addition to being superfluous, 
clause (2 )( C ) is also objectionable in tha t it designates drugs as “habit 
forming” because of thei r stimula ting effect on the central  nervous system. 
As applied to stimula nt drugs the term is unwarranted  and misleading. “Habit 
forming” as used present in the Feder al Food, Drug, and Cosmetic Act (sec. 
502(d ))  is applied to drugs which may produce physical dependence, with the  
consequent appearance of w ithdraw al symptoms when the drug is discontinued. 
Prevailing medical a uthori ty recognizes t ha t the stimulant drugs under question 
are not habit  forming in th is sense.

Proposed subpara graph (v ) (3 ) provides for the futu re incorporation of addi
tional drugs under the controls provided by the bill. It  is thus important tha t 
the crite ria governing these futu re selections accurately reflect the conditions 
which justify  added controls on any distribut ion. As presently contained in the 
bill, clause (3 ) would allow the  Secretary of the Department of Health, Educa
tion, and Welfare, by regulation, to place under the controls established by the 
act any drug “having a potential for abuse because of it s depressant or stimulant  
effect on the central  nervous system or its hallucinatory effect * *

The PMA believes tha t Government regulation of the drug indus try should 
be limited to areas where there is a demonstrated need for such intervention 
and controls. Therefore, we feel tha t a drug should not be placed under the 
controls of this legislation until there has been substantial actual abuse con
stitut ing a public health and safety problem.

Our position is in agreement with the position taken by the Senate Committee 
on Labor and Public Welfare in its repor t of  August 14, 1964, regarding S. 2628, 
88th Congress. The report stated th at only drugs for which there exists “evi
dence either of actual  abuse or significant diversion from legitimate drug chan
nels should be subject to the proposed controls * * Theoretical “potential 
for abuse,” in the absence of any evidence tha t the drug has been or is being 
abused, is an inadequate basis for the proposed regulation. This is particula rly 
so when the st atu te carries heavy criminal penalties.

The reasons for  our position includ e:
(1 ) Many drugs either alone or in combination with other drugs, may have 

a potential for abuse. In f act they may never be abused at all or not to a degree 
constituting a hazard to the public healt h and safety. For example, although
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a medic ine may con tain  a potenti ally  abusable  ingre dient, so lit tle  of thi s in
gred ient  may be pre sen t th at  the abu ser would have to tak e an unr eal isti cal ly 
massive dose in an effor t to get a desi red effect. A medicine may also contain 
oth er ingredients, which, when tak en in massive doses, would cause  toxic  or 
other undes irab le side effects, thu s discouragi ng abuse. As a pra ctical  ma tter, 
there fore,  it  i s unli kely  th at  many prod ucts  having some subs tance theo reticall y 
capable of ab use would in f act be abused.

(2 ) Brin ging  und er these  controls by regulat ion a larg e numb er of merely 
potent ially abusable drug s or dru g prod ucts  would dilu te the  impo rtanc e of 
the regulat ions a nd  h andicap  th eir  enforce ment.

(3 ) Drugs or  dru g prod ucts  unn eces saril y place d und er these regu lations  
would become needlessly stigm atized. Fo r public hea lth  reasons, such stig 
matiza tion  should be avoided whe reve r possible since it  would res ult  in relu ct
ance by physica ns to presc ribe cer tai n medic ally valuable drug s and in pat ien ts 
relu ctan ce to tak e these  drugs.

(4 ) Inclusion of drugs or dru g prod ucts  th at  are  subj ect to lit tle  o r no abuse 
would make  adminis tra tion of the act unnecessar ily burdensome.

(5 ) Fina lly, the re is a pra ctic al conside ratio n which  should not be overlooked. 
If  provis ion is made  for  ove rreg ulat ion now by including dru gs potent ially or 
theoretica lly sub ject  to abuse, it  would  be extreme ly difficult in the fu tu re  to 
re tu rn  to a sou nd and  pro per sta nd ard  of a ctu al abuse.

Fo r the  above reas ons  we resp ectfu lly urge th at  the  comm ittee modify the  
definitio n now contain ed in H.R. 2 to deal wit h the  problem of drugs th at  are  
in fac t being abuse d. To accomplish thi s purp ose we recomm end sub stit ution 
of the  following  lang uage for  the  firs t port ion of parag rap h (v ) (3 ) of the  bill:

“Any drug which  contains  any qu ant ity  of a substance which the  Secreta ry, 
af te r inve stiga tion, has  found to be, and by regula tion  desi gnat es as  being, sub
sta nti all y involved in drug  abuse because of its  dep ress ant or stimu lan t effect 
on the  cen tra l nerv ous  system or its  hal luc ina ry effect ( ‘drug abuse’ being 
deemed to exi st when drug s are used oth er than  as the rap eut ic media pres crib ed 
in the  course of medical tre atm ent and  when  they are obta ined  thro ugh  illic it 
cha nne ls) ; * * * . ”

In  addition , we recommend th at  t he  following  langu age be adde d to pa rag rap h 
(v ) (3 ) so th at  over-the-c ounter drug s and combination prod ucts  be exem pted 
from the  defini tion of stimu lan t and  d epr essant  d rugs, withou t any  form al actio n 
by th e Secreta ry being requ ired  :
“Provided,  Th at  t he  te rm  ‘dep ressan t o r s tim ula nt dru g’ s hall  no t inclu de drugs  

conta ining , in add itio n to a dep ressan t or stimu lan t drug, a sufficient qu an tity or 
proport ion of anoth er dru g or dru gs to pre ven t the  ingestion of a sufficient 
amou nt of the  dep ressan t or stimu lan t drug  t o cause a dep ressan t or stim ula ting 
effect on the  centr al nervous system, or a hal luc ina tory  effect, as the  prin cipa l 
effect of the dru g; and  shall not  includ e any dru g permit ted und er thi s ac t to be 
sold over the  cou nter  wi tho ut a pre scriptio n, * *

The re is attached as an appe ndix  to this sta tem ent  the  comple te parag rap h 
(v ) as modified to reflect th e PMA recommendat ions.

The present law provides a mean s of dete rmin ing th at  over-the-coun ter prep
ara tio ns are safe  for  general  use. The re is no necess ity to prov ide th at  such 
pre par ations be req uir ed to obta in a specific exempti on from  the  regu lations  
proposed in thi s bill. Ra the r, such pre par atio ns should  be excluded,  as the 
PMA proposes, from  th e definit ion of “dep ressan t and  s tim ula nt dru gs.”

Sim ilar cons ider atio ns apply  to those  combin ation drug s which,  in add itio n to 
a dep ress ant or sti mu lan t substance,  contain  oth er drugs or substance s which 
preclude the  inge stion  of a sufficient qua nti ty of a dep ressan t or stimu lan t drug  
to cause abus ive physiological effects. The lack of neces sity for  regula ting  such 
combination drugs was  recognized by the  Pre sid ent’s Advisory  Commission on 
Narco tic and Dru g Abuse, which sta ted  on p age 44 of its  re po rt : “The  bill should 
exempt any  drug wi thin thi s definition  th at  combines a small amo unt with oth er 
substance s wh ere the  re su lta nt dru g is not itself  liable to  abuse.”

Such combi natio ns may be incapable of abus e not only due to the  small qua n
tit y of the  dep res san t or stimu lan t drug th at  the y conta in, bu t also  because of 
the dir ect or side effects result ing  f rom the oth er subs tances in the  combination. 
These subst ance s may have toxic  or oth er deb ilit ating effects when inge sted  in 
abusive qua ntit ies,  thu s prev entin g the  use of the  combin ation to obtain the  
type of stim ula nt or dep ressan t effect th e abu ser  is seeking. With these self- 
limi ting  controls ag ain st the  abus e of many  combination produ cts, it  would 
app ear  unn eces sary  th at  they  be require d to be specifically exemp ted by the  
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Secretary . As in the  case of OTC products,  it  would seem p refe rab le to exempt them from the  definition  of stimu lan t and de pressant drugs.One of th e ma jor  threats to t he  publ ic h eal th has  been the tremendous number of counter feit  drug s that  have appe ared  on the  ma rke t in recent year s. This  development has  been a ma tte r of serious concern to the drug industry, which has  spent  a considerable  amount of time and  money in atte mpting  to elim inate the  problem. We approve and wholehearted ly supp ort the  cou nterfei ting  pro visions which have been included in H.R. 2.
We earnes tly hope your committee will ac t favo rably on the  recommendat ions we have offered, and  favorably rep ort  the  bill.
Again let me express apprecia tion on b eha lf of  the pharmac euti cal ind ust ry for the  opportun ity to  express our  views on th is legislat ion.

Appe n d ix  to Sta tem ent  o p  D b. Au s t in  S m it h

Section 201 (v) of the  Food, Drug, and  Cosmetic Act inco rporating changes proposed by Pharmaceu tica l M anu fac turers Assoc iation:“ (v) The term  ‘depressant o r stimu lan t d rug’ means—
“ (1) any drug which contains  any  quantity of (A) ba rbitu ric  acid or any  of the  sal ts of barbituric aci d; or (B)  any der ivat ive of bar bit uri c acid which has  been designated by the Sec reta ry und er section 502(d) as hab it f orming;
“ (2) any  drug which contains  any quantity of (A) amp heta mine or any  of its  optical isom ers;  or (B) any  sa lt of amphetamine or  any sal t of an optical isomer of amp het amine ; or
“ (3) any  drug which contains  any quantity of a substance which  the  Secretary , af te r investigat ion, has  found to be, and  by regula tion designates as ’being, substantially  involved in drug abuse because  of its depre ssant or  stimu lan t effect on the  central nervous system or its  hal lucinatory effect (‘drug abuse’ being deemed to exist  when drugs are  used oth er than  as ther ape utic  media presc ribed in the  course  of medical trea tment  and  when they are  obtained through  illic it channels)  : Provided, Th at the  term  ‘dep ressan t or stim ulant dru g’ shal l not include drugs conta ining,  in add ition to a depressant or stimu lan t drug, a sufficient qua nti ty or prop ortion of another  drug  or drugs to prevent the  inges tion of a sufficient amount  of the  depressant or  stimu lan t dru g to cause a dep ressan t or stimu lat ing  effect on the  cen tral  nervous system, or a hal luc ina tory  effect, as  the  prin cipa l effect of the  drug ; and sha ll not  include any drug permitted  und er thi s Act to be sold over the  counter  withou t a prescr ipt ion : And provided further , Th at  the Sec reta ry sha ll no t designate under thi s par agraph , (A) any subs tance th at  is now included, or is he reaf ter  included, within  the classi fications sta ted  in section 4731, and  marihuan a as defined in section 4761, of the  In ternal  Revenue Code of 1954 (26 U.S.C. 4731, 4761, or (B)  peyote (mescaline) but  only insofa r as  its  use is in connect ion with  the  ceremonies of a bona fide relig ious organiza tion .” The above provision would be substituted for  lines 10 thro ugh  23, page 3, of H.R. 2, 89th Congress. Incorpora tion  of the above provis ion would make unnecessary  and  call for the deletion of section  51 1( e) (2 ), found a t lines  21 thro ugh  24, page 9, and lines 1 th rough 11, page 10, of H.R.2.

Dr. Smith . If  there are any questions, we would be pleased to answer them. With  your permission, may Mr. Stetle r and Mr. Kelly respond to the questions? I don’t pretend to have all the answers. They are much more informed in some areas. We will try  to supplement each other’s comments.
The Chairman. Very well. We will be glad to have one of you comment on whatever questions might be propounded.
First, let me go back. I assume that amphetamines would be the  type of drug tha t would be prescribed by the physician as a central nervous system stimulant?
Dr. Smith. Tha t and for other reasons, sir.
The Chairman. Tha t and for othe r reasons?
Dr. S mith . Yes.
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The Chairman. Could I assume, then, tha t for certain  reasons 
amphetamines and barbitura tes could either be used ?

Dr. Smith . They couldn’t be used interchangeably, but  they can 
be used for the specific conditions for which they are indicated. 
Sometimes they may be used concurrently. The body is a peculia r 
thing, and drugs and dosages often are adjusted  according to the 
needs of that  body. Barb iturates, in general, are depressants and the 
amphetamines, in general, are stimulan ts, but it is conceivable that  
you could give a depressant  and a stimulant  at the same time, or at 
least to the same patien t at different times.

The Chairman. You have answered my question. Generally 
speaking, barbitura tes are depressants.

Dr. Smith . Th at is r ight.
The Chairman. And generally speaking amphetamines are stimu

lants.
Dr. S mith . Th at is right.
The Chairman. We are ta lking about the nervous system now.
Dr. S mith . Yes.
The Chairman. I intended to ask Dr. Bril l this question a  moment 

ago. Yesterday, we had a definition of amphetamines and we also 
had a definition of barbiturates . Are you in a position to give us 
the definition of a “goof ball” ?

Dr. Smith . Goof ba ll is a slang term that is used like many other 
terms. It  applies to a stimulant kind of drug, jus t as the term, say 
“yellow jacket” or “red ball” applies to some of the barbiturates. 
Where these term s came from, I don’t know. In  general, I suppose 
in part from the color and in pa rt from the effect t ha t they have on 
some people when they are taken.

The Chairman. Then, what would be the definition o f a pep pill ?
Dr. S mith . A pep pill would be a stimulan t, in general.
The Chairman. And a goof ball might  be a stimulant or it  m ight  

be a depressant ?
Dr. S mith . It  could be, depending on the effect in the  body.
The Chairman. On page 8 ,1 have some questions concerning your 

proposed amendment.
In  the first place, you suggest tha t (C) in subparagraph  (2) be 

stricken. Am I  correct ?
Mr. Stetler. Th at is correct.
The Chairman. You do that on the basis that the intent of this 

language is fu lly covered in clause (3).
Mr. Stetler. That is the prim ary reason, yes. We think  it is a 

duplication. It  is also somewhat misleading in that  it identifies 
specifically the stimulant drugs  as habit forming, which is not con
sonant with the definition of tha t term in the Food and Drug Act.

The Chairman. You would recommend other language  which is 
included in your statement. You say for the first portion of pa ra
graph (v) (3 ), and I suppose you have tha t included in the appendix 
to your statement, is that r ight ?

Mr. Stetler. Yes. What that statement  in the appendix does is 
to take  that paragraph  of the bill as you have it and incorporates our 
amendment and merely shows the whole section of the bill as we 
would propose it. Perm it me to read it to you.

Any drug which contains any quant ity of a substance which the  Secretary, 
afte r investigation, has found to be, and by regulation designates as being,
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substan tially involved in drug abuse because of its depressan t or stimulant effect on the central nervous system or its hallucinatory effect (‘drug abuse’ being deemed to exist when drugs are used other than as therapeutic media prescribed in the course of medical trea tmen t and when they are  obtained through illicit channels).
This part icular recommendation deals with our suggestion tha t we 

not deal just with potential  for abuse, bu t tha t the auth ority of the 
Food anti Drug Administration to include other drugs under  these 
controls be limited to those where abuse has been demonstrated and so 
found by the FDA.

The Chairman. Then you revise the entire paragraph.
Mr. Stetler. This revises part, of para graph 3. We do pick up par t 

of it fur ther down in the latte r p ar t of the p aragraph , on ha lf of line 
15 down to line 23. We pick up the bill’s language  again in our amended paragraph in the appendix.

The Chairman. Do you mean beginning with (a) ?
Mr. Stetler. Beginning with the middle of line 15, reading, “Tha t 

the Secretary shall not designate under th is pa ragraph.” We pick up 
part of that language again. I might indicate tha t preceding this 
proposed new language has been added to another paragraph  which 
we show on page 8. This is intended to write into the definition sec
tion the two provisions now in the bill, to be accomplished by regula
tion, which would exempt over-the-counter drugs and combination 
drugs. This  is more of a technical amendment, in our opinion.

The Chairman. Is that what you intend to do here, to exempt what is called over-the-counter drugs ?
Mr. Stetler. Yes, to put th at in the definition section.
The Chairman. I know what you are doing, but I  am asking what is your intention.
Mr. Stetler. That is the intent.
The Chairman. Is that the sole purpose and intent of your suggested language ?
Mr. Stetler. There are two intents in this amendment. One is to 

exempt, by statute, the over-the-counter drugs, and the other is to 
exempt by statute the so-called combination products. These are the 
products  that have other ingredients besides an amphetamine or a barbiturate.

The Chairman. Do you think tha t the  language in the bill includes over-the-counter drugs ?
Mr. Stetler. Yes, sir.
The Chairman. Do you think t ha t the language in the bill includes combination drugs?
Mr. Stetler. I t does include combination drugs. But it is defined 

differently than we have proposed. I think  the re is no question with 
respect to the over-the-counter drug. Our purpose, intent, and aim is 
the same. On the  combination products  there is a difference between 
the language used in the bill and the language we have suggested. But, 
in both instances, the bill does now contemplate exemption by regula
tion by FDA  of over-the-counter drugs and combination products as 
they are defined in the bill.

The Chairman. I s Mr. Goodrich in the room ?
We want to get all the informat ion we can as we go along. Since 

von have had a lot to do with put ting  this together, Mr. Goodrich, 
was it intended to include any of  the over-the-counter drugs?
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Mr. Goodrich. No, sir. Mr. Larr ick pointed out yesterday tha t it 
•was not. The difference is tha t he is proposing in this definition to 
brin g up tha t exemption as a matter of statu tory righ t, whereas, we 
would cover it in a regulation, the difference being tha t if we charge 
someone with vio lation under his proposal, we would have to prove to 
the jury tha t it  was not an over-the-counter d rug or th at i t was not one 
of these combinations. I t would involve a case-by-case proof of some
thin g that all of us agree on. There is a dra ftin g technique. Ours 
is superior, we think.

The Chairman. The purpose of th is diversion r igh t at this moment, 
which I  hope, Doctor, you will not mind, is to get what is intended.

I t was not intended to include over-the-counter drugs.
Mr. Goodrich. Not at all.
The Chairman. Is it intended to include combination drugs ?
Mr. Goodrich. Not intended to include combination drugs which 

have another drug  which does away with the poten tiality  for  abuse 
and stimulation  or sedation, where you have a combination drug. We 
have had th at as a part  of the Durham-Humphrey b ill fo r years. We 
■do have some exemptions there, excepting those from prescrip tion 
dispensing. This is what he proposes to cover here.

The Chairman. Wh at we are try ing  to do is get what is intended 
and what is needed. Even though you th ink you have superior lan
guage to accomplish this purpose, we will have some staff considera
tion of this, too, to see if we cannot come up with superior language 
to the  superior language.

Mr. Goodrich. I am sure you will.
Mr. Rogers of Florida. May I ask a question ?
The Chairman. Yes.
Mr. Rogers of Flor ida.  Did you say th at the in tent was not to cover 

the over-the-counter drug,  but tha t this would be covered in the ad
ministrative procedure ?

Mr. Goodrich. There  is a specific provision, but it is a question 
of placement. They are pulling their provision up  to the  basic defini
tion so tha t as a m atter of  enforcement, whenever you wanted to bring 
a criminal case, you would have to negative this exemption the way 
they have it writt en out. I am sure when we discuss this with your 
counsel we can show you as a matter  of criminal p leading and enforce
ment tha t this is not a proper way to do it.

Mr. Rogers of Florida . Thank you.
Mr. Curtin. Would the Chair  yield for a question ?.
The Chairman. Yes.
Mr. Curtin. Then aren't you, Mr. Goodrich, seeking to  change the 

burden of proof? Aren’t  you suggesting that we say to a suspected 
offender, “You are guil ty and now prove yourself innocent,” rather  
than  our present procedure  of presuming a suspected offender to  be 
innocent?

Mr. Goodrich. Not at all. The problem here is a medical, scientific 
question, of whether a drug  actually is one of these combinations tha t 
because of the two drugs  in i t does not have the  potentia lity f or abuse. 
The whole patte rn of th is is to eliminate that sort  of a question from 
a case-by-case endorsement, and to make th is law actually  work. This  
is a recordkeeping, prop er manufacture, and other provision of the  law. 
I t doesn’t deal with this  type problem. There is no use in jecting it
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by putting it  as a proviso in thi s exemption. I only saw this language 
10 minutes ago, so I speak from that limited language.

The Chairman. We will give you an opportunity  to comment on it  later.
Mr. Stetler. I won’t go in to a debate on the preferable language, but I think  we might point out one thing in our th inking in suggesting 

this, and tha t is th at i f i t is the intent o f the committee, as we think it  it, in the  bill, to  exempt over-the-counter preparations  and these com
bination drugs from the controls imposed by the legislation, we think it  is very appropria te to say so in the  legislation. The language as now included in the bill says tha t the Secretary shall, by regulation, do 
this. Sometimes there is a mat ter of time, in terms of how long it 
takes by regulation  to do some of the things tha t are described in the act. If  this is the  in tent of the committee, to do this, and we assume it is, then we say why not do it  in the statute? Why w ait for what
ever length of time is taken fo r the Secretary  to accomplish it by regulation. That is our point.

The Chairman. Mr. Macdonald.
Mr. Macdonald. Throughout the  testimony, an d everything I have 

read relating  to the subject matter of the  proposed act, we keep hearing the words “potentia l for abuse.” In  this connection I was amazed yesterday to read in the paper t ha t somebody had  been charged here in the Dis trict  of Columbia with mu rder by use of asp irin. I suppose 
that , if the allegation holds up, wouldn’t it be fai r to say that even aspirin has a potentia l fo r abuse?

Dr. Smith. Pract ically  anyth ing has a potential for abuse, depend
ing on health or the state of the  body. We think, therefore , t ha t the 
word “potentia l” is such a vague word tha t i t should not be included in an act of this kind ; that, instead, scientific reasoning should be brought to bear and whoever is to issue the order, the Secretary in  this instance, would make use of this  scientific reasoning.

You are quite ligh t, sir, tha t practically anyth ing has a potential of harm. There is an old definition of a poison. A poison is “just too much.” Well, it depends on the situation  and on the person.
Mr. Macdonald. We are talk ing about superior language. Can you suggest something that would improve upon the word “potential” ?Dr. Smith . Yes. We are propos ing specifically tha t reference to the use of the word “po tenti al” be deleted, and that , instead, there be 

included language which, in effect, says there shall be proof tha t this does cause harm.
Mr. Macdonald. Proof in a specific case or proof in terms of general chemical characteristics ?
Dr. Smith . I t would be p roof directed to the class of products or the product tha t would be involved. You might  say chemistry. Proof in terms of harm to the body.
Mr. Macdonald. By that you mean any body ? Or the average body ? In  law school they  keep talking about the average man, with prudent 

use, et cetera. What would be po tentia lly harmful or have a poten
tial  for abuse for one person, I  suppose, wouldn’t for another. Would 
the criterion be based on a person-by-person analysis? Or how else do you propose to establish whether  or not something would have potential for abuse?
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Dr. S mith . Congressman, we are differentiating  between potential,  

which, in effect, could be interpreted  to mean theoretical, and practical 
proof, which we are trying to encompass with the use of the word 
“substantial.” We feel tha t if something is theoretical ly capable of 
causing harm, then i t would be possible for all sorts of useful produc ts 
to be put in this  class of restriction that doesn’t seem justified. On 
the other hand, if the Secretary  or the adminis tering agency turns 
to a scientific body for  advice and guidance, it  seems reasonable and 
probably without exception, tha t tha t body would determine whether 
or not the advantages outweighed the disadvantages , and what  con
stitu ted substantial proof of harm to society. We feel tha t with the 
wording we have proposed here, if the Secretary is requested to de
mand substan tial proof,  then he will have to turn to scientific bodies 
for  this advice and would not be able to depend upon theoretical 
reasoning. This is what, -we feel, the use of the word “potential” 
might lead to.

Mr. Macdonald. My last question: Yesterday, during  the testimony 
given by one par ticu lar spokesman from the pharmaceutical industry,  
that gentleman produced proof, which he read into the record, 
alleging that some 4 or 4 ^  billion different types of capsules or 
containers, of the kind this hearing is considering and which are 
shipped out by pharmaceutical companies such as you represent, are 
in fact potentially  harmful. I asked him the question, Isn ’t there 
presently some agency tha t could check on this practice and prevent 
it? Actually , my next question is not directed to you personally, but 
Isn ’t there some code of ethics within the Pharmaceutical Manufac
ture rs Association itsel f which would preven t this sort of practice 
without there being a need for legislation? In  other  words, don’t 
you have any self-policing ?

Dr. Smith. We attem pt to, within the limits of the law.
Mr. Macdonald. What are the limits of the law? I ask tha t from 

ignorance.
Dr. Smith. This  is an area where guidance has to be provided w ith

out enforcement. We don’t have the power to brin g about certain 
enforcing measures th at w’ould control the activities of our members. 
One thing to be remembered, I think , is tha t the Pharmaceutica l 
Manufacturers Association represents about 140 members which make 
about 90 percent of the prescription drugs  t hat  are sold today. But 
there are many other manufacturers who don’t belong to the PMA. 
Some of them deal in counterfeit drugs, which is a subject to which 
we have refer red elsewhere in the testimony. So, we don’t have con
trol over the manufacturers of the  type tha t I  think you would hope 
might  exist.

As f ar  as other legislative matters or regula tion is concerned, with 
the amendments, the new amendments, to the Federal Food, Drug, and 
Cosmetic Act, there is additional  control exerted as fa r as good manu
facturing practice and records are concerned. I would hope t ha t the 
members of the PI IA  recognize the significance of these manufactur
ing practices.

But  realizing tha t there  are many other  things to be considered, 
including the activities of groups whose interest is not necessarily in 
sick people, we feel t ha t there is justification  for an additional step 
of control, such as is proposed in this bill.



178 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

Mr. Macdonald. Thank vou, Mr. Chairman.
The Chairman. Wha t do you think  about the proposed language 

of Dr. Brill  and those with him, recommended by the American Medi
cal Association ?

Mr. Stetler. Again, we have just been exposed to tha t, as you have, 
this morning. I think the language is not too different, although 
they have not suggested in their amendment that the words “potential 
for abuse” be eliminated. They still have that.  So, I  think,  really, 
the defect that we anticipated in the language of the bill might be 
carried  over in their  language.

The Chairman. They limit the effect of the word “potential .”
Mr. Stetler. Yes, they do have limiting language and the effect of 

tha t might be the same. However, “leading to adverse effect on the 
public hea lth” is not a real specific term. That, too, is subject to  some 
considerable interp retation which I believe would be less specific than 
our language, which would necessitate a finding of  substantial abuse, 
and on tha t basis to then control the drug. I think  ours is a litt le more 
specific. I thin k as I heard them discuss thei r language, we basically 
have the same thing in mind in what we are trying to accomplish.

The Chairman. Mr. Curtin?
Mr. Curtin. No question.
The Chairman. Mr. Rogers?
Mr. Rogers of Florida. Thank you, Mr. Chairman.
I wanted to get into the problem tha t was just taken up with you 

about your present practices as manufacturer s. To whom do you sell 
these drugs once you have made them, the prescript ion drugs? Do 
you sell them to people who are licensed, and must they produce this  
license before they are allowed to purchase from you ? Wh at is the 
present practice ?

Dr. Smith . The prescription drugs, which is the industry tha t I 
represent, are sold p rimari ly to wholesalers, to  re tail pharmacists, to 
hospitals, to some other groups, and occasionally, to private practi
tioners, those individuals  who, perhaps, do not have readily available 
the services of pharmacies locally. These are th e people who would 
buy such drugs. They are sold to those who are entitled to  do business, 
or who have a license to practice.

Mr. Rogers of Florida . What showing must they make to you be
fore you complete a sale ?

Dr. Smith . Well, I  can’t tell you, s ir, what the individua l practices 
of the  firms are, but in theory, at  least, e ither they know the ir custom
ers or they find out about their  customers. Management demands tha t 
thei r personnel find out about these customers.

Mr. Macdonald. Yesterday, it was testified to tha t over 50 percent 
of the  prescription drugs that were manufactured  went out as samples. 
I found th at hard to—well, not believe, because the gentleman was ob
viously tell ing the t ruth—but as a practice it seemed to  me to  be very 
peculiar. Obviously, if firms are sending samples, they a re not send
ing them to proven customers.

Mr. Carter. Would the speaker yield ?
The Chairman. Mr. Rogers has the floor.
Mr. Macdonald. Could I have an answer first ?
Mr. Carter. I hardly believe tha t they said 50 percent of their 

product  would be sent out as samples.
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Mr. Macdonald. The gentleman who said it is in the room now.
Mr. Carter. Air. La rrick  stated tha t 9 billion capsules were manu

factured by the pharmacy  houses and of these 9 billion capsules only 
one-half billion were sold through  the regular channels, to wholesalers, 
druggists, clinics, hospitals and so on, and 4.5 billion capsules went 
into the black market, in other words.

The Chairman. I think that  is another question. Mr. Macdonald 
referred to a  statement made yesterday on samples.

Let’s get one answer at a tim e to a question.
Do you care to comment on the samples, Doctor ?
Dr. Smith. Mr. Kelly asks to comment. I will see what he has to 

say. Maybe I  will supplement it  if  I  may.
Mr. Kelly. We were speaking a moment ago in response to Con

gressman Macdonald’s question about controls.
The Chairman. Now, we are going off into another question. Let’s 

complete one at  a time and then we will have this record as i t should 
be.

Mr. Rogers yielded to Mr. Macdonald and he asked about the 
samples provided by manufacturer s. Do you wish to comment on 
that?

Dr. Smith. I  will answer this, Mr. Chairman. I don’t know how 
many pills are produced or how many are distributed as samples, 
but I find it  difficult to believe t ha t 50 percent of the amphetamines 
and barb itura tes made by the members of the PMA are given out 
as samples. Samples play a big pa rt in the promotion of the phar
maceutical indus try, tha t is to say. of the pharmaceutical indus try 
which is represented here today. This  involves not only sampling 
new products but  the reminding of physicians about the older prod
ucts that the individual firms make. I can’t give you a figure. I 
jus t don’t know. But, nevertheless, as far  as the manufac turer is 
concerned, he would have control or should have control over what 
goes out as samples as much as what goes out throu gh sales.

Mr. Macdonald. Thank you.
Mr. Rogers of Florida. I am still not  very clear on jus t what ac

tions you take  to make sure you are selling th rough the proper  media. 
I t seems to me that  any man could pr int up a stationery pad and 
call himself a doctor, have a certain  address, write in and say, “I 
want to buy” so many drugs  or pills from the manufacturer. What 
would prevent him for gett ing them?

Mr. Kelly. Mr. Rogers, I would like to call your attention to the 
FDA Regula tion 106 (B)(1 ). I t talks  in terms of the people to 
whom a manufac turer may lawful ly sell drugs. It  says tha t if they 
try  to sell them to anyone else, there is a  violation of this par ticu lar 
regulation. The people  to whom we may lawfully  sell are specifically 
spelled out in this  regulation.

Mr. Rogers of Florida. Then you do require certain proof.
Mr. K elly. Yes.
Mr. Rogers of Florida. Wh at is that?
Mr. Kelly. The proof  that  the person is regularly engaged. I t 

is spelled rig ht  out in the Federal regulations if  you want  me to 
read it.
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Mr.  Rogers of  Flor ida.  Mu st he  be a ph armac ist , licensed to  di s
pense dru gs?

Mr.  K elly. I t  s ay s:
In the possession of a person regularly  and lawfully engaged in the manufacture,  transportation, storage or wholesale d istribution of prescription drugs 

or in the possession of a retail, hospital, or clinic pharmacy or a public health agency, regularly and lawfully engaged in the dispensing of prescription drugs, or in the possession of a practi tioner licensed by law to administer or prescribe such drugs.
I  th in k it  is qu ite  cle ar th at  th e m an uf ac tu re r may  only sell to 

these peop le an d to no one else.
Mr. Rogers of  Flor ida.  I  rea lize  th at , bu t wh at  sho wing does the 

m an uf ac tu re r req uir e o f th e pu rch aser? I  realiz e th ey  sa y yo u are  no t 
to  sell, b ut  obviously, you a re s ell ing  to  someone who  is p ut ting  thes e in  
the coun ter fei t m ark et.  Ho w do th ey  g et in  th ere , i f you a re  suppose d 
to be sell ing  only to people licensed to  pre scr ibe  or  pr op er ly  hand le 
these d rugs  ?

W ha t showing  does yo ur  orga niza tio n or  your  member orga ni za 
tions r equ ire  befo re you a ctu all y complete  a sale?

Dr. Sm it h . Th e pract ice  wou ld va ry  wi th the  in dividu al  firm. 
Th ere  is no one set pract ice  fo r it. As  I  mentio ned  a few  momen ts 
ago, at  leas t i n theo ry  th e m an uf ac tu re r shou ld ei ther  kno w t he  person 
to whom  he  is  se llin g o r he  sh ould d em and proo f t ha t the  in dividu al  is 
law fully  eng aged in p rac tice. Ho w thi s is done by the  ind iv idua l firms, 
I  can ’t say.

Mr . Rogers o f Fl or ida.  Th is  seems to me to be a  very  la rg e pro blem 
and pe rhap s we should have some st reng then ing of  the  law  on thi s. 
Maybe  we should req uir e th at . Som ewh ere righ t at  th is  po in t is the 
area  where we ge t into the co un ter fe it dru gs. Wou ld you  a gree ?

Dr. Sm it h . Yes. Th ere  are t wo  thing s, h owever, one t hat  happened 
rec ently , an d one th at  you  are now  considerin g, th at wou ld do thi s. 
Th e one th at happened rec ently  involve the amend ments  to  th e Fed 
er al  Dru g and Cosm etic Ac t, the so-called Kef au ve r-Har ris amend 
me nt  of  1962, a nd  th e o ther  wo uld  be th is b ill  th at yo u have u nd er  con
sid era tion, which  wou ld req uire all  people  no t only  to regi ste r bu t to 
keep ad equ ate  reco rds  and to  make these  availab le.

Th e Chairman . Ha ve  you  seen th e re po rt  by  CB S on th is  subject?
Dr. Sm it h . Yes.
Th e C hairm an . D o you h ave an y comm ent  ?
Dr. Sm it h . Th e only th in g I  can  say,  M r. Ch airma n, is t h a t no in 

dividu al  wyho  was involve d, at  l eas t, is a mem ber  of PM A.
Th e Chairm an . Ha ve  you ha d any one from yo ur  i nd us try ana lyze  

it,  i nvestig ate  it , o r go in to it  to  de ter mi ne  the corr ectness or incorrec t
ness o f i t ?

Dr. Sm it h . O f th e re po rt ? No, si r.
Th e Chairm an . I f  an indu st ry  is  a s l arge  as you rs, wi th  r ep utat ion 

an d in tegr ity , do you th ink it  wo uld  be an  ap pr op riat e th in g to  do, 
since  so much  is involved ?

Dr . Sm it h . Th ere are  s everal th in gs  to  be conside red.  One is th at  
PM A co nsis ts o f its  own members,  a nd  i t is quite  a job  to  ta ke  on a r e
view  o f individu als whose records an d whose a ctivit ies  a re no t subjec t
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to discussion by an organizat ion such as PMA. Secondly, I am not 
sure tha t an association, no matte r how big or how all-powerful, i f it  is 
a voluntary one, would be able to demand the kind of in format ion tha t 
some organiza tions involved in a matte r of this kind would likely 
withhold. It  would seem to me t ha t something like this  is more ade
quately investigated by  a Government agency. Today, we are te stify
ing to a procedure that would help bring  about better control and an 
easier approach for a Government agency to make such a study.

The Chairman. Thank you.
(The following lette r was received for inclusion in the record :)

P harmaceutica l Manufacturers Association,
Washington, D.C., February 11,1965.

Hon. Oren H arris,
Chairman, Interstate and Foreign Commerce Committee,
House of Representatives,  Washington, D.C.

Dear Mr. Chairm an  : On Janu ary 28, 1965, in the course of my testim ony 
before you r comm ittee on H.R. 2, 89th  Congress, you asked  several ques tions  
relating to the  disc losu re last  September  by CBS News th at  it  had,  thr oug h 
establis hme nt of a fictiti ous dru g who lesaling  firm, acqu ired  f rom ma nu fac tur ers  
qua nti ties of illi cit dru gs (tr an sc rip t, p. 23 1) . Upon examin atio n of the  record 
of the  hear ing,  T have concluded th at  my ans wers may not  have  full y ind icat ed 
the  exten t of PMA’s in terest in thi s m atter.

On Septem ber 3, 1964, the  day following the  firs t of thr ee  CBS-TV news 
broadcasts  concerning the netw ork’s dru g purc hase s, the  CBS 8 a.m. rad io ne t
work news and 10 a.m. TV news contained the  follow ing sta tem ent  whic h had  
been obtai ned from  a member  of the PMA staf f via telephone recording the 
previous eve nin g:

“The re is no questio n th at  th e abuse of cer tain drug s in thi s cou ntry  repr ese nts  
a social problem, one th at  has been recognized by the  reputable  ma nu fac tur ers  
of drugs and  so f ar  as  the members of the  Pha rmace utical  Ma nuf act ure rs Asso
ciat ion are concerned, for  at  lea st 2 yea rs we have pushed vigoro usly for ena ct
ment of Fed eral  leg islat ion to cope wi th thi s problem.”

La ter  th at  day I visi ted the  CBS-TV studio in Washingto n and subm itted to 
an intervie w gen erall y covering the  prop er and abusive uses of amp heta min es 
and ba rbi tur ate s. The  following port ion of my stat ements was bro adc ast  by 
CBS on both rad io a nd telev ision th at  ev ening :

“The Pha rm ace utical  Ma nufac tur ers  Association ha s been advocating  fo r 
several  yea rs incr easi ng contr ols at  the  Fed era l level as well as  a t the St ate  
level over this kind  of drugs . Among the  controls  we hav e been advocating  
are  those  which would  call for legislat ion of those  who make drugs, inclu ding 
thi s kind  of pill, and  for  proper  recordkeep ing for  those  who do han dle  such  
drugs.

“In  addi tion,  we believe  th at  the re ough t to be prop er punishm ent not  fo r 
the users of the  dru gs who often  do th is mistaken ly or  make use of these 
mistakenly , bu t pun ishment for  those  w ho deli bera tely sell these thin gs knowing 
th at  they are viol atin g the  law .”

Fina lly, on September  4, PMA issue d a news rele ase  which  was widely  re 
flected in news pape r a ccou nts thro ugh out  the country. A copy is enclosed. Thi s 
same ma ter ial  was  publ ished  by PMA in its  bulle tin, a periodic al whic h is 
dist ribu ted  among top  executive s of all of ou r member firms.

I believe thi s more  ful ly reflects  our  int ere sts  and  act ivi ties  in connect ion 
wit h the  CBS programs . I would gre atly app rec iate  inclusion of th is le tte r 
and  enclosure in the r ecord o f the  hea rin gs on H.R. 2.

Sincerely,
Aus tin Sm it h , M.D.
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[News release, Sept. 4, 1964]
The Pha rmace utical  M anufacturers Association said  today any  fa ilu re  of drug producers to check whe ther  all  the ir customers are  leg itim ate receivers  of prescription d rugs is  deplorable.
Dr. Austin Smith, pres iden t of the  association represent ing  140 firms who produce more tha n 95 percent of the Nation ’s p rescription drugs , made the  comment in the  wake of an expose by CBS News which indicated th at  nine compan ies shipped “pep pill” and  “goof hall ” ingredie nts to an illicit dest ination. None of the nine is a member of PMA, Smith sa id.
‘‘Our members have consistently  recognized the  social problem inh ere nt in the abuse of amphetamines and barbi tur ate s. These drugs can be hu rtf ul  when used unwisely withou t medical  supervision , and  helpful when wisely  used,” he pointed ou t
“In  1962 members of thi s assoc iation joined  in recommending app rop ria te Federal  legislation  to tigh ten controls over dis trib ution of these  drugs. The same yea r Congress enacted at  our reques t a law w’hich require s Fed era l registra tio n of all drug producers and  repac kagers. It  is deplorable th at  any selle r would fai l to tak e advanta ge of thi s require ment or otherwise sat isfy himself about a firm which o rders  his  produc ts.
“Ju st  in the  past 2 weeks ,” Smith  continued, “PMA has wr itte n the  chairman  of the  House committee urging public hea ring s on the  Senate-passed bill providing for  add itio nal  specific controls over dis tributio n of ce rta in  stim ulant and  depressant drugs.”
Smith said th at  leg itim ate uses of amphetamine and  ba rb itu ra te  drugs accounted for nea rly 6 perc ent of all  prescrip tions wr itte n by U.S. physicians las t year.
In a filmed interview with CBS ea rli er  this week Smith  described the network’s bro adc ast  as “a dra ma tic  illu str ation  of the need for fu rthe r control” over i llic it distri but ion  of these  drugs .
Air. Rogers of Florida. As I understand it from your testimony, 

you don’t feel tha t you should necessarily name the drugs t ha t should 
be covered; you are wi lling to have the  Secretary determine that?

Dr. Smith . Tha t is right .
Mr. Rogers of Florida . Also, I  noticed in your suggested amend

ment, in the parenthesis in subparagraph  3, on the last page of your statement, you say—
Drug  abuse being deemed to exist when drug s are  used oth er tha n as the rap utic media presc ribed in the  course  of medical trea tme nt, and when they are obtained through illi cit  channels.

This seems to me to place a double requirement. Shouldn’t it read “or” or “a nd /or ” ?
Mr. Stetler. Possibly, but w7e do not think this does describe the 

vice this bill is directed toward. There is a general recognition that  
basically these are good and fine, medically indicated drugs. The vice 
tha t you are directing the legislation toward is the improper, illicit 
abuse of these drugs. When we talk  in terms of drug  abuse, we are 
not talk ing about how one person or an individua l might  misuse it,  
but how it  is misused, as this says, drug abuse being deemed to exist 
when drugs are used other than as therapeutic media prescribed in the  
course of medical treatment and when they are obtained through illicit channels.

We don’t anticipate tha t these drugs tha t are being abused are 
getting into the hands of individuals through the normal practice 
of a physician in prescribing drugs to his patien t. I t is an illicit traffic 
and it is a use other than a medically indicated use. We think tha t is the purpose of the bill.
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Mr. Rogers of Flor ida. I think they testified th at there  were some 
11 pharmacists th at  would not be an illicit channel at all. That would 
be a regula r channel.

Mr. Stetler. I thin k in this instance, i f a drug  was being put  out 
for a nonmedical use through a physician or pharmacist or anyone 
else who might be properly  licensed to practice nis trade or profession, 
that  would be an illicit movement of tha t drug.

Mr. Rogers of F lorid a. It  might ra ther  be a use other tha n th roug h 
therapeutic media.

Mr. Stetler. Th at would be for sure the illicit channel.
Mr. Rogers of Flor ida.  In  other words, you wouldn’t object to it 

being “and /or” ; would you ?
Mt . Stetler. No.
Mr. Rogers of Flor ida.  I wonder if the indust ry does have anv 

suggestions along the lines the chairman has suggested of some seli- 
policing or perhaps some par ticu lar recommendations to  tighten up 
the sale from your members to the  purchasers, other than,  o f course, 
just  reporting as you go. For instance, some proof to be required that 
when they come to you, rather than hav ing to wait maybe a year or two 
before the FDA  gets around to saying, “This  man has been buying 
from you but he is not authorized to purchase.”

Mr. Stetler. May I comment briefly? As Dr. Smith mentioned, 
our association represents 140-plus manufac turers . There are about 
1,000-plus manufacturers  in this country. The CBS program did 
indicate a si tuation  which is a bad situat ion ; in other words a s itua
tion where certa in manufacturers have p ut into the hands of theore t
ical wholesalers a dangerous drug. It  was pointed out tha t none of 
these were PMA members. The way in which reputable  manufac
turers comply with  the provision of the regulation th at Mr. Kelly read  
vary, but I think we are not immodest w’hen we say tha t reputab le 
members in our membership do seek out the authorization and the 
credentials of the people th at come to them who seek to purchase these 
drugs. I can’t speak for all of them, but  concerning many that we 
have spoken to, they have very specific ways in which they check on the 
valid ity o f the customer. In doing this, of course, they do away with 
the opportuni ty or the possibility  of put ting  thei r products in these 
illicit channels. Whoever quoted stat istics, I think, may be guessing, 
as much as having actual data,  on just how much movement of 
prescript ion drug  there  is through illicit channels. Certain ly, they 
are not able to  ident ify what  the illicit channels are. I don’t know 
at what stage of manufacturing, distribution, or selling these products 
get into the hands of the wrong people. Frankly, I don’t thin k tha t 
happens through the activities of reputable manufacturers. I am sure 
everybody along the line feels the same way. But the  fact is tha t the 
abuse does exist. Something more is necessary to correct it. This bill, 
we hope, will help to do that.  We are not afra id of the regulation 
which it provides, in addition to the ones we now comply with.

Mr. Rogers of Flor ida. I realize th at, and I know your people are
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reputable and are t rying to do a good job. I t is just the fact th at they 
deal with you and you may not realize it.

Why would it not be a good idea to have a set method of determin
ing whether a person is author ized to receive goods from your manu
facture rs? Couldn’t th is be done or else injected into the  law, to have 
a set procedure that would be required before you even sell to them ?

Mr. Stetler. Something along tha t line is the regis tration of the 
wholesaler. I am sure that  the  pr imary outlet for drugs from manu
facturers is wholesalers.

Mr. Rogers of Florida. The large  amounts.
Mr. Stetler. Yes. And a regist ration  of wholesalers is not objected to.
Mr. Rogers of Florida . And they could show this regis tration with the purchase order.
Air. Stetler. If  they can indicate their registra tion number-----
Mr. Rogers of Florida.  It  could be checked quickly with Food and Drug.
Air. Stetler. Tha t would be a check.
Air. Rogers of Florida. Thank you.
The Chairman. That is precisely what  we do in this bill. We require registration .
Air. Rogers of Florida. I didn’t know we required the actual show

ing to the m anufacturer. I realize we show where his sales went, but
1 don’t thin k we require, in effect, the  purchase r in the first instance 
to show his license to receive these goods. So it may be tha t Food and 
Drug  may inspect thei r records, w’hich are all fine" because they have 
gone to such and such a purchaser. But it may be 3 years before they 
have time to check them. In the first instance, i f this man was not 
properly registered with Food and Drug, they would never have sold to him. This  is the point I  was speaking to.

The Chairman. It  is a good point. But there are procedures in this 
bill to reach that situation.  We don’t want to go overboard and burden the agency with something tha t would be impractical.

Mr. Rogers of Florida. I agree with the chairman, tha t we want to stop where we can, that is, where it is possible.
The Chairman. It  is well aft er 12 o’clock. I  think  it would be 

advisable to recess un til 2 o’clock, a t which time we will resume the questioning of Dr. Smith.
The committee will be in recess unt il 2 o’clock.
(Whereupon, at 12:28 p.m., the committee recessed, to reconvene at2 p.m. the same day.)



AFTERNOON SESSION

The Chairman. The committee will be in order.

STATEMENT OF AUSTIN SMITH, M.D., PRESIDENT, PHARMACEU
TICAL MANUFACTURERS ASSOCIATION; ACCOMPANIED BY
C. JOSEPH STETLER, EXECUTIVE VICE PRESIDENT AND GEN
ERAL COUNSEL OF PM A; AND JOHN  T. KELLY, PMA LEGISLATIVE
COUNSEL—Resumed

The Chairman. Mr. Younger, do you have any questions of Dr. 
Smith, or Mr. Stetler, or Mr. Kelly ?

Mr. Younger. I have no questions, Mr. Chairman.
The Chairman. Mr. Cunningham ?
Mr. Cunningham . No questions.
The Chairman. Mr. Harvey ?
Mr. Harvey. No questions, Mr. Chairman.
The Chairman. Mr. Satterfie ld, do you have any questions ?
Mr. Satterfield. No questions, Air. Chairman.
The Chairman. Dr. Smith, could you give any indication of ap

proximately what percentage of the tota l production of drugs would 
be considered prescription drugs  ?

Dr. S mith . Yes ; 1 can, if I can search in my memory. We have that  
information.

The prescription drug  business is about $314 billion, and the over- 
the-counter business is about one-half of that.  I can give you the in
formation , Mr. Congressman. I would like to submit it to you.

The Chairman. You may supply it for  the record.
But, as I  recall it, the p rescrip tion drug  is about twice the prop rie

tary  ?
Dr. Smith . Yes.
The Chairman. Since the members of your association produce 

about 90 percent of the p rescrip tion drugs, would you endeavor to get 
for the committee such information as you can as to the extent samples 
are made available to, I assume prim arily,  the doctors, pharmacists, 
and hospitals, and so forth ?

Dr. S mith . I thin k we can develop a representative presentation for 
you-

The Chairman. If  you could provide us with some information 
about the sample distribution , we would be glad to have it.

(The following let ter was subsequently received for the reco rd:)
Pharmaceutical Manufacturers Association,

Washington, D.C., February 12,1965.
Hon. Oren Harris,
Chairman, Committee on Inters tate  and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. Harris : During the appearance of representatives of the Pharma
ceutical Manufacturers Association before the committee on January 28, 1965, 
relative to H.R. 2, 89th Congress, you requested us to furnish the following in
formation (pp. 238-239 of the hearings) :

1. In 1963, according to the lates t Department of Commerce figures, prescrip
tion drug business, at  retail , amounted to $2,046 million. The over-the-counter 
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dru g business for  the  same year amo unte d to $803 million. The prescription  
dru g volume was thus abou t 72 perc ent of tot al dru g sales  for 1963.

2. There are, to our knowledge, no defini tive figures avai lable  as to the ext ent  
samples of pres crip tion  drug s such as amphetamines and ba rbitu rates  are  
made availab le by ma nuf act ure rs to physicia ns and den tists. Ther efore, in 
ord er to obta in the  info rma tion  which you requested  as to the  dis trib ution of 
such samples, we have inquired of a rep resent ative cross  section of the  members 
of our association.  This inqu iry ind icates th at  for  the yea r 1964, the sampling 
of prescript ion drug s of thi s type by PMA member firms amou nted to approxi
mate ly 3 percent of produc tion. Usually such samples cons ist of an  amo unt  of 
the  drug  sufficient for  an ini tia l dosage for  one or two pat ients. Some samples 
are, of course, also made availab le to pha rm aci sts  and hospi tals.  Fu rth er , be
cause of the  lengt h of time most tra nq uil ize rs and other dep ressan ts have been 
on the  mar ket,  I believe, wit hou t having made a special inquiry, th at  the sam
pling of these  drug s would closely paral lel  th at  of amp hetamines and  barbi
turate s.

It  should be pointed out th at  the dis trib uti on  of samples is a valuab le means 
of bringing infor mati on abo ut drug s to the  physician. Regardle ss of how de
tailed and info rmative package  insert s or other label ing ma ter ial  are, the re is no 
sub stit ute  fo r the experience of th e p hysi cian  in seeing and handlin g the  d rug  and 
using  it with  the  pat ien t he knows and tre ats . Most docto rs are inte res ted  in 
observing, in the  tre atm ent of the ir own pat ien ts, the the rap eut ic effects of par
ticula r drugs.

This  is tru e not  only for  drugs which  ar e being intro duce d or ar e rela tive ly 
new on the  mar ket,  bu t also for drug s which  may have been ava ilab le for some 
time. Many drug ma nufac tur ers  distr ibute samples of these  older  drugs , not 
only because  younger physicians  are  not  n eces saril y fam iliar with them, bu t also 
because  the re will be many situ atio ns in a physicia n’s pra ctic e whe re he will 
desire to observe  the  effect of an esta blis hed  dru g in a pa rti cu lar condi tion or 
patient in ord er to deter mine its  usef ulne ss in a course  of ther apy .

Consequently, many  of our  members dis tribu te samples of their produ cts 
to physicians to intro duc e new products,  to introduc e the ir pro duc ts to new 
physicia ns, to  remi nd phys ician s of esta blis hed  products, and  to faci lit ate the 
physi cian’s determ inat ion of  the  use fuln ess of a drug  in practice.

We also wish to tak e the  occasion of th is let ter  to reaffirm  ou r sup por t of H.R. 
2 and to urge its  speedy ena ctm ent into law wit h the  amen dmen ts outlin ed by 
PMA du ring  our app earance before the committ ee. We also, as indi cate d below, 
recommend two oth er techn ical ame ndments and will also comment briefly on 
positions taken by the Food and  Dru g Admin istratio n on two points relatin g 
to this legislation .

As sta ted  on Ja nu ar y 28, the  PMA believe s th at  H.R. 2 provides in genera l 
workab le and  needed  legis lation. We reemphasize , however, th at  provisions in 
the bill covering the  drug s th at  are  or may be subje ct to  added control are too 
broad ly draw n and  migh t be used to bri ng und er the  act  many dru gs which 
should not be so trea ted . The  testimon y before the  comm ittee confirms the  de
sir abi lity  of draw ing the  defini tion in terms  of drug s th at  are  in fac t being 
abused ra th er  tha n in term s of theore tica l pote ntia l for abuse. We believe the 
hearings confirm the  wisdom of not  nam ing add itional specific drug s in the 
legisla tion. Certa inly, evidence  nece ssar y to make a scientific judg men t with 
respec t to other specific dru gs which mig ht be included under the bill has  not 
been prese nted to the committee . The approac h conta ined in H.R. 2 of leaving, 
to the  FDA, for  fut ure  determ inat ion the oth er drugs th at  should be sub ject  to 
the  new proposed controls is sound  bu t the  determ inat ion should  be under a 
rea list ic sta nd ard  of actu al abuse.

The two technical amen dments we sugg est both rel ate  to pa rag rap h (1 ) of 
proposed section  511 (a ).  First , we recomm end th at  the phrase  “and  are  other
wise qualified” on line 14 on page 4 be eliminate d. As recognized by FDA, the  
phr ase  is not  intended to have  sub sta ntive effect or to gr an t any  add itio nal  au
tho rity  und er the  act. Rat her , it  is simpl y descriptiv e of those engaged  in the  
man ufa cture, compounding, and processing  of pharmaceutic als. Since it is 
only descr iptive, and does not add to th e sub stan tive  provisions  of the  bill, we 
believe th at  i t would best be e limin ated  fro m the  paragr aph .

Second, we recommend th at  subdivisio ns (A ) and  (B ) be rede signated  as 
(B ) and (C ),  and  that  the following be added af te r the  word “shipm ent,” on 
line 17 on page 4:



DRUG ABUSE CONTROL AMEN DMENTS OF 19 65  187
“ (A) to manufacturers,  compounders, or processors for further  manufac

turing, compounding, or processing, or”.
As presently written, paragraph (1) of proposed section 511(a) is ambiguous 

in tha t it does not specifically authorize  interplant shipments of bulk depressant  
and stimulant drugs, either  between plants of the  same manufac turer, or from a 
bulk m anufacturer  to  the processor of a finished pharmaceutical item. The pro
posed language would make it clear  tha t such bulk shipments are permissible, 
and  th at manufacturers of bulk items legitimately may ship them to other persons 
who are processors within the meaning of th is i>aragraph and section 510(a) (1).

We have carefully  considered the position taken by representatives of the  Food 
and Drug Adminis tration relat ive to the PMA recommendation that  the exemp
tion for OTC and combination drugs, now encompassed within proposed section 
511(e) (2), be incorporated in proposed section 201(v) (3). We believe th at the 
FDA has overstated the effect of the PMA recommendation on the technical plead
ing requirements of criminal actions. If Congress intends th at these two classes 
of drugs be exempt from the restrictions  of proposed section 511, it would seem 
that  this purpose would indeed be better served by excluding them from the defini
tion of depressant  and stimulant drugs rather than  requiring administrative  
action  at  some indeterminate future  time by the Secretary. By virtue  of the 
stan dards set forth in section 503(b) of the act, OTC products are not subject 
to abuse and should be expressly exempted by the sta tute  itself.

Finally, we disagree with the construction Commissioner Larrick places on the 
present prohibitions of the act  and the authority  granted in section 6 to seize 
depressan t and stimulant drugs. It  is our unders tanding  of H.R. 2 tha t this 
bill clearly does not contain any authority  to seize or condemn drugs for failure 
of any person to maintain records with respect to such drugs as required in 
proposed section 511(d). This is readily evident when section 6 of H.R. 2 
is compared with the seizure authority  contained in section 5 of S. 2628, 88th 
Congress, 2d session, referr ed to this  committee on August 17, 1964, following 
Senate passage. Nor do we believe t ha t the authority  sought by the Commis
sioner is either necessary or desirable. H.R. 2 contains plenary authority to 
seize drugs moving outside the legitimate  channels of trade , and contains ample 
author ity to deal with any failure  to maintain the records required by section 
511(d ). We feel that section 6 of H.R. 2 was intended to rest rict  the seizure 
authority by excluding recordkeeping violations. Hence, it is our recommenda
tion t ha t section 6 not be altered.

On behalf of the Pharmaceut ical Manufacturers Association, I wish to thank  
you again for permitting us to express our views on this  important legislation. 
We were privileged to appear before your committee and participate in the hear 
ings on H.R. 2 and t rus t tha t this  let ter will be made a pa rt of the official record. 

Sincerely yours,
A u st in  S m it h , M.D.

The Chairman. Did I  understand you to say this morning  tha t if 
this  bill, along the lines proposed and as recommended, were to be 
adopted, it will greatly  reduce the samples going to people whom 
they are usually d istributed  to ?

Dr. Smith . No ; we d idn’t say that.  We didn’t even comment on 
tha t, Mr. Chairman.

The Chairman. I  suppose tha t was a prior witness.
Dr. Smith . Someone from the American Medical Association made 

th at  statement.
The Chairman. Would you agree with tha t statement  ?
Dr. Smith . I don’t think so. I think  there will be tig hter control 

over the distr ibution of drugs, but I don’t t hink it  would reduce it. 
Af ter  all, new drugs are coming along all the time and i t is customary 
practice to sample physicians and other practitioners, pharmacists, and 
hospitals. I am sure we will see the normal flow and ebb of dru«  
sampling.

The Chairman. That being true, it is even more important tha t 
we get such information as we can from the industry about the extent 
of the  sample business.
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Mr. Kornegay, have you any questions?
Mr. Kornegay. No, Mr. C hai rma n; thank  you.
The Chairman. Mr. Nelsen ?
Mr. Nelsen. No questions; thank you.
The Chairman. Mr. Ronan, have you any questions?
Mr. Ronan. No, Mr. Chairman.
The Chairman. Dr. Smith, in behalf  of the committee, I  want to 

thank you, Mr. Stetler, and Mr. Kelly, for your presentation here to
day, and to compliment you on you r testimony, and the contribution 
you have made to the committee.

Dr. Smith . Thank you, Mr. Chairman.
We will supply the information you requested. If  it meets with 

your pleasure, if there is additional information we think might  have 
been presented today, we would like to have the privilege of provid ing 
it in a letter for you, for you and the members to share.

The Chairman. We will be glad to receive it.
Dr. Smith. Thank you.
The Chairman. Thank you very much.
The next witness we have scheduled is Mr. J. Curtis Nottingham, 

president, American Pharmaceutica l Association.
Mr. Nottingham, you may ident ify yourself for the record, if you 

will. I believe you have with you Mr. Robert F. Steeves, director of 
the legal division.

STATEMENT OF J. CURTIS NOTTINGHAM, PRESIDENT, AMERICAN
PHARMACEUTICAL ASSOCIATION; ACCOMPANIED BY ROBERT F.
STEEVES, DIRECTOR OF THE LEGAL DIV ISION OF THE AMERICAN
PHARMACEUTICAL ASSOCIATION

Mr. Nottingham. Mr. Chairman, I  am J. Curtis Nottingham, presi
dent of the American Pharmaceutical Association, the national profes
sional society of pharmacists. I am also a community pharmac ist and 
practice  my profession in Williamsburg, Va., where I have two 
pharmacies.

We are  most pleased to accept the committee’s invitation to present 
the official views of our 113-year-old national society on H.R. 2.

Accompanying me is Robert F. Steeves, director of the legal divi
sion of the American Pharmaceutical Association.

Active membership in Apha is l imited to pharmacists. The only 
requirement for active membership in Apha is tha t the applicant be 
a pharmacist in good standing in the profession. At the present time, 
we have near ly 30,000 active members. We also have honorary, life, 
associate, and student membership categories which brings our total 
membership up to around 43,000.

Additionally, we have several affiliated groups. Two nationa l affili
ates are the American College of Apothecaries—a specialty group for 
pharmacists practicing in apothecary-type pharmacies—and the 
American Society of Hospital Pharmacists—a specialty group for 
pharmacists practicing in hospitals.

We have several State  professional societies which are also affiliates. 
All affiliated groups require membership in the American Pharmaceu
tical Association as a prerequisite to membership in thei r association.



DRUG ABUSE CONTROL AMENDMENTS OF 19 65 189
Our house of delegates, the policymaking body of our association, 

has representatives from these affiliated groups, as well as from all 
other specialty, State, and related groups in pharmacy. We believe 
tha t this gives our policies and  statements a unique qual ity in th at we 
represent all phases of the profession of pharmacy.

We wish to note the interest tha t you have shown in the problems 
facing  our profession, Mr. Chairman, and express the sincere appreci
ation of the pharmacists of the United States for your conscientious 
help in drug  legislation, and a number of other areas as well. The 
addition of the provision relat ing to counterfeiting  drugs in H.R. 2 
is certainly in the public interest and has our full support.

The American Pharmaceutica l Association has been partic ipating in 
hearings on legislation and general inquiries associated with  barb itu
rates and amphetamines before both bodies of Congress for more than a decade.

In the early fifties, A PH A developed and circulated  a model bar
bitu rate  bill for the States  to  adopt, and we have had a keen interest 
in the problems associated first with barbiturates , then with bar
bitura tes and amphetamines, and now with the general classifications of stimulant and depressant drugs.

As time passes, the problem grows and changes both in kind and in 
proportion. We recognize that  the objective of H.R. 2 is to gain 
effective control of, and eliminate to the extent possible, the illicit 
trafficking in stimulant and depressant drugs for nonmedical pur
poses. We endorse this effort and pledge our wholehearted coooera- tion.

Pharmacists have a twofold interest in eradicating the illicit distribu tion of all drugs through unorthodox channels.
Fir st is the public interest. We know that  people endanger their  

lives and thei r health whenever they use drugs without professional 
consultation, par ticu larly  when they use drugs for illicit purposes. 
This is why our association has waged such a vigorous effort to halt 
the mail-order distribution of drugs. We hope that,  in the near futu re 
your committee will also give some attention to the mail-order problem'

Second is pharmacy’s own interest. Obviously, as illici t distr ibu
tion is eliminated, the opportunities for pharmacis ts to serve the public may be increased.

We have but one reservation concerning H.R. 2 and tha t is whether 
pharmacists should be included within its scope at all. There are, of 
course, details in H.R. 2 which would directly  affect pharmacists p rac
ticing their  profession, but  these details are secondary to the decision of whether to include or exclude pharmacists.

For example, we note tha t H.R. 2 exempts physicians from the 
recordkeeping and other aspects of the proposal, and righ tly so. We 
would hope tha t the Congress has similar faith in the integrity of 
the practit ioners of pharmacy who, like physicians, must meet rigid 
educational and professional requirements for licensure and who are under  the control of State professional practice  boards.

In  times past, we have been faced with the statistic t hat  78 percent 
of the convictions for  i llegal sales of barbiturates and amphetamines 
over the last 10 years under  the Federa l Food, Drug, and Cosmetic 
Act involve pharmacists. Stated  in that manner, the s tatistic is alarm-
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ing to you and to us. We believe, however, that examination of the 
statis tic shows tha t the  problem with  pharmacists is not as bleak.

FDA  has  reported t ha t the re were nearly 1,300 such violations and 
even assuming that  all 1,300 were pharmacist convictions, this means 
tha t we have had only 130 per year.

Now, there are approximately 90,000 pharmacists practic ing as 
community pharmacists in the United  States which reduces to fifteen- 
hundredths  of 1 percent of the practitioners per year. The record 
would undoubtedly show that some of these figures reported represent 
repeated violators. In  fact, the record shows that the 1,300 violations 
cover infractions by “retail drug  firms, pharmacists or thei r employees” 
which means the number of pharmacist violators would be consider
ably less than 1,300.

As Senator Yarborough stated in questioning our representat ive 
who testified before the Senate Subcommittee on Health  last summ er:

As you say, the pha rmacist s a re  reg ulate d, and if the re are  viola tions  there,  the 
Food and Drug Adm inis trat ion can find them. It  seems to me that  with 4.5 
billion pills being dis tributed  illega lly every year, that  you would want laws to 
reach out  and find those people who keep no records , who are not licensed by any 
autho rity . As it is now, you find it  only under Sta te law, the  viola tors in your 
own profession.

We have no information on the amounts or circumstances of the 
pharmacist violators which FDA  has reported but, from common 
knowledge, we know that many of the violations involve dispensing a 
prescrip tion renewal without proper authorization. Such a violation 
may involve a dozen or a hundred tablets, but it cer tainly has no re la
tionship to  the tens and hundreds of thousands of tablets  and capsules 
involved in bootlegging.

Senator  Yarborough also commented on this point in s tatin g:
Since we do not  have the  fac ts, of course, thi s is guesswork. But my guess 

would be the  same as yours, th at  the  vast amount of these (table ts)  illegally  
dis trib uted were not  through  re ta il druggists.

Since all pharmacies and pharmacis ts are clearly identified through 
licensure, enforcement officials knowr where the drugs  are located in 
tradi tional channels. In  the illicit  traffic, enforcement officials have 
no wTay of ascertaining which gas stat ion, newsstand, or person is, or 
may be, peddling drugs illicit ly.

We are as interested  as the Congress and the Food and Drug  A d
ministration are in exposing pharmacists  who violate the laws. The 
profession of pharmacy has  no thing to hide. Every profession has a 
certain  number of unethical  practitioners, and wTe know tha t we have 
some in pharmacy, too. Our objective is to keep the percentage as 
small as is humanly possible so that the integrity of the vast majori ty 
of conscientious pract itioners is not indicted by the foibles of the few.

When the FDA  suspects tha t a pharmacist has violated the law— 
with stimulants or depressants or any other class—it can search the 
pharmacist’s records, premises, and other details by following normal 
search procedures provided by  law. We do not see that  this  presents 
any grea t problem since the search warrant  procedure has worked 
in our form of government since early times. We would encourage the 
FDA to proceed in any case where it suspected a pharmacist of violat
ing the law.
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Let me reduce the problem of illicit  dis tribution of barb iturates and 
amphetamines to its basics, as we see them. The FDA  has extreme 
difliculty in locating illicit distr ibutors because FDA  cannot obtain 
information on who obtained these drugs. Once FDA  knows the 
identity of the purchaser and the purchaser’s location, it can then 
place the  individual under surveillance. FDA  already knows, as do 
State pharmacy boards who regu larly inspect pharmacies, tha t every 
pharmacy in the United States  possesses stimulant and depressant  
drugs.

From wholesaler and manufac turer records of shipments, FDA  
would learn the ident ity and location of the recipient of all drugs. 
Such records would also show unusual shipments of these drugs to 
pharmacists and physicians. Need there be any other record main
tained ? We think  not.

Where a pharmacist is suspected of viola ting the law, the wholesaler 
or manufacturer  record would show the quanti ty, kind, and date of 
shipment of the drugs and the current  records of the pharmacists— 
required bv existing law—provide a complete record of drugs dis
pensed lawfully.

One point  we must not overlook is tha t FD A’s responsibilities for 
inspection have been increased many times as a result of the Drug 
Amendments of 1962. FDA has stated that it  can only expect to in
spect the manufacturers about once every 2 years. We have no info r
mation on the number of m anufacturing concerns registered with the 
FDA  under the new law, but we do believe tha t it is improbable tha t 
FDA  would, in the next several years, have an inspection staff la rge 
enough to take care of the wholesalers and jobbers added by H.R. 2 
and still do a meaningful inspection of the 60,000 or so hospital and 
community pharmacies.

In ligh t of our  comments, we ask that you consider add ing the word 
“dispense”—meaning pharmacist in the context—to proposed sec
tion 511 (a) (4) so as to read :

(4) Prac titioners licensed by law to prescribe, administer, or dispense depres
sant or st imulan t drugs, while acting  in the course of thei r professional practice.

This would then expressly provide tha t a pharmacist would be 
included as a person authorized to possess st imulant and depressant  
drugs, and he is not otherwise mentioned in proposed section 511.

As to the exemption of pharmacists, we would ask the committee to 
consider an insertion in the proposed section 511(d) (3) so as to r ead:

(3) The provisions of  paragraphs  (1) and (2) of this subsection shall not 
apply to a licensed practitioner described in subsection (a) (4) or to any 
establishment described in subsection (a) (3) which is licensed by State  law 
to dispense or sell prescription-legend drugs with respect to any depressant 
or stimulant drug received, prepared, processed, administered, or dispensed 
by him in the course of his professional practice.

Mr. Chairman, in concluding, I want to assure you tha t the ph ar
macists of the United States are anxious to see the illici t traffic in 
drugs eliminated. The American Pharmaceutical Association has 
a tra ined staff of pharmacists,  scientists, and lawyers who have been 
working in this area.

We would welcome the  opportunity to be of assistance to the com
mittee in any way we can.
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The Chairman. Thank  you very much, Mr. Nottingham, for your very good statement setting forth the views of your organization.
Mr. Kornegay, have you any questions?
Mr. Kornegay. No, Mr. Cha irm an; I  have no questions.
The Chairman. Mr. Younger?
Mr. Younger. No questions, Mr. Chairman.
The Chairman. Mr. Satterfield?
Mr. Satterfield. No questions.
The Chairman. Mr. Nelsen ?
Mr. Nelsen. No questions.
The Chairman. Mr. Honan ?
Mr. Ronan. I have no questions, Mr. Chairman.
The Chairman. Mr. Cunningham.
Mr. Cunningham. Yes, Mr. Chairman.
Mr. Nottingham, is your association the only one that is nationwide composed of pharmacists?
Mr. Nottingham. Sir, the American Pharmaceutical Association is composed of individual  pharmacists nationwide. There are many other organizations of pharmacists in a more limited area. Fo r instance, 1 believe the National Association of Retail Druggists appeared here yesterday. This is an  organization of drugstore owners. Most of them, of course, are probably pharmacists.
Mr. Cunningham. But  your organiza tion is of  pharmacists?Mr. Nottingham. Yes, sir.
Mr. Cunningham. What percentage of  the pharmacists would you say, of the tota l, are members of your organization?
Mr. Nottingham. Are you asking me, sir, what percentage of pharmacists in the United States belong to the American Pha rma ceutical Association?
Mr. Cunningham. Yes.
Mr. Nottingham. We have about 30,000 active pharmacists in our membership. Additionally, we have about 10,000 students. I believe the last record would indicate something in excess of 90,000, maybe 100,000, or so, pharmacists actively engaged in practice in the United States.
Mr. Cunningham. Of which you have about 30,000 ?
Mr. Nottingham. Th irty; yes, sir.
Mr. Cunningham. Do you have a code of ethics for membership in your association which deals with this part icular problem we have before us ?
Mr. Nottingham. Yes, sir; we certainly do.
Mr. Cunningham. If  you find somebody who has gone agains t the code, have you taken any action ? Do you have any cases of violation of your code where you have taken action ?
Mr. Nottingham. Yes, si r; we do.
Mr. Cunningham. And you simply relieved them of their membership ?
Mr. Nottingham. This is the only action we can take, sir.
Mr. Cunningham. On the last page, you say the American Pharm aceutical Association has a trained  staff of pharmacists, scientists, and lawyers who have been working in this area.
Could you give us a li ttle more detail as to what you mean by working in this area ?
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Mr. Nottingham. Yes, si r; I think  so.
We have about 65 people, all of whom are in the executive capacity 

and adm inistrat ive level, and who are pharmacists. We edit and pub
lish two journals. We edit and publish one of the official d rug com
pendia. We are constantly  distr ibut ing information to all State  or
ganizations of pharmacists.

We have the Dru g Standards Laboratory  in our building where 
scientific and research work is carr ied out. I am not quite sure how to 
be specific, but if  you do have a specific question, I  will try  to  get  the 
answer.

Mr. Cunningham . I was just refe rring to tha t statement  th at you 
do have a staff who are working in this area. I was wondering what  
kind of work they were doing in this  area of ill icit traffic in these two 
par ticu lar types of drugs.

Mr. Steeves. Mr. Cunningham, one point mentioned earlier in the 
statement of Mr. Nottingham was tha t the model barbitura te bill, 
which has been implemented in many of the States, was a model bill 
developed by our staff and promulga ted by the States.

Secondly, we have participated in surveys of how these laws were 
being enforced, and participated in hearings since 1950 before the 
Congress in studying how the profession is functioning under the  laws.

This is the area of work that  we have been in in terms of studying the 
regula tory problems and tryi ng to help do something with it. Our 
staff has not been out  policing, for example, or shopping, or in that 
area of enforcement.

Mr. Cunningham. Tha t was the information I wanted. I compli
ment you on it. I wanted to have you expand on it a littl e b it for my 
own information.

Thank you, Mr. Chairman.
The Chairman. Mr. Harvey ?
Mr. Harvey. No questions, Mr. Chairman.
The Chairman. Mr. Watson ?
Mr. Watson. Mr. Chairman, I have one question.
I apologize for being late, sir.
I have not read your statement, but I  glanced through the Senate 

hearings on the Dodd bill last year. As T recall, your  princ ipal 
objection was to the  mat ter of this inspection of the prescript ions, 
and such as that .

Is tha t still your princ ipal objection to the bill ?
Mr. Nottingham. Yes, sir. I will elaborate, if I  may.
We feel, sir, th at the pharmacis ts should be accorded the same treat

ment in this regard as physicians. To become pharmacists, we must 
now go to school—that is, undertake at least 5 years of accredited 
college work; we have to undergo an inte rnsh ip; we have to pass a 
searching examination before our  S tate boards.

Since we are registered and regulated, our whereabouts is well 
known. We feel that it would be an additional burden tha t would 
be unwarranted if we were subjected to routine inspection by Federal 
officers. They have search authority  now, if there is any reason to 
suspect violations. But, to just  have anoth er group of inspectors, 
since we are  now so closely regulated, we would hope the wisdom of 
the committee would be that  at this time this would not be warranted.
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Mr. Watson. I am sure tha t all business people will share your concern about that.
Do you have any system of reporting  to the FDA  any excessive 

or abnormally large prescriptions for these barbitura tes of ampheta
mines, or unusual frequency of prescriptions?  Do you have, of your 
own volition, any system of reporting  to the FDA  about it?

Air. Nottingham. We would do th is, sir. Fran kly,  in my personal 
experience of practicing pharmacy, I have not run into this. But I 
have personally reported to FD A certain violations or wha t appeared to be violations.

There is a very fine relat ionship  between the State boards of p har
macy 2 generally speaking, and the ir enforcement task, and this goes, 
in Virgin ia at least, with our State  police force, also. Work ing 
hand in hand, these things are reported and they are repeatedly reported.

You asked me about  a personal incident. I  have not known of an 
occasion in my personal prescription practice where something was 
so out of line tha t it should be reported to the FDA. But  I have 
known of others tha t were, and I have personally reported at least one.

Air. Watson. Thank  you very much.
Air. Steeves. Mr. Watson, on the question tha t you raise, we re

viewed the  record of FD A’s enforcement and compliance over 1964, 
for example, and involving the type of drug tha t would be covered in this  bill.

Only 45 pharmacists were involved with criminal convictions. This 
is a f ar  cry from the 130 a year. But in  1952, the Durham-Humphrey 
bill went into effect creating the prescrip tion category of drugs.

You always find the larger number of violations righ t afte r a law 
is implemented. I believe t ha t would be the history here, too, until everyone becomes accustomed to it.

The year before, 1963, though not broken down, indicates  there were 
135 convictions for illegal sales of prescrip tion drugs. Tha t figure 
would include pharmacists, physicians, and everyone else.

So, the problem has been reduced quite a bit, according to the stat is
tics tha t appeared beyond the 1962 figure with which we have all been working.

The second point is that we do feel the  exemption in the bill covers 
more than just the physicians. I t covers a practitioner licensed by law 
to prescribe. This is a dentist, and an osteopath, and other people. 
We do not feel there should be any  more regulation over them, ei ther. 
I t is not tha t thei r exemption should be excluded, but where you have 
this close State regulation, and it  seems to me to be a rath er small 
problem compared to the total, the professional pract itioner should 
be exempted, like physicians, veterinarians , dentists, and others who are lawful ly handl ing these drugs.
. Air. AVatson. This reduction in the number of violations, and T be

lieve you said 45 in 1964, has tha t been as a result of your self-policing, 
or the lack of adequate personnel on the part of the  FDA, or a combination of both?

Air. Steeves. It  is probably a result of the educational process of 
the seriousness of the problem and put ting  better controls over the 
distribution of amphetamines and barbiturates.  Certainly, the total
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number of barbitura tes in that period has expanded in the dist ribu
tion channels, and,  yet, you find tha t the convictions under there are 
reduced by, say, approximate ly one-third. It  may have been a gradual 
process since 1952.

For example, in 1952, there might  have been 500 violations. I don’t 
know. I haven’t seen the figures. And maybe in 1962 there may have 
been 50. It  may have been a more gradual decline than the average 
would indicate.

Mr. Watson. Than k you, sir.
Thank you, Mr. Chairman.
The Chairman. Mr. Curtin, have you any questions ?
Mr. Curtin. No questions, Mr. Chairman.
The Chairman. Does anyone else have any questions!
Are you satisfied with your proposal that pharmacists would be 

exempted from the provisions of this act by including the words “or  
dispense” in subparagraph (4) of the bi ll you referred  to?

Mr. Nottingham. Yes, sir.
Mr. Steeves. Along with the  other  language, Mr. Chairman, tha t is 

suggested in the next para graph.
The Chairman. I know.
Yesterday, we had Mr. Jehle  and Mr. Rooke who testified in behalf 

of the  National Retail  Druggis ts Association. I assume tha t the two 
trade organizations, one of which you represent  and one which they 
represent, are of the same and one opinion about this par ticu lar 
subject.

Mr. Nottingham. Mr. Chairman, I  haven’t seen his testimony and I  
did not  hear it, so I cannot comment on it.

The Chairman. Since Mr. J ehle is in the room at the present time, 
in order to get as full and complete information as we can, I  will ask 
him a question.

Mr. Jehle, would you be satisfied tha t this language  change of “or 
dispense” would accomplish -what you testified to yesterday ?

Mr. J ehle. Their testimony seems to accord with that presented 
yesterday by the National Association of Retail Druggis ts. We are in 
perfect agreement on this  one point. We want the pharmacists ex
empted, and the  language we suggested yesterday and their recommen
dations today both reach that objective.

The Chairman. You think tha t their language would accomplish

Mr. J ehle. Yes, sir.
The Chairman. How many of the States have adopted your pro

posed model law ?
Mr. Steeves. At the last survey, I thin k there were somewhere 

around 30 Sta tes, Mr. Chairman, but I would also point out tha t there 
have been a few States, such as Michigan, as an example, which have 
repealed special legislation in the area of amphetamines because it 
added nothing  beyond thei r pharmacy statutes .

When a pharmacis t dispenses a barbiturate  or amphetamine illegally  
or without  authorization of a prescriber, you don’t need a special 
statute. It  is a violation, first of the Federal Food, Drug, and Cos
metics Act, and i t is a violation of the State  Pharmacy  Act, and a vio
lation of the State Food and Drug Act. This is certainly an armamen
tarium of a utho rity without adding another act at the* State level on
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amphetamines and barbiturates in many instances as the State  phar
macy laws are drafte d today.

But the way H.R. 2 approaches the amphetamine and barb itura te 
problem is in the  ill icit traffic where you don’t have these sta tutes, by 
making illegal possession, fo r example, a cause for conviction. Where 
the inspectors find a peddler with a cache of drugs in his possession, 
they have no authority to proceed unless they prove inters tate com
merce and, as I understand, they must also make a purchase to show 
he sold the drug in a misbranded condition. H.R. 2 removes that.  
So, it is a great improvement on th e enforcement tools tha t are avail
able for  the illicit traffic, but I think it adds very littl e over the regu
lated channels of pharmacy over the current law.

The Chairman. With the exception tha t if the traffic is through 
the pharmacist, it  doesn’t apply.

Mr. Steeves. Tha t is correct. But, under the provisions of the 
act, if  the pharmacist  was acting outside the course of his professional 
practice, then he would have to have records and o ther provisions re 
quired by your proposal. In other words, as long as he is acting in  the 
course of his professional practice, all his pharmacy laws apply to 
him. The minute he dispenses thi s without  a prescription, he is no 
longer practicing his profession, but he is bootlegging, in popular 
terms, and, therefore, the exemption would no longer apply to him, no 
more than  under the present Federal law when a physician bootlegs 
amphetamines. He is charged with dispensing amphetamines outside 
the doctor-patient relationship.

Dispensing drugs in the doctor-patient relationship is exempted 
under the law. But when the physician does it  outside the doctor- 
pati ent relationship, he is like any other individua l and does not 
qualify for the exemption.

The Chairman. In other words, do I  understand  your contention is 
tha t a pharmacist who engages in the distribu tion of these pa rticu lar 
drugs  without a prescription would not then be exempted from the 
provisions of the law ?

Mr. Nottingham. That is right.
Mr. Steeves. As you s tate in 511 fd) (3 ), “dispensed by him in the 

course of his professional practice .” The illegal distribu tion would 
not be in the course of his professional practice, in the case of a physi
cian, a pharmacist, or any other professional person. This would be a 
general proposition in the law.

The Chairman. In r eferring to 511(d )(3)  it reads:
The provisions of para gra phs (1) and (2) of thi s subsection shal l not apply to a  

licensed p rac titio ner  described in subsec tion (a) (4) —
With your amendment, of course—

with respect to any  depressant or stimu lan t drug received, prepared , processed, 
adminis tered, or dispensed by him in the course of h is p rofession al practice.

You want to include “or to any establishment described in subsection 
(a )( 3). ” That is, pharmacists , clinics, hospitals, and public health 
agencies licensed by State law to dispense or sell prescript  ion-legend 
drugs.

In  other words, i f a par ticu lar establishment is licensed by State 
law, and then they engage in illici t traffic, if the enforcement of t ha t 
State  is not sufficient or if  it  breaks down, there is nothin g tha t can be



DRUG ABUSE CONTROL AMENDMENTS OF 19 65 1 9 7

done about i t on an interstate basis, is there? That , it would seem to 
me, might be going a little fur ther than you would be entitled to ask.

Mr. Steeves. The only establishments, Mr. Chairman, licensed bv 
State  law to dispense or sell prescription drugs would be pharmacies, 
hospitals with a pharmacy, and perhaps some clinics. So the qualifica
tion “licensed by Sta te law” br ings it into conformance with our proposed amendment in paragraph (4) of that  section for  pharmacists.

Otherwise, you would have the case where the pharmacis t would be exempt and yet under (a )(3 ) the pharmacy or hospital pharmacy, if 
tha t is something separate, would then have to maintain  records. So 
there would be no exemption under (a) (4) at all because the pharma
cist in that pharmacy would have to maintain the pharmacy’s records.

The Chairman. Don’t you have to maintain records because of your 
State enforcement? Are you trying to say to us that you don’t want to maintain records ?

Mr. Steeves. No, but the recordkeeping under this bill would be the 
only ones that would be exempted, not the regular records required  by 
the Food and Drug  Act as they are now maintained by the pharmacis t. We would still continue to maintain those.

The Chairman. We would want to be perfectly sure tha t tha t is the case.
I know in our Securities Exchange Commission bill last year, we provided tha t the extension would not be applicable to certain in

surance companies provided thei r State  laws required certain things.
It  may be tha t we better  be sure about this, if you say tha t some of the States are takin g a different approach to it.
Mr. Steeves. The Food, Drug, and Cosmetic Act, in order to dis

pense the prescription drug  now under section 503(b) , requires the 
pharmacist to re tain in his file as a voucher fo r the prescript ion drug, the prescription order the physician has written. This is the record.

The Chairman. That is under  the Durham-Hum phrey Act.
Mr. Steeves. That is correct.
The Chairman. Then you come along and you are saying you would have to keep records. T don’t want the implication to get into this 

tha t the Durham-Humphrey  Act would be amended where you would not be required to main tain the records.
Mr. Steeves. The inten t of that  amendment, Mr. Chairman, and I think the  language is so dra fted, would still  require all records which 

the Federa l law curre ntly requires and the pharmacist would continue to maintain  those records.
But it would exempt him, the pharmacis t and the pharmacy, in this case, from any separate or special recordkeeping on this type of a drug, 

just as you have exempted physicians or other practit ioners licensed 
to prescribe. This would just mean th at there would be no additiona l 
record required in the pharmacy, and not tha t he would mainta in no records.

The State  law may require records in addition to  those required by the Federal law. But the Federal law is the minimal. In other words, 
no State  can permit a pharmacist to keep a record less than the Federa l 
law requires. They can make it more stringent and they can require 
additional records. This has been the case in amphetamine and barbitu rate  S tate acts, wherever they may have required some additional recordkeeping provision on the State level.
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As I mentioned to you, for example, Michigan repealed thei r law 
when they remodeled their Pharmacy  Act 3 years ago.

The Chairman. There are no uniform laws, then, among the States? 
Mr. Steeves. What started out as uniformity in the  pharmacy law 

has become something less than  un iform. As a matter of fact, it has 
come to a point where a committee in our association has recommended 
tha t we now promulgate a model pharmacy law, uniform pharmacy 
law, which is updated with contemporary requirements as to  some of 
these changes which have been made. The las t uniform pharmacy act 
was drafted  perhaps 20 or 25 years ago.

The Chairman. And only about 30 States adopted it  ?
Mr. Steeves. All 50 States have a pharmacy law, but the 30 States 

I was speaking of were for the model barbiturate law, which was 
promulgated about 1950, or thereabouts.

The Chairman. To what extent  does the average pharmacy  engage 
in the dispensing of these types of drugs ?

Mr. Nottingham. Mr. Chairman,  I don’t believe I  can answer that  
unless it is a little more specific. I don’t believe I got your meaning.

The C hairman. I mean by tha t in what quantities, on an average, 
would a pharmacist or a drugstore dispense this  type drug?

Mr. Nottingham. Do you mean of a number of given prescript ions, 
sir, how many of them would fall  into these categories we are ta lking  
about?

The Chairman. How many of these amphetamine tablets do you 
dispense in a day, a month, or a year.

Mr. Nottingham. I would say, sir, in my pharmacy we would 
dispense possibly 2,500 or 3,000 doses of amphetamine or stimulant 
type drugs  within the course of a month.

The Chairman. With in the course of a month ?
Mr. Nottingham. Yes, sir.
The Chairman. Tha t would be the normal business you would have ?
Mr. N ottingham. Yes, sir.
The Chairman. Would you say your drugstore  was an average 

or would it be smaller or larger than  the average?
Mr. Nottingham. Slight ly larger than  average. But it is only 

slightly larger.
The Chairman. Would the re be a good many drugstores that  would 

dispense a good many more than you do ?
Mr. Nottingham. I do not know why they should, sir.
The C hairman. Suppose we were to place a limi tation on the num

ber to be dispensed, and if anyone gets into the business in a large 
way then they would come under the inspection provisions. Wha t 
would you say about that ?

Mr. Steeves. You are saying, for example, tha t if the physician 
prescribes 24 or 50 tablets you might  put any prescript ion calling for 
100 table ts or more you must maintain a record of? Do I under
stand you correctly ?

The Chairman. It  is an idea.
Mr. Steeves. The point I make there is tha t some people going on 

vacation, for example—and sometimes I hear this from New’ England 
pharmacists—when the patie nt goes to Flor ida for a winter. They 
want a 3-month supply of drugs thei r physician has placed them on.

The Chairman. Suppose we put in a limitation, say, if a pa rticu lar
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business engaged in the dispensing of drugs of more than  average 
of 3,000 doses a month, tha t they would have to then keep records?

Air. Nottingham. Air. Chairman, if I may, I  th ink your committee 
should understand  that any time the pharmacist may be suspected 
of trafficking in these drugs, or others, outside of his professional 
practice; tha t is, dispensing them except as exactly under the terms of 
the law, then he has to have a record to substan tiate his conduct. He 
must have a record to substantiate why he  dispensed 5,000 in this pa r
ticu lar pharmacy . This is the kind of thing tha t has happened in 
other areas of regulation, where purchase records and sales records 
are mainta ined at the wholesale and manufacturing  levels to alert 
those who are in the regulatory  field to look into certa in instances of 
unusual purchases.

We are already required to have the record to substantiate  our 
conduct. I don’t know whether tha t has been fully understood or not, 
but tha t is the  case.

The Chairman. But you want to  be darn sure nobody sees them.
Air. Nottingham. No, sir. Air. Chai rman; may I disagree. We 

don’t want to be harassed by inspectors coming in without good cause. 
This can be very, very trying as an experience, sir. I can cite you 
certain  examples.

Air. Steeves. There is no objection to inspection as Air. Nottingham 
stated  in the association statement. Fo r 45 violations a year among 
the pharmacis ts, i f the  enforcement officials could see from the whole
saler or m anufacturer records tha t in my pharmacy I  bought 100,000 
amphetamine tablets , and they ha d reasonable grounds to believe th at 
I was peddl ing the amphetamines, the search warrant procedure 
exists. They could come in and search the prescription files and  p re
scription room and every other aspect of it on probable cause.

The association would certainly encourage this type of inspection. 
However, today we have alcohol, the Inte rna l Revenue Service, na r
cotic, State pharmacy board, Food and Drug, health officials, in some 
cases local ones, inspecting pharmacies, and any of these inspections 
can take you anywhere from a half hour to maybe a half day or a  day 
Ju st think of the burden on a pharmacist who is maintain ing a p har
macy of the average size.

The Chairman. I can very well unders tand the fears. Aly position 
and record is well known and stated  in reports and th e Congressional 
Record. I do not think tha t the Government ought to be promiscu
ously and arb itra rily  witch hunt ing all over the lot. I have no in
tention of a nyth ing of that  kind.

Wh at we are try ing  to do is to reach some kind of a formula,  or 
some acceptable way, so tha t we can give the machinery or the  equip
ment to the  Food and Drug Administra tion to follow drugs after they 
go on their  journey  thro ugh the illicit traffic.

I don’t th ink I am stretching my imagina tion that  any person en
gaged in illici t traffic will arb itra rily  say that  “AVe will pick out a 
pharmacy a t Williamsburg” or anywhere else and go straight through 
that . That isn’t the  way it is done. Bu t there seems to be a vacuum 
there from the time it goes into what appears to  be a legitimate whole
saler’s hands and then un til it gets into  the  s tream of  i llegal dist ribu
tion, where the  public can get hold of  it.
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As I said to the other gentleman, it seems to me tha t your profession, which is recogniz< d as being a legitimate  profession and a very necessary profession, ought to be in here try ing  to  help us devise a way to get to  this problem, instead of just coming up and saying, “We want to be exempted outrigh t,” and leave it to the States.
We had described to us yesterday tha t in the State of Virginia  three inspectors went around and inspected the records every 30 days. You know how well three inspectors would get along in a S tate where they had that kind of responsibility.
All we are trying to do is to devise a way to deal with a problem— and there is no one who says there isn’t a problem; everyone says there is. Since 1962,1 have held the view tha t the  Food and Drug Administration could do more under present law than they have been doing. I have made tha t pre tty clear to them. I am about "convinced, though, maybe they couldn’t, particularly with some of the descriptions tha t were given to us yesterday.
I would merely suggest, with all the knowledge that you gentlemen have in your  organization and in your  profession, tha t we would welcome all the help you could give to devise the best possible means to do the job tha t ought to be done, but not interfere with your doing your service to the public.
Mr. Nottingham. Mr. Chairman, you mentioned Virginia.I would first like to point out that three inspectors can do a very effective job. In  the  first place, we consider the vast major ity of us, at least, to be law-abiding citizens, and  our professional ethics to be on a high scale. We have only about 900 pharmacies in Virginia, and three inspectors, plus an adminis trative  director , can do a prettv good job.
I want to suggest, sir, tha t the committee may be interested in some of the information from FDA  files concerning the truck stops on Route 1 between Washington and Richmond. The board of pha rmacy and the State police and the county police have been carrying on a real fine program of disrupting  and, to some extent, reducing this illicit traffic.
I think  we have put ourselves on record th at the American Pha rma ceutical Association is suppo rting this  bill. We are very much in favor  of reducing the illic it traffic in these drugs,  or any other drugs, narcotics or what not. We are very interested in it.
We feel tha t some of these things we read  about are repugnant to us, that  they are a reflection on our profession. But th at doesn't mean, sir, tha t the rank and file o f us need a policeman coming in our prescription departm ent and disrup ting  our service for a half day, 2 days, or whatever it takes, and then take my records and try to make me substant iate everything I have done, when, so far  as I  know, I have done nothing illegal.
But I daresay tha t none of us would welcome this sort of investigation when it was unwarranted.  If  it is warranted, then we have to back up what we have done. We have to have the prescription record there to show how we dispense this unusual number. We do feel we are doing a good job. We feel that pharmacis ts in th is country are doing a good job. I know they are doing a good job in Virginia. You have some violators down there, too, but we are t ryin g to appre hend them.
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The Chairman. There is a lot in what you say;  It  is unfor tunate 
tha t we have a society where it is necessary, Mr. Nottingham, to have 
methods and machinery to cause people to  desist from doing certain 
things  agains t society. It  would be a wonderful thing if we d idn’t 
have to have a murder  law. There are very, very few people out of 
a thousand or a hundred thousand who commit the u nfor tunate crime 
of murder. But you wouldn’t say to do away with all murder laws 
because the great body of  citizens are good citizens and don’t engage 
in activity of tha t kind, would you ?

Mr. Nottingham. No, sir, but I don’t expect to be invest igated for 
murder until  I have committed it or at least am suspected of com
mitting it.

The Chairman. You don’t think, if anyone decides to get into the 
business wholesale, you don’t th ink there is any way th at the Federal 
Government ought to have any authority  under this proposal, as far  
as the pharmacists are concerned ?

Mr. Nottingham. Did you say “wholesale,” sir?
The Chairman. I use tha t term in a bigger way. Well, beyond 

your normal practice. I will pu t it tha t way.
Mr. Nottingham. Sir, in wholesaling and in manufactur ing-----
The Chairman. I am not talk ing about wholesaling. I just used 

tha t term. When you get into the business beyond your normal 
practice of dispensing.

Mr. Nottingham. Yes, sir. I think we warrant inspection then ; 
yes, sir. The current records would have to suppor t our acts.

Mr. Steeves. The position tha t we have taken, here, I think, and 
in the  past , has  always been th at the FDA may need some additional  
authority here, and in the Senate in the 87th Congress on S. 1399 we 
endorsed the approach of the bill, in the Senate on S. 2628 we en
dorsed the bill in hearings there, on the possession, on ge tting  at the 
inters tate commerce, and on the record of where the drug  went, 
aspects of this type of illicit traffic.

We have always supported the efforts of the Congress to get at 
the illicit  traffic, and we have always tried  to guide committees, such 
as yours  on where the problem is. We think  tha t the record shows 
tha t imposing this  type of control on pharmacis ts is not warranted 
for 45 violations a year, considering there are 90,000 or 100,000 
pharmacists practicing.

On the other hand, if this type of possession law did not operate 
properly , and you felt tha t pharmacists should be included at a la ter 
date, you could always include them, add them to the list of people, 
as you are adding wholesalers and jobbers as a group to keep records 
in this measure.

We feel th at this  bill is a good step toward controlling the problem, 
and have endorsed it as such.

The Chairman. I would l ike to  remind you tha t since—when was 
it, Mr. Younger, that  we started  making the record ?

Mr. Younger. The narcotic records tha t the pharmac ist has to keep, 
was that in 1957 or 1958 ?

The Chairman. It  was before tha t, I  think . I would remind you 
tha t there is nobody who has taken  a stronger position on the pri n
ciples you have discussed here, and the record is very clear on it.
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We have reiterated it again. I did i t with a firm belief that this  matter  could be controlled. Notwiths tanding, we slipped a cog somewhere. I am not saying tha t your profession is responsible, largely, at all. Bu t nobody denies the fact  tha t we have 41/* billion of these illici t pills and capsules that have gone to the public, to youngsters, truckdrivers , to people all over.
I know Mr. Younger and I have entered into a colloquy on the floor of the House several times about this.Mr. Younger. 1954, Mr. Chairman, was the year.The Chairman. Yes. We have entered into colloquies on the principle that  this can be met. Well, it hasn’t been met. I t is getting worse a ll the time. So whoever is responsible, even though there is only a small percentage of those engaged in pharmacy who seem to have been engaged in this business, we want to get to the real brun t of this thing, wherever it might  be.
I thin k everyone who is interested recognizes there is a problem. What I want to be sure of is t ha t we do the right thing and not leave the gates open any furth er. Certainly I don’t want to encroach upon the prerogatives of the  business people of the country who are doing a fine and legitimate job of serving the American public.I am going to do whatever I  can with the other members who are strongly  inclined, and I think tha t includes everyone on this committee, t ha t we do something about it. And we want to do the r ight  thing.
Mr. Springer. Since the Congress enacted the narcotics regis tration provision, do you feel tha t pharmacists have been unduly harassed as a result of keeping records ? Has it  been your experience, in the past 14 years tha t you have been unduly harassed ?Mr. Steeves. One aspect of narcotics records, with separate  forms and a separate  setup under the tax structure , is tha t the amount of narcotics dispensed through a pharmacy are fractional compared with the number of barbiturates and amphetamines.I don’t have the exact figure, but it is something like 80 million prescrip tions in which barb itura te or amphetamine is the principal ingredient dispensed through pharmacies, and something like 18 million narcotic prescriptions through  pharmacies.When you include stimulant and depressant, as it  would seem, you would have to broaden it, you can see what a large recordkeeping flow you would have in the average pharmacy and the pharmacies throughout, the country, which might be, let’s say, 15 times what it would be for narcotic recordkeeping.
Mr. Springer. This happened in my community, and we have had very li ttle of this, but we have had some of i t going on. They finally found a druggis t who was giving these out and were able to round up enough evidence to trace it to him.
But  in  talking to  the Government about that,  i t would have been a much easier process. What they had to do was to separate all of the druggists . They finally narrowed it down to this one man running  a corner drugstore. But if they had been able to  just examine the records, it would have been conclusive in the beginning. As it was, I think it was a several-month investigation and I  think  they will still have difficulty in convicting the fellow.
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Mr. Steeves. If  the FDA  enforcement agents could have gone around to the suppliers  and if they could have looked at the records and then said “ these pharmacies are using on the average of 3,000 or 5,000 amphetamines” and noticed tha t one or two of these was using a much large r amount than that, they would have at least brought down thei r field to maybe five pharmacies in the area which were likely candidates.
Mr. Springer. I th ink  what they believed was that he was being supplied by an illicit source which did not show in the records of the manufacturer.
But anyway, this was the problem involved. The man is not convicted as yet. But i t did pu t the pharmacies in the Champaign-Urbana under  suspicion, when there would have been no problem, if they had just  gone and looked at the records.
We don’t know what the answers are, and we just  ask a lot of questions to see what you th ink  about it. But  some way we have to control it. We are  certainly glad to hea r your viewpoint on this  matte r.
Mr. Nottingham. Mr. Springer, if  I  may add a littl e something, the chairman asked for suggestions. We heard, I think, Dr. Smith  say something about his 140-odd members constituting about 90 percent of the sales of pharmaceuticals to we pharmacists. This is true. With me it is much higher than th at. I don’t know how much higher, but  with the exception of  a few local pharmaceut ical firms al l of our supplies come from members of his association.
However, in  every mail, and I thin k I can say that withou t exception—certainly the usual mail—it brings flyers from New York and other places in which so-called generic drugs are advertised at ridicu lous prices. The headlines on these sheets are the stimulant-type drugs advertised a t a price that  to me is a ridiculous figure.
I  do not  know these houses and they mean nothing to me, for the most part. I throw them in the tra sh. I never open them any more. I never read them at  all. But  you asked about a source, Mr. Chairman, and here it is.
All you have to do is look in the U.S. mails and i t is there , and i t is there in quantity. I think,  without knowing—I certainly don’t know— I believe if I operated a truck  stop on Route 1 I would send it into tha t character and he would send me whatever I ordered if I had the money with it. That is my opinion.
Your bill, of course, is designed to stop this. That is the reason we are endorsing it. We think this four and a half billion tablets tha t are going into illicit traffic has  to be dried up somewhere near the source.
The Chairman. Th at is what we have been talk ing to Dr. Smith about, and the pharmaceut ical people. I thin k we have to get at it at the truck  stops or filling stations as the case may be, and any other source.
I imagine the t rucking people are going to say, “We are the  victims in th is thing. We are not the ones responsible for  it. But you should cut it out.”
Mr. Nelsen.
Mr. Nelsen. You indicate this bill is too severe in its application dealing with the pharmacists and pharmacies. Is there an area, in your judgment , where we could place in this bill some additional authority
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for Food and Drug to do a bet ter job as fa r as pharmacists and pha r
macies, give them the authority in event their needs to be some more 
surveillance in this area ?

Do you have any recommendations to make tha t would be less strin
gent, yet would be of some value to Food and Drug ?

Mr. Nottingham. I will try , Mr. Nelsen. We think that FDA has 
ample authority to inspect me any day they want  to for cause. We 
feel tha t adding this  language merely adds  to the harassment.  Tha t is 
an ugly word, and I know the FDA doesn’t like me using that, but  this 
is what it amounts to, no mat ter how gentlemanly the inspectors 
may be.

Mr. Nelsen. You feel that  this language will provide a harassment. 
Having  in mind that this  committee will do everything we can to try  to 
write a bill  tha t meets the  problem, but  yet which is fa ir to what we 
think will be the self-policed, legitimate pharmacies.

There may be some area where you would have a provision changed 
We are searching for all the information we can get. We don’t want 
to harass anybody. But there may be areas, and we would like for 
you to give any suggestions you have to the committee.

Mr. Nottingham. Sir, we will certainly  submit it if we can come 
up with it. We are very much in favor  of the bill. We want  to see 
this improved and this illicit traffic blocked out.

The Chairman. Thank you very much, gentlemen. If  we have given 
you quite a going around this afternoon, I  hope you will understand 
it is for the purpose of trying to develop the record here on which the 
committee can make a final decision as to how this problem may be 
resolved.

Mr. Gilligan. Mr. Chairman?
The Chairman. Mr. Gilligan.
Mr. Gilligan. In  the example given by Mr. Springer  a moment ago 

of a real bad actor in the pharmacy field, suppose the local officers 
suspected this as a source of supply to college students or whatever else 
and they went on to  his premises and found a supply of these drugs, 
say 10 times what would normally  be expected to be there. He has 
no records of sale.

He just  says “Well, I got a bargain and I just  happen to buy it up 
all over the'plac e, but it doesn’t move at all.” Short of actually 
catching him in the act or eliciting a confession from someone, how 
are they going to nail this fellow ? It  seems to me that under this 
act the fact tha t he would have to register, keep records of supplies, 
income and outgo, you would have him. I don’t see, under the  present 
circumstances, how you would.

Mr. Nottingham. Sir, I don’t know how to suggest tha t the law 
be writ ten to accomplish this purpose. But  in  my lay language tha t 
would constitute prima facie evidence of violation and should be 
confiscated.

Mr. Gilligan. Because he has an unusually large supply you would 
confiscate it ?

Mr .Nottingham. Yes, unless he can defend it with his records. 
Tha t is where the records come in tha t he has to keep now.

Mr. Gilligan. If  he jus t says, “I haven’t been selling it. It  has been 
here on the shelf for months.”
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Mr. Steeves. Under the bill as wri tten, H.R. 2, or under the current 
law, the only change in tha t situation would be th at he would have a 
record of receipt, plus this. If  exempted, as we would have the phar
macist in tha t case, you would still  have the record of sale from the 
source of supply on this gentleman.

Mr. Gilligan. But how many sources of supply are there available 
to a gentleman of this type in this country ?

Mr. Steeves. You are going to have them all registered. You are 
going to have all sources of supply registered.

Mr. Gilligan. We will not have, presumably, the illicit sources of 
supply registered because they will not register.

Mr. Steeves. Then the possession s tatute  would handle h im ; would it not?
Mr. Gilligan. Under H.R. 2 I see where he would be handled.
Mr. Steeves. That is correct.
Mr. Gilligan. I don’t understand t ha t there is a possession sta tute 

on the books now which would in any way embarrass him.
Mr. Steeves. This brings up a point, perhaps, for improving it in 

this  type of a situation , where you might put in a section where a 
pharmacist would not buy from an unregistered source. In  other 
words, make it a violation for him to purchase from an unregistered source.

Mr. Gilligan. H ow could we do tha t withou t including the phar
macists under the language of th is bill? Aren’t you saying, in effect, 
that  we have to get him at least under  a portion  of the bill to make 
control effective?

Mr. Steeves. He is not included under either the inspection or 
recordkeeping or any other actual possession of the Federa l food, 
drug, and cosmetic law now, and ye t the Food and D rug Administ ra
tion  thinks  it  has pretty  good control over prescr iption drugs. He has 
the prescr iption records.

Mr. Gilligan. But the same Food and Drug  Administration has 
recommended tha t we adopt H.R. 2 to bring the pharmacis t under con
trol  of registration,  recordkeeping, and so forth , in amphetamines, depressants, and so forth .

Mr. Steeves. The three most important pa rts of H.R. 2, in terms of 
enforcement as pharmacy would see them, is the possession of these 
drugs by other than enumerated people is illegal and subject to action; 
No. 2, th at a person may not produce them unless he is registered, 
a wholesaler may not sell them unless he is reg istered; and No. 3, the 
Food and Drug  Administration  would not have to prove inters tate commerce.

They say these are the three troublesome areas. They must first 
prove in tersta te commerce, when the drug  has  no markings. Second, 
there is no law identifying where these can be manufactured.

They can be manufactured in a bathroom or on a street corner or 
any other place. If  they  find them on a person, 100,000 table ts, today 
they  have to buy some from him before they can subject him to a conviction.

These three important points, i t seems to me, give them plenty  of au
thority . I say the present food and drug  law gives them plenty of 
authority to  cover the dis tribution through  tradi tion al channels.
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To cover the situation  you mentioned where they buy through an 
illicit distributor , perhaps  you can say it would be a crime for any 
person to buy amphetamines from a person not registered with FDA. 
This would then bring the pharmacist under it.

The Chairman. Or to have them in his possession. How would 
the inspectors be able to prove where he bought these, whether they 
were unlicensed or licensed ?

Mr. Nottingham. The record would have to show.
The Chairman. If  the pharmacis t is required to keep the record, yes. 

But  you are arguing t hat  he should not  be required to keep records, as 
I understand your argument.

Air. Steeves. If  you are going to get complete control over amphet
amines and barbi turate s and recordkeeping down the line, then it 
seems to me you have to go to the full route of the narcotic law and 
have every order the pharmacist sends on, whatever form it is, also go to 
the Food and Drug  Administration. That  is the way narcotics are 
controlled.

Air. Gilligan. AVe don’t want to harass you. Jus t to have them 
available to the inspectors. You needn’t send it in.

Air. Younger. Will the gentleman yield ?
Air. Gilligan. Yes.
Mr. Younger. I am for some kind of record, but I think the ques

tion tha t troubles me is tha t the crook is not going to keep a record 
on which they  can convict him. That is the trouble with this process, 
as I  see it. The fellow who is going to  be crooked in this field is not 
going to keep a record tha t somebody can come in and use to convict 
him. He is not even going to make a record.

Tha t is the trouble with it.
Mr. Gilligan. Air. Younger, if I unders tand the proposed H.R. 2, 

tha t is precisely the point a t which you would get him under this law, 
because he had not kept the records. Under  H.R. 2, i f he had posses
sion of a sizable supply of  these drugs on hand and had no records to 
indicate where he got them and how he was using them, and at what 
rate he was dispensing them, then  you really have him locked up. If  
we don’t cover the pharmacies in the-----

Air. Younger. 1 am not against keeping a record. I am just  saying 
tha t the record system, in my opinion, falls down because you are star t
ing in f irst wi th a crook. He ought to be smart enough not to keep a 
record on which they are going to convict him. Otherwise, he is a 
stupid  man, a stupid crook.

Air. Steeves. In the case where he had a record that he received those, 
with all those tablets, you would still have to make a purchase from 
the pharmacist to prove an illegal sale.

If  he had not sold at tha t point illegally, he could say “I  am going 
to use these in my practice” and it is a 10-year supply, and possession 
is authorized by H.R. 2. He can possess them. You would have to 
prove tha t he was possessing them for an unlawful purpose, and to 
do tha t you would have to make a purchase.

The Chairman. I am impressed by your proposal to exempt dis
pensing of these drugs while acting in the course of th eir professional 
practice. If  they get outside of their  professional practices, then the 
law would cover them.

Air. Steeves. Yes.
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The Chairman. Thank you very much.
Mr. Nottingham. Thank you, Mr. Chairman. We are very appre

ciative of the oppor tunity to appear before your committee, and I 
certain ly want to thank the committee members for  thei r patience.

The C hairman. Thank you very much for  your presence and pres
entation.

(The following letter was later received for the record :)
A m er ic an  P h arm aceu ti cal A ss o cia ti o n ,

Washington, D.C., February 2, 1965.
Hon. Oren Harris,
Chairman, Comm ittee on Inters tate and Foreign Commerce,
House of Representatives , Washington, D.C.

My Dear Mr. Harris : Since we presented our testimony on H.R. 2, we have 
given serious atten tion to some of the points raised in the question-and-answer 
period and offer the following addit ional comments for the committee.

As our representatives stated  in their  presentat ion, we would hope tha t the 
committee would find tha t the few violations by pharmacists during 1964 involv
ing drugs H.R. 2 seeks to control do not just ify inclusion of the practi tioners of 
pharmacy within the proposed law’s scope. We do understand the concern that 
all practitioners obtain supplies of depressant and stimulant drugs from legiti
mate manufacturers and wholesalers. The American Pharmaceutical Associa
tion agrees with this principle and has always advised its members to only 
deal with persons they know and trust.

To make this explicitly clear, we would support a provision which would 
prohibit the purchase of s timulant or depressant drugs from any manufacturer 
or wholesaler tha t had not complied w ith the regist ration requirements of sec
tion 510 as amended by H.R. 2. We believe tha t an amendment to section 301 
of the  ac t would accomplish this objective by providing a new subparagraph (r)  
rea ding:

“ (r) The receipt or purchase by any person of a stimulant or depressant drug 
from a manufacturer , compounder, processor, wholesaler, jobber, or distr ibutor 
unless such manufacturer, compounder, processor, wholesaler, jobber, or dis
tribu tor has complied with the  regis tration provisions of section 510.”

With this additon, practi tioners of the professions could not lawfully assis t 
illicit peddlers either knowingly or unknowingly. While there is nothing in 
H.R. 2 which requires physicians, pharmacists, and other professional prac ti
tioners to purchase thei r supplies from sources regis tered under section 510, we 
believe tha t this is a worthwhile amendment for your committee to consider. 
It also provides better  control over the  distribution of these drugs if pharmacis ts 
were exempted in a manner simila r to tha t provided for physicians, dentists, 
osteopaths, and other pract itioners licensed by law to prescribe drugs. Since all 
professional pract itioners would be required to purchase from legitimate  dis
tribu tors validly registered with the Secretary, FDA would have a complete 
record of shipments for leg itimate medical and pharmaceutical uses a t the manu
fac ture r and wholesaler level.

We also note tha t Commissioner Larrick  has asked tha t the proposed law 
provide arrest  powers for enforcement purposes. We can support this sugges
tion tha t FDA officers be given power to make arrests “without war ran ts for 
offenses with respect to these drugs when the offense is committed in the officer’s 
presence with respect to these drugs or, in the case of a felony, when the officer 
has reasonable cause to believe tha t the person so arres ted has committed or  is 
committing the offense.”

We recognize that  th e power to make arrests  also carries with it  the power to 
make reasonable searches and seizures of the immediate premises and see tha t 
this could be a valuable asset in policing the illicit distribution of stimulant or 
depressant drugs. We would note that, unlike a general power of inspection, 
arrest  must be based on probable cause and presumably grounds would also 
exist to support the issuance of a search warrant . Such a power would also 
apply where FDA officers had reasonable grounds to suspect tha t a practitioner 
was distributing drugs outside the bounds of his professional practice.

As you so aptly  pointed out, FDA officers would not carry out inspections on a 
random basis but rath er would investigate suspected violations. With  only 
45 pharmacists  violations in 1964, we believe tha t the a rrest or search procedures 
normally followed to apprehend perpetrators of the most heinous offenses would
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not be too burdensome for  the  Government to employ. The ar re st  procedure would permit  faste r actio n again st violator s but  maintain  the usual safeguards afforded to law-abiding citizens.
Let me as sure you tha t the  N ation’s pharm acists supp ort your efforts to stamp out the  illic it traffic in stim ulant and depressan t drugs . We believe the  record shows th at  pharmacist s have been diligen t in upholding their responsib ilitie s. The pha rma cist s of th e country are entru ste d with  safeguarding th e dis trib ution of al l poten t th erapeu tic medications a nd medical devices of which stimu lan t and depress ant drug s are  but  a part. Pharm acists have alwa ys stood willingly to accept add itional  regulat ion of their act ivi ties when wa rrante d.Of course, we do agree th at  where  a pha rma cist  or other pra cti tioner unla wfully dis trib ute s stim ulant or dep ressan t drug s outside of the course of his  p rofessional prac tice,  all of the  provisions proposed by H.R. 2 should and  would apply.

Sincerely,
William S. Apple, Ph.  D.,

Execu tive Director.
The Chairman. The next witness is the counsel for the American Trucking Associations, Mr. James Fort .

STA TEM ENT  OE JAM ES FORT, COUNSEL, PUBLIC AF FA IRS, 
AM ERICA N TRUCKIN G ASSOCIATIONS

Mr. F ort. Mr. Chairman, I appreciate the opportunity to be here under somewhat unfamil iar circumstances for the truck ing industry,  part icula rly since the chairman has already ant icipated my statement.I would like the opportunity , Mr. Chairman, to file a statement within the next day or so, and I would simply like the opportunity  of the committee right now to give you the major two or three points tha t will be covered in a detailed statement with in the next few days.The trucking  indust ry, as the chairman indicated a few moments ago, is very much interested in the  passage of this bill. We do not hold ourselves out, nor do we make any attempt to be regula tory experts  in the field of drugs. We don’t particular ly know whether the bill as it is before the committee will do the job. We are told it will, by the  experts.
We have a problem. Our problem is the use of amphetamines bv truckdrivers. In  our experience we have found it to be a health problem far more than a safety problem. I t is f or tha t reason tha t we ask the control of these drugs.
We have, in the past years, cooperated extensively with the Food and Drug Administration  throu gh the distribution of literature and through cooperation in thei r enforcement methods. The indus try and the Food and Drug Administration have cooperated many times by placing of their  personnel on our trucks, and throu gh many similar procedures.
Mr. Chairman, those are the princ ipal points tha t we would detail in our statement which we would l ike permission to file with you in the next several days.
The Chairman. You may file your  statement, Mr. Fort, with the committee, The committee will be glad to consider it.
However, from your brief presentation today, I unders tand that  you are generally in accord with the proposed bill t hat is before you ?Mr. F ort. That is correct, sir.
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The Chairman. You say you do have a problem. From  your  re
ports  of indus try, a re you in a position to indicate whether the rep orts 
tha t we get tha t the truckdrivers use, to a very large extent, these 
stimulant drugs is correct ?

Mr. Fort. We have made very serious attempts to find out, Mr. 
Chairman. Specifically, we wrote in a formal  inquiry  to the In te r
state Commerce Commission last year in prepa ration  for our Senate 
testimony on a similar  bill then, and asked the ICC whether they 
could specify how many amphetamine-connected truck  accidents had 
occurred in the  pas t 10 years.

The Commission Chairman replied that they had seven years' rec
ords and tha t of the  7 years’ records, with approximately 25,000 truck  
accident reports  being filed every year, they fe lt tha t they had 13 prov
able accidents involving amphetamines, and 40 in which amphetamines 
were indicated to be involved.

So it was, in effect, 13 out of 25,000 a year over a 7-year period. 
They had 13 in which they felt there were provable connections be
tween amphetamines and the accident. This  is the only statistic s we 
have been able to arrive at. There  are no facts or figures available. 
There has been a tremendous amount of sound and fury  over the use 
of amphetamines by truckdrivers.

We know it goes on. We discourage it at every opportunity.
The Chairman. From your reports, what  is the source of the ir 

supply ?
Mr. F ort. I have no knowledge of that , sir, other than  the  popular 

belief and popular statements that you hear frequently  tha t the  truck 
stop is a  source of supply for the drivers. We have had no occasion 
at all to know of any source of supply other t han  tha t, let me say.

The Chairman. You have not pursued the matter to the point  of 
tryi ng to find out if these reports are accurate or not ?

Mr. F ort. Yes, to  the extent tha t we have any ability to do so we 
have. By cooperat ing with the FDA, we have, we hope, put some limit 
on it. We really have no one we can go to, and say “Wh at is the 
source?” other than , potentia lly, the drivers  themselves, and we have 
not gone tha t route.

The Teamsters Union and other employee organizations have been 
extremely cooperative with the management of the companies in dis
tributin g litera ture,  put ting  up posters in drivers’ rooms and things 
of this type.

The Chairman. Are there any questions, Mr.  Younger?
Mr. Younger. Ju st  one question, Mr. Chairman. You said tha t it 

was a health problem rather than  a safety problem.
Mr. F ort. Yes, sir .
Mr. Younger. In  what way is it a health problem ?
Mr. F ort. It  is a health problem in that the use of any drag, stim

ulating drag , of these types, habitually used by a person engaged in 
driving a truck,  is bound to be bad. I have no specific information to  
point to, medically speaking at this moment.

Mr. Younger. That, is a statement that  is hard  to understand, Mr. 
Fort, because i f it is a health problem and involves the health  of the 
driver, certain ly it would have something to do with the accidents.

If  he is a sick man, he probably cannot react as sharply  as a well 
man.
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Mr. Fort. The use of amphetamines, as I understand them, sir, doesn't make a person sick in the accepted sense of the word, in  t hat  it dulls his reactions or facilities. In  fact, their intended use, as I un derstand them medically, is just  the opposite. They are designed to sharpen a person’s reactions for a period.
Mr. Younger. Then why do you say i t is a health problem?Mr. F ort. Continued use of  them is very bad for the health , I  am told.
Mr. Younger. That is all, Mr. Chairman.
The Chairman. Mr. Pickle ?
Mr. P ickle. My comment, more than  a question, is that it is surprising to me that, if thi s is a hea lth problem, th at you would say that the statistics are exaggerated or tha t your indust ry as such has not done something concretely to find out the  source of these pills. Why hasn’t your organization done something about that?
Mr. F ort. We have done something about it to the extent tha t we have worked with FDA  and we have worked with the Teamsters Union. We have passed out hundreds of thousands  of brochures prepared by the FDA  with our cooperation. We have no control over truck  stops. We have no contact with them, per se. We have no ability to get at a source of these drugs, other than information, other than education.
Mr. P ickle. You leave the  investigation up to the authori ties and you keep out of tha t field entirely ?
Air. F ort. We have no juri sdiction  to investigate. We have, obviously, no search warrant authori ties or anything like that . As I  said a moment ago, through cooperation with FDA  we have trained FDA agents as truckdrivers, and as truckdrive rs’ helpers, and they have ridden many thousands of miles in our vehicles. They have ridden our trucks in order  tha t they could make the necessary purchases and thus  enforce the law.
Mr. P ickle. Do you think the ir source of these pills comes from physicians by prescription ?
Mr. F ort. I know tha t there  have been a lot o f arrest s of  truck  stop operators because of sales to truckdr ivers. So, my only belief in the matter is tha t thei r source is t ruck stops rath er than  physicians.Air. P ickle. Then if  it is not physicians, would you say that pha rmacies are supplying them ?
Air. F ort. Not to my knowledge.
Air. P ickle. Then would you say hospitals or clinics?Air. F ort. Again, not to my knowledge, sir.
Mr. P ickle. Then what  is the  source? Doesn’t i t leave us the manufacturer or  the wholesaler ?
Mr. F ort. You are talk ing about a source beyond the sale to  the driver?
Mr. P ickle. Yes.
Air. Fort. Rathe r than the immediate, let us call it, retail  sale to the d river ?
Air. P ickle. Yes, I guess t ha t is what we are  t alking about.Air. F ort. Tha t I would have no knowledge of, Mr. Pickle, I am sorry. The actual retail  sale to the driver  occurs principal ly through  the truck  stop. Who supplies the truck stop I have no knowledge of at all.
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Mr. P ickle. Tha t is all, Mr. Chairman.
The Chairman. Mr. Nelsen?
Mr. Nelsen. No questions.
The Chairman. Mr. Sa tterfield ?
Mr. Satterfield. No questions.
The Chairman. Mr. Curt in ?
Mr. Curtin. No questions.
The Chairman. Mr. Ronan ?
Mr. Ronan. No questions, Mr. Chairman.
The Chairman. Mr. Cunningham ?
Mr. Cunningham. Of the 13 accidents you had a record of, was 

it 13 ?
Mr. Fort. Yes, s ir ; the ICC reported 13.
Mr. Cunningham. Were they regulated or unregu lated carrie rs ?
Mr. F ort. I would have to check the ICC letter,  Mr. Cunningham, 

I  don’t recall the answer to that  question offhand.
Mr. Cunningham. You have labor contracts with  the Teamsters ?
Mr. F ort. In  many instances. Of course, not by any means in all 

instances.
Mr. Cunningham. And these drivers are only allowed to drive a 

certain period of time, aren’t they ?
Mr. Fort. Tha t is not by the labor contract, but by the ICC 

regulation.
Mr. Cunningham . I can’t understand why any regulated  drivers 

would be tempted to use these drugs, because they are not overly taxed 
as far  as the ir s trength is concerned, since the regulations  are designed 
not to overtax them.

Mr. Fort. Tha t is correct. The ICC current requirement is 10 
hours of driving time between minimum 8-hour off-duty periods, with 
certain weekly limitations. You are entirely correct t ha t if  a driver 
observes these, he should not have to rely upon drugs  to stay awake 
or to perform his normal duties.

Mr. Cunningham . That was my point. That is why I  was wonder
ing whether the unregulated carriers m ight be more prone, those who 
are not bound by the limita tions on driving time.

Mr. F ort. The unregulated carr ier is as bound as the regulated 
carr ier drivers, by the safety regulations.

Mr. Cunningham. Even a farmer  ?
Mr. F ort. Yes, sir, even a farmer,  provided he is in inter state  com

merce. I would have to rely upon the ICC to say whether  there is 
better compliance with  the ICC requirements by regula ted or unregu
lated motor carriers.

Mr. Cunningham. If  a dr iver under  the ICC regulations—did you 
say it was 10 hours ?

Mr. Fort. The requirement is for 10 hours of driv ing time.
Mr. Cunningham. Is there  a rest period ?
Mr. F ort. Between minimum 8-hour off-duty periods with certain 

weekly limita tions on it, also.
Mr. Cunningham . I s there any rest period in the 10-hour period, 

or is that, stra igh t driv ing ?
Mr. Fort. There is no prescribed rest time, b ut normal operations 

require stops for vehicle servicing, meals, and physical comfort. I 
would have to check the regulations to tell you exactly, sir.
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Mr. Cunningham. If  he is on a run and he can keep going without 
rest and complete his tri p in 9 hours, is the other hour free to him; 
do you know ?

Mr. F ort. I don’t know the technical provisions of that  either, 
Mr. Cunningham. There are very specific IC C rules on this.

Mr. Cunningham. I know there are rules. I thought they were in 
labor contracts. But you say they are in the ICC regulations. There 
is the limit on how long they can drive.

Mr. F ort. Yes.
Mr. Cunningham. I can’t understand the reason they would need a 

stimulus.
Mr. F ort. Provided they comply w ith the ICC requirements, they 

should not.
The Chairman. There are certain occasions where they do drive 

continuously fo r a long period of time; don’t they? Fo r example, in 
the delivery of liquid petroleum, they  are not, by ICC regulations,  
required to stop every so oft en ; are they ?

Mr. F ort. Mr. Chairman, I will have to plead ignorance of the 
details of the  ICC requirements on those drivers . I am not intim ately 
fami liar with them. I know they a re spelled out in  very grea t detai l.

The Chairman. And isn’t it also true in order to comply with them, 
tha t a t ruck  can go on and make its delivery, and, to comply with the 
regulations,  they will pull over to the side of the road and curl up 
and sleep for awhile and then  go on ?

Mr. F ort. Not in compliance with the IC C regulations; no, sir.
The Chairman. It  better  be looked into, then, because you see them 

all along the highway.
Mr. Cunningham. Mr. Chairman, I wonder if  we could get the de

tails  of these 13 accidents.
Mr. F ort. I would be very pleased to put  into the record the letter 

from the ICC.
Mr. Cunningham. I  would like to know what kind of trucks  they 

were, and th at  type of detail. Maybe it is a farmer who doesn’t come 
under  the safety regulations.

Mr. F ort. I am not certain t ha t the ICC lette r deta iled very much, 
but we can certainly check with them and find out.

Mr. Cunningham. Our staff ought  to  be able to get the details of 
those 13 cases.

(The material mentioned above follows:)
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The Chairman. If  you want to cover this  ma tter a litt le more fully 
in your statement, I  think i t would be advisable, too, Mr. F ort.

Mr. Mackay ?
Mr. Mackay. Mr. Chairman, I wanted to ask Mr. Fort if he had 

any statistics  other than these 13 accidents in which they relate  the 
use of  the drugs  tha t are the subject of this legislation to accidents.

Is this  the only statistic you have related to accidents ?
Mr. F ort. This is the only compilation of interstate accident rep ort 

ing tha t exists. The individual  States  obviously have varying laws 
on reporting of accidents. We have not queried the various States  
on what experience they may have had with this.

Mr. Mackay. I was also interested in your remark  tha t this  is a 
health problem rather than a safety problem, in your view. Do you 
have any s tatistics  that  would indicate tha t the drivers  of the trucks 
of America have health problems related to these drugs ?

Mr. F ort. I have not, sir. The drive rs are required to have periodic 
medical examinations. I know of no immediate results tha t have 
turned up in those medical examinations.

Mr. Mackay. So the position of your association is simply one of 
general sympathetic interest with the objectives of this bill and not 
directly affecting your business.

Mr. Fort. That is correct.
The Chairman. Mr. Harvey ?
Mr. Harvey. No questions.
The Chairman. Mr. Gilligan ?
Mr. Gilligan. No questions.
The Chairman. Mr. Watson ?
Mr. Watson. No questions.
The Chairman. Thank  you very much, Mr. For t, for your presen

tation today. We will be glad to place your statement in the record 
at this point.

Mr. Fort. Thank you, Mr. Chairman.
(The statement mentioned follows herewi th:)

Statem ent op J ames F. F ort, Counsel , P ublic Affa irs , American Trucking 
Associations , I nc.

Mr. Chairman and gentlemen of the committee, my name is James F. Fort. 
I am counsel—public affairs of the American Trucking Associations, Inc., with 
offices at  1616 P Street NW.. Washington, D.C., 20036. The association, as 
most of you know, is a national federation representing all forms of motor 
carriers , both private and for-hire, and having affiliated associations in 49 
States and the Dis trict of Columbia.

We appear  today in support of H.R. 2.
In 1954 the trucking industry first obtained concrete evidence tha t ampheta

mine drugs were being sold illegally at highway stops and establishments  near 
highways. Since tha t time we have cooperated with the Food and Drug Ad
ministrat ion, we have conducted extensive educational campaigns among our 
employees, and we have for a number of years sought legislation similar  to 
tha t before you today to effectively control these drugs.

The committee has already heard testimony as to the detailed provisions of 
the bill and as to the improper uses which are made of stimulant drugs, so it 
is not our purpose today to review these technical points. Rather , we think 
tha t the committee would be more interested in a brief description of the prob
lems which we have had in this area.

It  is our wish initially to make it clear to the committee tha t the use of 
amphetamines by truckdrivers is far  more of a health problem than it is a 
safety problem. Further, to whatever extent it is, or may become, a problem
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of  traffic safe ty, it must be rela ted  to the hour-by-hour and day-by-day physica l 
fitness of all  of the millions of drivers of all kinds and  sizes of moto r vehicles, 
not  jus t truck driv ers .

It  could be pointed out that  the  side effects of cold remedies of cer tain types 
and  numerous oth er medicines can be assumed to de tra ct from some users ’ 
driv ing abi lity  in th at  they  may cause dizziness or other adverse  reac tions. We 
know of no figures on thi s nor of any research  into this on a sta tis tic al basis.

Any driver  can be the  cause  of an accident, including inj ury and  loss to 
oth ers  who may be ent ire ly innocent of blame. Our indust ry accord ingly  is in 
this regard  as much concerned about the hea lth  and  the  driv ing capabi litie s of 
al l dr ivers as  it  is ab out those of it s own employees.

Our country  makes such heavy use of motor vehicles th at  we Amer icans have 
become strongly  aw are  of traffic hazards, as we have  long also been conscious 
of the word  “dru gs” in its most unpleasant conno tation. So if  we link  the  two, 
we are inclined to jum p has tily  to a conclusion th at  if amphetamines are being 
pro fer red  to truck  driv ers,  thi s must connote a gre at highw ay safety  problem. 
For tunate ly, thi s c ann ot today be de monstra ted to be a fact.  But unf ortu nately , 
an almo st exclusive emphasis upon driver s and highway phases of the  amphe ta
mine problem for some yea rs tended to lead att ention away  from  the  misuse of 
these drug s by a much grea ter  number of persons in the general popula tion. 
Here the  problem exi sts  whe ther  or not they ever get behind a stee ring  wheel. 
We warmly  app laud the  broader view being taken by thi s Congress.

We believe t ha t when the  general nat ion al health problem of misused amphe ta
mines is solved, any pa rti cu lar amphetamine problem concern ing our indust ry 
■directly also will have been solved. We don’t think one can be done withou t 
the other.

Medical autho rit ies  have assured us th at  there is a body of evidence th at  
misdirected  and  abusive  use of amphetamine drug s can be severely inju rious 
to the health and w elfa re of many persons . We invi te the  committee’s a tten tion, 
for  example, to the  att ach ed copy of a recent art icle in the Br itish  Journa l of 
Addict ion ent itle d “Amphetamine Misuse,” which  brings some thing of a world  
view of the  problem.

My indust ry has  been impelled by some of the ra ther  warped  publicity from 
time to time  about highway aspe cts of amphetamine enforcement , to seek all 
possible fac ts abo ut these drugs and  acciden t rates.  We have  had  a stea dily  
improv ing safe ty record, which seemed to challenge the  deceptively easy assu mp
tion th at  the  so-called  “bennies” mu st be caus ing a gre at many  truck accidents.

In inquiring into the safety  aspects of this problem, our ind ust ry recently in
quired formally  of the  Intersta te  Commerce Commission w heth er the  Commission 
could sj)ecify amphetamine-connected accidents involving  trucks  over the past 
10 years.

The Commission’s Chairman  replied t hat  complete  records for  this  decade  were 
unavai lable due to storage, bu t th at  over the past  7 years it  had  files o f 40 cas es in  
which amphetamines were indicated to be involved and in 13 o f these  th e connec
tion was, in  its  judgment, provable.

With about 25,000 t ruc k accident rep ort s being filed each year, th is  make s the 
13 provable inst anc es amount to about  7.5 thous and ths  of 1 percen t, clea rly a very 
minor  factor. Even  assuming  th at  all of the  40 cases were accep ted as verified, 
the  number is sti ll fa r sma ller  than  many  oth er accident causes.

This  is not  to minimize the problem, for  it  is a problem and  it  has been our 
effort for a nu mber of ye ars  to educate  our d rivers  on the  da ngers to their o vera ll 
heal th, as well as  to  educate  them as to  th e dr iving haza rd which  may r esu lt from 
unsupervised or excessive use  of these drugs .

According to publishe d reports, the  Food and  Dru g Admin istration estimates 
that  productio n of amphetamine drugs annual ly is sufficient to produce abo ut 8 
billion pills  or capsules.  Commissioner Larric k has sta ted  th at  a large pro 
port ion of these  go into  illicit channe ls. Aga inst this background it is obviously 
illogical to assume th at  the  truckdrivers of the  Nation ’s ap prox imately  700,000 
tracto r-s em itrail er trucks  could conceivably be the  prime users.

Th at  would mean th at  every one of these driver s would have to be tak ing  
anywhere f rom 7 to  10 of these  pills every day of the  year. Th at is not illogical, 
it ’s ridicu lous.  As a ma tte r of fact  the  final rep ort  of the Pre sident’s Advisory 
Commission on Narco tics and Drug Abuse tends to refute  both such use and  any 
claim about handling. That r epo rt s ta te s:

“On th e basis of curre nt study , r etai l pharm acie s and pha rmacists  a ppear to be 
a major  source  fo r the  diversion of dangerous drugs to illicit  channels in the
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U ni te d S ta te s.  In  th e 10-ye ar pe riod  en di ng  Dec em be r 31, 1962, th e re  w er e 1,650 fi rm s an d in div id ual s co nv ict ed  under  th e F edera l Food , Drug,  an d Cos met ic Act fo r th e il le ga l sa le  of  am ph et am in es  a n d /o r barb it u ra te s.  Of  th es e co nv ic tio ns , 1,298, or  78 per ce nt of  th e to ta l,  invo lved  re ta il  dru g firms , phar m ac is ts , or th e ir  em ploy ee s.”
The  ex ce pt io na lly fine sa fe ty  re co rd  of th e tr uck in g in dust ry  fu r th e r re fu te s an y as se rt io n  th a t tr uckdri vers  are  m ajo r use rs  of  dru gs which  im pair  th e ir  eff icie ncy  a s dr iv er s.
N at io nal  S af et y  Co uncil  an d IC C s ta ti s ti c s  su bsta n ti a te  th e fa c t th a t truc k-  dr iv er s,  as  a grou p, ha ve  th e fine st  sa fe ty  re co rd  of  an y ty pe of d ri ver s.  Thi s re co rd  is st ead il y  im prov ing.  Let  m e ci te  ju s t one s ta ti st ic  to ver if y  th is  : T ru ck s const it u te  a  li tt le  ov er  16 p er ce nt  o f al l re gis te re d  m ot or  v eh icl es . How ev er , th ey  co mpr ise on ly  11 pe rc en t of  ve hicles  invo lved  in  ac ci de nt s.  Thi s is  invo lvem en t, no t ne ce ss ar ily fa u lt . A m aj or in su ra nce  com pa ny  s ev er al  y ears  ago  m ad e a stud y of  100.000 tru ck -in vo lv ed  ac ci de nt s and fo und th a t in  70 per ce nt  of  th e  ca se s th e tr uck  w as  n o t a t fa u lt , so ob viou sly  o ur  re co rd  is  one of  w hi ch  w e a re  ve ry  prou d.The  co m m itt ee  kn ow s th a t under  th e  ICC’s sa fe ty  re gul at io ns a ll  in te rs ta te  dri ver s m us t me et,  pe riod ical ly , th e s tr ic t ph ys ic al  qu al if ic at io ns  est ab li sh ed  by th e ICC . The y m us t ha ve  in th e ir  po sses sion  a t all  tim es  whe n dr iv in g,  a copy of  th e med ical  ce rt if ic at e is su ed  by a doc to r a t th e  tim e of  th e ir  mos t re ce nt  ex am in at io n.  H ab itua l us e of  am phe ta m in es  or re la te d  dru gs  ob viou sly  wo uld ke ep  an y d ri ver ev en tu al ly  fr om  pas si ng his  ph ys ic al  ex am in at io n.  Also , as  th e co mmitt ee  kn ow s, th e  ICC  has ve ry  s tr ic t re gu la tions which  go ve rn  th e  am ou nt  of  tim e w hi ch  a  d ri ver  may  sp en d on th e  ro ad . C urr en tly  th is  re quir em en t is 10 ho ur s of  dr iv in g tim e be tw ee n min im um  8-h ou r off -du ty pe riod s w ith  weekly  max im um  lim it at io ns.  F u rt her,  ev ery in te rs ta te  dri ver  m ust  m ain ta in  a d ri ver’s log  to  re co rd  h is  ho ur s.  In  ad dit io n to  th es e st ri ngent Gov ernm en t re gu la tion s m os t tr uck in g  co mpa nies  sche du le  th e ir  d ri vers ’ ru ns so th a t th ey  will  be we ll w ith in  th e m ax im um  al lo wab le  dri vin g tim e.  Thu s a d ri ver co mplying  w ith th e IC C’s s afe ty  re gu la tions  and hi s ow n co m pa ny ’s p ol ic ies  s ho ul d not ne ed  an y st ay  aw ak e ty pe  s tim ul us .
A more det ai le d  su m m ar y of  th e  ICC hours  of  se rv ice re gula ti ons is  a tt ac hed  as ap pe nd ix  A. The se  re gula tions  a re  quit e ex te ns iv e and de ta iled . A cop y of th e  IC C’s co mpl ete sa fe ty  re gula tions is  en clos ed  for th e co m m itt ee ’s i nfo rm at io n.D uring my b ri ef o ra l ap pe ar an ce , th e ch air m an a sk ed  i f th ere  wer e not di ff er en t ru le s fo r d ri vers  of  liqu id  pe trol eu m  ve hicles . Upon checkin g, I fin d th a t th ere  a re  no  di ff er en t ru le s ap pl ic ab le  to  th ese  dr iv er s.  Th e re gul at io ns a re  th e same fo r al l d ri vers  sub je ct  to t h e  C om miss ion’s juri sd ic tion .Th e chai rm an  also  as ke d if  tim e sp en t as le ep  besid e th e  ro ad  in  a tr uck  is, in  eff ect , re s t tim e.  The  answ er  is  no. Su ch  tim e ca nn ot  be  co ns id er ed  as  a p a rt  of  th e 8-ho ur  re s t pe riod  re quir ed  be tw ee n dri vi ng  pe rio ds . T he si tu a ti on  w ith re sp ec t to  sl ee ping  in  a  so -call ed  sl ee pe r cab is co ve red in  ap pe nd ix  A.Our  c oo pe ra tion  w ith  th e Fo od  and D ru g A dm in is tr at io n g oes ba ck  m an y yea rs  sh ort ly  a ft e r we fi rs t beca me aw are  of  th e  pro blem . The  Enfo rc em en t Div isi on  of  FD A has  jo in ed  w ith  us  in  our  e ff or ts  to st am p out il le ga l sa le s. T heir  a ge nt s ha ve  been  tr a in ed  by our  m em be r co mpa ni es  a s dri ver s and  he lp er s in  ord er th a t th ey  could  m ak e pu rc ha se s and su bs eq ue nt  arr est s.  Enf or ce m en t officers  ha ve  ridd en  th ousa nds of  m ile s on  o ur tr ucks an d ha ve  m ad e hundre ds of  a rr e s ts  w hi le  th ey  w er e po sing  as em ploy ees of  tr uck in g  co mpa nies  th ro ughout th e  Uni ted Sta te s.  Thi s,  of  co urse , co uld on ly hav e been ac co mpl ishe d w ith  th e  comp let e co op er at ion of  the  m an ag em en t o f our  c om pa nies .
Thi s m utu al ef fo rt be tw ee n th e tr uck in g  in dust ry  an d FD A has  re su lted  in a nu m be r of  a rr e s ts  be ing m ad e a t  tr uck  stop s and o th er hi gh w ay  ty pe in s ta ll a tio ns , an d a t  th e  sa m e tim e it  has  re su lt ed  in a g re a t de al  of  ba d pu bl ic ity fo r th e  tr uck in g  in dust ry  and it s dr iv er s.  O ur  file s a re  re ple te  w ith lu ri d , se ns ati onal  st ori es  ba se d up on  su sp ici on , hea rs ay , an d pure  fic tio n whi ch  pu rp o rt  to  re la te  th a t tr uck  dr iv er s ge ne ra lly us e th es e dr ug s and th us a re  re sp on sibl e fo r a m aj or tra ffi c ha za rd . Thi s,  as  I hav e st at ed , cannot be bo rn e out by ICC re port s nor an y oth er r ec or d we ca n find.
FD A has al so  worke d w it h  us  in  pr od uc in g hundre ds an d th ousa nds of  pa m phl et s whi ch  ha ve  be en  d is tr ib u te d  th ro ugh our mem be rs  ac ro ss  th e coun tr y . A tta ch ed  to  th is  s ta te m en t as  ap pe nd ix  B is  th e  la te s t pu bl ic at io n prod uc ed  by  th e Fo od  an d D ru g A dm in is tr at io n  w ith  our  co op erat ion.  Mo re  th an  100,000 co pies  of  th is  p am ph le t hav e been  d is tr ib u te d  th ro ugh our in dust ry . A pr ev io us  pa m ph le t pr od uc ed  by AT A se ve ra l years  ag o had  mor e th an  a h a lf  mill ion d is tr ib u ti on  in  o ur e duca tiona l work.
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At th is poin t we would like  to call the attention of the  committee to ano the r 

gre at need in add ition to th is le gisla tion but  closely re late d to it.
In thi s day  and  age when Amer icans have become a nat ion of pill tak ers 

the re are many drugs th at  are known to have side effects that  may well int erf ere  
with the  safe  operation of moto r vehicles. This  suggests th at  we have in thi s 
are a a nat ional health problem. To the best of our  knowledge, while  there are  
numerous s tudies of the use of  amphetamin es in  milit ary  services and by civ ilians 
to extend capabi liti es beyond norm al fatigue, the re are no adequa te studies 
covering excessive  use of these  drugs nor the effect of other widely  used drugs 
upon driving capabilit ies.

In its pamphlet “ Drugs a nd Driv ing” the  Food and Drug A dminist ration makes  
thi s s ta temen t:

“The Food and Dru g Adm inis trat ion is concerned over the  increasing th reat  
to highway safe ty from  dr ivers under the influence of drugs. The drugs involved 
range from tru e narcot ics to stim ulan ts, tran qui lize rs, sleeping pills, and even 
some cold remedies (e.g., antih istam ine s).  Some are  widely used in such common 
ailm ents as nervousness, overweight, high blood pressure, and hay fever. Be
cause  of these common uses many people do not realize the  effects drug s may 
have on driv ing abi lity . They may innocently contribute to the danger on the 
str ee ts and highways.”

It  is obvious from  this warning that  the re is pressing need for  researc h 
work to dete rmine the  effects of these drug s on driving abi lity  as well as on 
the  na tional  hea lth.  Both are concerns of everyone in thi s Nation. Too, the re 
is a defini te need in the  case of amphetamines for  research to dete rmine at  
wh at point of concentrat ion in the  blood stream  a person comes under the  
influence of the  dru g as has  been done with  alcohol to dete rmine intox ication. 
Especially  is thi s need gre at if the re is any foundation  for  the belief that  
thi s par tic ula r drug  con stitutes a re al t hr ea t to highway safe ty.

We urge  and  are most hopeful th at  the  committee will act  favorably upon 
the  pending legi slat ion to the end th at  thi s problem will be elim inate d both 
for our indust ry a nd for  the  public as  a whole.

Appendix A
Summary of ICC Hours of Service Regulations

The regulat ions perm it a tot al of 10 hours driv ing time between  minimum 
8-hour off-duty periods.

The driver  may per form other duty such as loading and  unloading dur ing  his 
day ’s tou r of duty and  accumulate the  10 hours of driving dur ing  th at  tour  of 
duty, but  he is proh ibited from any  driv ing af te r he has  been on duty for 15 
hours. As an example, if a driver  spends 6 hours a t loading, unloading or 
wai ting  to do so, his driv ing time is cut to 9 hours. After the  15th hour  he 
cannot drive, but  he can do other work. He mus t have at  l eas t 8 hours off du ty 
before a gain  driving.

The road or interc ity  d river may driv e 10 hours. No re st periods are requ ired  
to brea k thi s driv ing period, but  normal operation s bring stops  for  meals and 
physical comfort. In  add itio n most fleets requ ire periodic stops, usua lly af te r 
each 100 to 150 miles for  tir e and  other equipm ent checks. These are  of sho rt 
duratio n but  t he  walk around  the  vehicle and  concen tration on the vehicle check 
affords  a  rel ief from the  build-up of f atig ue due to engine noise, road  monotony, 
and eye stra in.

For  long runs, two driver s are  assigned to a vehicle equipped with  a sleeper 
berth . Commission regula tions set the size and  comfort of the  berth. They 
also set the  minimum time  to be spent  in the  b erth  and prohib it the  brea king  of 
the  8-hour re st period into  more than two  parts .

As an example , one dri ver generally  drives 4 hours while  the  other res ts in 
the  ber th af te r which they change places. Under the  regu lations  thi s could be 
kept up until each dri ver completes a tot al of 60 hours of driv ing and other on- 
duty time, but  thi s is broken up fu rth er  by meal and  restroom stops as well as 
vehicle checks en route.

In any event, whether the  driver  operates  alone or two driver s ope rate  as  a 
team,  each is limi ted to a total  of 60 on-duty hours (driving and  other work 
combined) in a 7-day period or 70 hours in 8 days. Af ter  thi s point is reached  
the  d rive r may not  driv e again until the  6 o r 7-day period is completed.
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Most common ca rr ie r runs are  set on a  30- to 35-mile-per-hour av erag e and  the  
total  run  is general ly limited to 7*6 to 9% hours driv ing time. Genera lly, road  
driver s can and do  complete such ru ns in less time than  allotte d although c arr ier s 
pre fer  that  thi s not  be done. In any event the driver  must then  be placed off 
duty fo r a t least  8 hours  before being dispatched  again.

Appendix B
Drugs and Driving—Some P recautions for H ighway Saf et y1

Drugs that  p roduce no unusual symptoms in most people may cause abno rmal 
reac tions in some individua ls, making it u nsa fe for those persons to drive. This is 
tru e rega rdless of whether  the  drug is self-admin istered or  taken at  t he  d irect ion 
of a physician. No one should drive  when  tak ing  drug s unless  he is cer tain 
they  will not  impai r his dr iving  ability .

High on the  l ist  of highway killers and traffic  safety  vio lato rs is the drun ken  
driver. But  alcohol  is no longer th e only cause of “in toxication.”

The Food and  Drug  Adm inist ration is concerned over the increas ing th reat  
to highway safety  from drivers “under  the influence” of drugs . The  drugs in
volved range from tru e narcotics  to stim ulants , tran qui lize rs, sleeping  pills,  and 
even some cold remedies (e.g., an tih istam ine s).  Some are  widely  used in such 
common ailm ents  a s nervousness, overweight,  high blood pressure , and  hay fever. 
Because  of  these common uses  many  people do not real ize the effects dru gs may 
have on driv ing abili ty. They may innocently  con tribute to the  danger on the 
street s and highways .

Dangerous  drugs are  sometimes obtained withou t prescription—despite legal 
requ irem ents  to  t he  co ntrary—by people who use them for  the ir “side effects” or 
for  reasons oth er than  their intend ed medical purpose.  One example is the use 
of stimulan t drugs to  keep awake  while  driving .

Control led use  of drugs by a person und er his doctor’s care  b rings  w ith it safe 
gua rds  that  avoid danger. Uncontrolled  use of the  drug s discussed here is a 
dan ger  to  the healt h and  welfa re of the  user  and the  sa fety  of o thers . Here are  
the  fact s about  the dangers and  precautions to be taken when driving.

A M P H E T A M IN E S

Amphetamine drugs have  many  nicknames, some innocent sounding—“bennies ,” 
“pep pills, ” “th ri ll  pills,” “co-pilots”—which  conceal the  seriousness of uncon
troll ed use.

The amphetamines are useful in tre at ing cer tain  illnesses when used  under 
medical supervision . Carelessly  used they can be very harmful  to  t he  health of 
the  user, and  make it  unsafe  to  opera te a moto r vehicle.

Legally, amphetamines can be sold only upon a doctor’s prescription, by a 
licensed druggist.  This is for  the  protectio n of the user.  Anyone who uses 
“bootleg” chan nels  to avoid the  prescription requ irem ent not only contributes  
to a violat ion of the  law, but  also runs the  risk  of being “hooked” to hab itual 
use, with  all the  degrada tion  and misery th at  follow.

Common belie fs about amphetamines a re : “They are  no more ha rmful tha n a 
cup of coffee,” and  “you can driv e withou t sleep and neve r miss it. ” Both  are  
fal se and both a re dangerous.

Amphetamine may increase ale rtness  and efficiency for  a sho rt time, but 
thi s effect may  be followed by headache,  dizziness, agi tation,  irr ita bil ity , de
creased abi lity  to concentra te, and m arked fa tigue .

The most important fac t for  driv ers  to consider is that  excessive, unsu per
vised use interfere s with the body’s normal protective symptoms of drowsiness 
and  fatigue. The  feeling of exhaust ion is short circu ited,  caus ing a driv er 
to use up rese rves  of body energy until a total and sudden collapse  may occur. 
Bu t before collapse there may be a period of decre asing  driv ing abi lity  and 
aler tnes s, even though the driver  thinks he is driv ing very well.

Another often reported effect is th at  of seeing things in the  road that  are 
not  really there—mirages  or hal lucinations  sim ilar  to the delirium tremens of 
the  alcoholic. Such “visions” may cause the  driver to swerve  into  oncoming 
vehicles or off the  road.  Bennies can kil l.

1 Published by U.S. Depa rtment of Health, Educa tion, and Welfare, Food and Drug Adm inist ratio n.
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Truckdri vers and many others who constantly use the highways are victim
ized by unscrupulous and illegal dealers in amphetamine drugs for the enormous 
profits involved. Such drug bootleggers promote the false belief tha t bennies 
are helpful to drivers. They place personal profit above human life.

Rest is the only safe remedy for fatigue. Reliance on stimulant drugs can 
result  in anything  from a badly overworked h eart  to sudden death.

BARBITURATES AND OTHER SEDATIVES

Barbitur ates  are very useful medicines to calm nervousness and produce 
sleep in persons with medical problems. However, they are habit forming and 
by law may be sold only upon prescription. Uncontrolled use can lead to 
addiction more serious in some respects than true narcotic addiction. Barb itur 
ates a re often “pushed” by underworld peddlers promoting experimentation know
ing it  may l ead to habitu al use, addi ction to true narcotics, and another ‘‘hooked” 
customer.

Barb itura tes also often follow excessive use of amphetamine drugs, in an 
effort to slow down and get off the “jag.” Amphetamine-b arbiturate use may 
thus become a vicious cycle causing serious emotional and physical damage.

The excessive use of b arbit urat es produces symptoms similar in some respects 
to alcoholic intoxication. The person affected becomes drowsy and confused. 
He cannot coordinate his muscular action when he walks or stands and some
times reaches the point of collapse. He may experience tremor of his hands, 
lips, and tongue, and he h as difficulty in thinking and talking clearly. A person 
so affected is obviously unfit to drive.

But even the occasional user of barb itura tes will become drowsy and less 
alert. Effects vary greatl y in different individuals. Even if the dose is small 
and the time under the medication is short, the person should make sure he 
knows how th e drug will affect him before driving. Follow your doctor’s advice 
in the use of these potent drugs. It is up to the doctor, of course, to give the 
necessary instructi ons where the drug is not identified to the patient.

TRANQUILIZERS

This descriptive term is applied to a group of prepa rations tha t are, generally 
speaking, muscle rela xant s affecting some reflexes to relieve mental apprehension. 
While some of them are also used to reduce high blood pressure, their  effect is 
largely on at titu de and outlook.

However, in normal or large r doses, or with other drugs or alcohol, tranq uiliz 
ers may result  in sedation to the point of dizziness or drowsiness. Obviously, 
these p repara tions may also pose a danger to the drive r and should be taken only 
under adequate medical supervision, with the doctor knowing tha t driving 
is contemplated.

AN TIHISTAM INES

These dru gs are used for relief of n asal congestion due to colds, to combat a l
lergies, and for other purposes. Some may be p urchased without  prescriptio n; 
others a re too dangerous fo r use witho ut medical supervision.

These drugs may also cause side effects such as inatte ntion, confusion, and 
drowsiness. In fact, some of them are available for use as an aid to sleep. If 
the drug produces such resu lts in a parti cula r individual, then tha t individual 
should not drive or operate machinery. Observe label directions carefully, or 
follow your doctor’s advice about driving.

NARCOTICS

Since the tru e narcotics  are used primar ly by doctors in seriously ill, usually 
hospitalized patients , these patien ts are not likely to be dr iving at all. In the 
unusual situatio n where narcotic medication is indicated and the doctor permits 
driving, he will undoubtedly advise necessary precautions.

However, a narcotic addict—or a person “experimenting” with the wares of the 
dope peddlers —is a real thr eat  to highway safety. These drug s affect judgment, 
produce drowsiness, interfere with concentration, impair vision, and release in
hibitions ag ainst reckless driving and other improper behavior.

43-876—65-----15
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DRUGS P LU S ALCOHOL A RE ESP ECIAL LY DANGEROUS

Ev ery on e kno ws the  da ng ers of dr iv in g wh ile  un de r th e infl uen ce of alcoh ol. 
Not so ma ny know  how the  dr ug s dis cusse d above th re at en  dr iv in g sa fe ty.  Bu t 
sti ll fewer  kno w th a t the  c omb ined effe cts of the se dr ug s and  alc oho l ma y be ex 
ceed ing ly dan ger ous .

Th e com bine d re su lts  ma y be mu ch mo re da ng erou s to  he al th  and to hi gh 
wa y sa fe ty  th an  the  effects of ei th er  th e alco hol  or th e dr ug  alone.  Th e scie n
tific ter m f or  th e rea cti on  effe ct is “sy ne rgi sm .”

Th e old ada ge,  “I f you dr in k,  do n’t dr iv e,” is sti ll good. B ut  h er e ar e some  ad 
di tio na l ru les t h at may  s ave  you r li fe— or th e othe r f ellow ’s :

1. If  you ar e ill. see yo ur  do ctor .
2. I f  yo ur  doc tor  pre scrib es drug s, as k him  ab ou t dr iv in g wh ile  on the  

me dic ation .
3. I f  you dr ink , don ’t  d ri v e; but ask yo ur do cto r ab ou t th e com bined ef 

fe cts o f al coh ol and  any me dici ne h e pre scr ibe s.
4. Do n’t ask  yo ur dr ug gi st to vi ol at e the  law  by sel lin g da ng erou s dru gs 

w ith ou t a p res cri pti on , an d don ’t b uy  f rom  o ne who  wi ll.
5. Don’t allo w filling  stat io n or  truc ks to p op er ator s to sell you any drugs.. 

Th ese op er ator s ma y be good me cha nic s fo r yo ur autom ob ile  or  tru ck , bu t 
yo ur  body  is a muc h mo re va lua ble —a nd  del ica te— m ac hi ne !

Th e or ga niza tio ns  of profe ssional dr iv er s and of per son s ser vin g th e dr ivi ng  
pub lic endo rse  t hi s policy  a s b eing  in th e bes t i nt er es t of th e dri ver.

If  you ar e offered any  of the se dr ug s un de r cir cu ms tan ce s wh ich  arou se  yo ur 
sus pic ion s, ge t in tou ch with  the  Foo d an d Dr ug  Ad m in ist ra tio n office servi ng  
yo ur  a re a or th e he ad qu ar te rs  office at  W ash ing ton , D.C.

(T he  Foo d and Dr ug  Adm inist ra tio n gr atef ul ly  ack now ledg es th e as sis tanc e 
of th e Nat io na l Ass oci atio n of Tru ck  Sto p Op era tor s, th e Am eri can  Tr uc kin g 
As soc iati ons  and the  Nati on al Sa fe ty  Council  in th e pr ep ar at io n and di st rib u
tion  o f t he se  le af let s.)

The Chairman. The committee has a communication from Mr. 
Zablocki, our colleague from Wisconsin, in which he submits a let
ter from the Pharmacists  Society of Milwaukee County, and asks 
tha t it be included in the record.

It  may be included in the record at this  point.
(The mate rial refe rred to follows:)

H ou se  op  R ep resen ta tiv es ,
W ashington, D.C., January 26,1965.

Ho n. Oren H arris,
Chairman, Interstate  and Foreign Commerce Committee, House of Representa

tives, Washington, D.C.
D ear Chairman  : I am  fo rw ar di ng  a  le tter  f rom  th e executi ve se cr etar y of th e 

Milwau kee  C oun ty Ph ar m ac is ts  Soc iety  op posi ng your bill, H.R. 2.
You will no te th a t Atto rn ey  Ka luz ny  sug ges ts sev era l mo dif ica tio ns of your 

bill.  Fo r th a t rea son , I am  su bm itt in g it  to you  fo r yo ur  inf or m ati on  and 
possible use .

W ith  be st wishes , I  am ,
Yo urs  s ince rely ,

Cleme nt  J. Zablock i, 
Member of Congress.

P h a r m a c is ts  Soc iety  of  M il w a u k ee  Coun ty ,
Milwaukee, Ww., January  19,1965.

Hon.  Clement J.  Zablocki,
House Office Ruilding,
Washington, D.C.

Dear Congressman Zabl ock i: Congres sm an H ar ri s ha s re in tro du ce d a new 
ver sion of th e “Dodd bil l” as  H.R. 2. I do no t ha ve  a  copy of H.R . 2, bu t it is my 
un de rs tand in g th at it  does  no t ex em pt ph ar m ac is ts from it s rec ord keepi ng  or  
ins pection  prov isio ns.

It  is the  Ph ar m ac ist s Soc iety ’s po sit ion  th a t H.R. 2 coul d effe ctively accom
pli sh  it s wo rth wh ile  obj ecti ve, name ly th e curbing  of ill ici t dr ug  traff ic, with ou t
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subjecting either the pharmacist or physician to its  recordkeeping of inspection 
provisions. I believe th at this could be done as follows :

1. Exempt pharmacists  from the recordkeeping and inspection provi
sions, as suggested by the  American Pharmaceutical Association in its tes ti
mony before the Senate subcommittee last  August (see p. 65 of the hearing 
rep ort ). Note: Those persons bent on violating the law would probably 
falsify  thei r records anyhow, and the provision would thereby be ineffective 
at the re tail distrib ution  level.

2. Retain  the application  of the recordkeeping and inspection provisions of 
the “Dodd bi ll” or H.R. 2 as they pertain to pharmaceutica l manufacturers 
and wholesalers with the addition of a requirement tha t the drugmakers and 
wholesalers submit monthly to the FDA duplicate copies of all psychotoxic 
drug sale records (invoices) .

This additional provision would accomplish the following: If  a drugmake r 
sold 5,000 am phetamine tablet s to: (1 ) a dispensing physician, or (2 ) a hospital, 
or (3 ) a community pharmacy—in all  these instances the FDA would be put on 
notice of the sale. It  is commonsense tha t sales to certain  types of purchasers 
would obviously be legitima te while sales to other persons should obviously call 
for investigation.

The EDA could then pinpoint with mathematical certainty unusual movements 
of psychotoxic drugs. The suspected persons or places could be “shopped” under 
present methods or inspected under the present provisions of sections 703 and 
704 of the Federal Food, Drug, and Cosmetic Act, or bette r still, the FDA could 
immediately report unusual  sales to the State  law enforcing agencies who are 
adequately equipped to handle the invest igation.

As for the mechanics of the above method, the FDA could utilize data process
ing equipment and each pharmacy, physician, or oth er drug outlet could be classi
fied by the ir IRS employer identification number. Those who don’t have such 
number could obtain it via form SS-4.

Now, it could be said in argument to my suggested amendments to H.R. 2, tha t 
a “pusher” could buy 1,000 amphetamine tablets from 50 sepa rate outlets, instead 
of 50,000 from 1. As a practical matte r, 50 different illegal sales would seem 
difficult in light of the fact tha t each seller would know tha t his own purchases 
were observed by the FDA. However, in either  situation  apprehension of the 
“pusher” would seem to be made easier  if Federa l drug labeling requirements 
applied to all consumer medications.

Therefore, I strongly recommend th at  if H.R. 2 is to really aid law-enforcing 
agencies, then, it must be mandatory  tha t all psychotoxic drugs, whether dis
pensed by pharma cists pursu ant to physicians’ prescriptions or dispensed by 
“dispensing physicians” in th e course of their  medical practice, should be labeled 
in accordance with all the labeling requiremnets of subsection 5 0 3 (b )( 2 ) of 
the present act. This requirement was recommended by th e Apha to Uie Senate  
subcommittee las t summer.

There appears to be some doubt as to the application of section 5 0 3 (b )( 2 ) 
of the present  act to physician dispensing. I have received correspondence 
from an FDA field office tha t states  it does not. At any rate, I think you will 
agree tha t the public health  and safety can best be served if all take-home 
medications are properly labeled.

For example: Besides my law background, I have practiced as a hospital 
pharmacis t for 4 years. In tha t time I have observed situa tions  in which patients  
were brought into the hospital with medications which they received from a 
“dispensing physician.” The medical and pharmacy staffs in attempting to 
identify these medications encountered a t times grea t difficulty and delay because 
the physician, who originally dispensed the drug, could not recollect what it 
was tha t he gave his patients. This was not the case when patients entered 
the hospital with drugs which they received on prescriptions filled by their  
community pharmacis t. Because of properly labeling in conformity with the 
law. the community pharmacist  has always provided quick and accurate identifi
cation.

If, as I suggestion, the bill is modified to require  both (1 ) tha t the drug 
manufacturer and wholesaler submit to the FDA duplicate  copies of all psycho
toxic drug sales, and (2 ) the proper labeling of psychotoxic drugs dispensed 
to the public, then the recordkeeping an d inspection provisions of the bill would 
not need to apply to pharmacists .
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If  the FDA or State law enforcing  agencies can pinpoint all  unus ual  purchases 
of psychotoxic  drugs whethe r by pharmacies, physic ians, or oth er ret ail  drug 
outle ts, then,  it should follow that  surveill ance  of such places  or persons under 
present Sta te and Federal  procedures  of investiga tion would effectively deter 
the persons concerned from perform ing any i llegal acts.

We feel as strongly as Senator  Dodd in our hope to see illi cit  drug traffic 
curbed, but  we urge you gentlemen to modify H.R. 2 in a manner which will 
effectively do the job, and, yet, not  impose a severe  and  unnecessary  hardsh ip 
on the  community pharmacist.

Sincerely  yours,
Attorney Eugene L. Kaluzny, R. Fh.,

Execu tive Secretary.
The Chairman. These are all the witnesses to be heard today. We 

have two other witnesses, and possibly three, who have asked for an 
opportuni ty to be heard. I think we will come back on Tuesday 
next at 10 o’clock a t which time we will have an opportuni ty to hear 
Mrs. Dwyer who has a companion bill, and who has asked the op
portunity to  be heard or file a statement. If  she desires to come down 
and testify, we will be glad to receive her testimony. If  she desires 
to file a statement, we will be glad to receive that.

Mrs. Sullivan, of Missouri, has a bill. She is away at the present 
time. I am not sure t ha t she will get back in time. She has asked 
to file a statement if she does not. We will be glad to have her 
statement.

I understand a representa tive from the MacNeil Laboratories would 
like to have an opportunity to be heard.

Therefore, we will come back next Tuesday to give an opportunity 
to anyone who wishes to present fur the r testimony. I believe we will 
ask Commissioner Larr ick to come back with us in order  tha t we 
can ask him some questions about the amendments and some of the 
matte rs that have been brought ou t during the course of these hearings.

Mr. Clerk, I wish you would call the Commissioner and see if it 
would be convenient for him to retu rn on Tuesday.

The committee will adjourn  until 10 o’clock next Tuesday.
(Whereupon, at 3:55 p.m. the committee recessed, to reconvene at 

10 a.m., Tuesday, February 2,1965.)
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TUESD AY, F EB R U A R Y  2,  19 65

H ouse of Representatives,
Committee  on I nterstate and F oreign Commerce,

Wasking ton, D.G.
Th e co mmittee  met at 10 a.m., p ur su an t to recess, in room 1334 Lo ng- 

wo rth  Bu ild ing , Ho n. Oren H arr is  (cha irm an  of  the com mit tee) 
pre sid ing .

The Chairm an . Th e c omm ittee  wil l be in  ord er.
Mrs.  Flo ren ce P.  Dw yer has  a com pan ion  bil l to H.R.  2 which  is 

H.R.  3416 and  is also pen ding  befo re the  comm ittee .
Mrs, Dw yer , the com mit tee  is ple ase d to  hav e you wi th us th is  

mo rning.

STATEMENT OF HON. FLORENCE P. DWYER, A REPRESENTATIVE 
IN  CONGRESS FROM THE STATE OF NEW  JERSEY

Mrs. D wyer. Mr.  Ch air man , I  gr ea tly  ap prec iat e the  op po rtun ity  
to  e xpress my views  to th is  c ommit tee on the ur ge nt  need to enact t he  
leg islation you  are  now con sidering , the Dru g Abuse Control Am end
ments  o f 1965.

As a cosponsor of  t he  b ill  i ntr oduced  by  t he  ch air ma n th is  yea r an d 
as a spo nso r of  sim ila r leg islation  in  the  87th an d 88th Congresses, I  
am deeply  gr atef ul  that , th is  com mit tee has  g iven to  the  dr ug  c ontro l 
bi ll th e h igh p rior ity e vide nced by  these ear ly h earings.

Alm ost  da ily , Mr . Ch air man , an d in alm ost  a ny  newspaper, we can  
rea d about the de va sta tin g effects of  the easy avail ab ili ty  of  ba rb itu
rates,  am pheta mines , and othe r dangero us drug s—crimes of  violence 
an d de prav ity , widesprea d deli nqu ency among the young, increased  
traffic acc idents,  the gr ad ua tio n in to  ad dic tio n to th e ha rd  narco tics, 
the ru ine d lives of countle ss indiv idua ls,  the misery and he ar tb reak  
an d di slocat ion  of i nnoce nt and  help less families .

Th e evidence  is ove rwh elm ing . Local  law  enfor ceme nt agencies in  
my own St ate an d in othe r high ly  po pu la ted are as  of  the coun try  
repo rt an al ar min g s pread in t he  abuse o f the  st im ulan t an d depre ssan t 
drug s, especially  am ong tee nagers and in mi dd le an d upper-m idd le-  
class ne igh borho ods where  dr ug  addic tio n prev iou sly  ha s no t been a 
majo r prob lem.

In  r epor ts to  th e Ju ve ni le  De linq uen cy Subco mm itte e in the Senate,  
the Newr Yo rk  Ci ty  Police Dep ar tm en t sa id th at dangero us dr ug  
ar re sts  a nd  dr ug  seizu res  d ur in g the fir st 11 mo nth s of  1964 increased  
by as much as 393 pe rcen t in some catego ries ove r the same pe rio d in 
1963; and the Cal ifo rn ia  at to rney  general  cit ed  a 75-perc ent  increase 
in  dangero us drug  ar re st s f rom  1960 to 1963.

223
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In  the town of Seaside Heights, N.J., arrests for disorderly conduct, 
stimulated principally by dangerous drugs, increased 500 percent since 
1960. Dangerous drug arres ts in Chicago increased by 65 percent from 
1963 to 1964; in Baltimore by 60 percent. Arrests of teenagers in 
Los Angeles for  misuse of amphetamines and barbiturates grew from 
50 in 1958 to 321 in 1964. In the Oklahoma City area, a 6-montli 
survey recently identified 2,500 pil l takers as opposed to a few dozen 
narcotics addicts.

I could go on and on, Mr. Chairman. The facts and figures are ex
tensive and depressing, but more than tha t they reveal an unmistak
able and start ling upw ard trend both in the rate of addiction and in 
the rate  of crime and other antisocial behavior di rectly related to drug 
abuse—and among the  groups in our population to which we like to 
look most hopefully.

Ju st as the nature  and extent of the evil are known and acknowl
edged, so, too, is the reason why. You cannot have growing addiction 
to dangerous drugs unless those drugs are readily available. The 
Food and Drug Administra tion has estimated tha t about one-half 
of the approximate ly 10 billion amphetamines and barbiturates an
nually  produced by legitimate manufacturers  end up in the black 
market—and these figures presumably do not include other, equally 
dangerous, stimulant and depressant drugs nor drugs  manufactured 
illegally.

Attracted by the immense profit potential  of a racket where pills 
can be bought for one-tenth of a cent and resold for 10 to 25 cents 
apiece, organized criminal rings  have begun to move into the illicit 
drug field in a big way, according to the FDA.  As an example, 
Baltimore police broke up one major pill ring  aft er a woman sold 
undercover agents 200,000 pills during a 7-month period. Nationally, 
this vicious racket is netting  upward of $500 million a year.

How could this happen? Undoubtedly, there are many methods 
used to avoid the legal requirement that  dangerous drugs be dispensed 
only by prescription. But one such method—the ridiculously easy 
direct purchase of wholesale quantities  of the drugs  by unlicensed, 
unregistered distributors—may help explain why the problem has 
become so severe.

Last year, Mr. Chairman, CBS television news inaugurated its fact
finding unit with a report on the dangerous drug menace to demon
stra te the frightening ease with which these drugs can be procured. 
The u nit ’s producer-investigator formed a dummy company, rented a 
tiny office, printed a few let terheads, contacted 51 drug firms, placed 
orders for amphetamines and barbiturates with 19 of the companies, 
and received deliveries on 47 percent of the orders f rom companies in 
eigh t States—none of which bothered to check on the legitimacy of 
the operation.

Fo r a total cost of $600.28, this fly-by-night opera tion—which could 
be duplicated bv anyone—obtained 1,075,000 pills valued on the black 
market is $250,000 to $500,000.

Another channel for illicit trad e in the  dangerous drugs  is the export 
market , especially to Mexico. The pills, a significant amount of w’hich 
are manufactured in the United States, are shipped legally to outlets 
in Mexican border towns and then resold for the purpose of being 
smuggled back into the U nited  States for sale on the  black market.
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Counterfeiting has become a further source of illegal drugs. Coun
terfei ters, who require only a tablet-m aking or capsule-filling machine 
and a garage or empty warehouse to be in business, have become so 
accomplished tha t indus try experts often find it nearly impossible to 
distinguish fakes from the genuine article.

In the face of th is growing t ide of illegal traffic in dangerous drugs, 
the drug indus try and Federal, State, and local law enforcement 
agencies have been virtua lly helpless in attempting to control the s itu
ation. Some individal  drug companies have taken e xtraordinary pre
cautions to prevent thei r products from ge tting  into the black market, 
but they have been unable to control other, less responsible, companies 
or to control effectively every step in the distribu tion process from • 
manufacturer to consumer. While some States have stric t licensing 
requirements, other do not. State  and local authorities have li ttle  or 
no power to get to the sources of supply. And the Food and Drug 
Adminstration, under present law, possesses only very limited enforce
ment and inspection authority, especially when confronted with the 
difficulty of determining the origin of particular drugs and establish
ing whether they have been shipped in interstate commerce.

The present bill, Mr. Chairman, would help plug up these big 
holes in the regula tory scheme of things by means of which the illicit 
drug trade has been allowed to flourish, and it would provide the 
means for a concerted attack agains t the evil at all levels. The bill 
would require all manufacturers, compounders, and processors of the 
stimulant and depressant drugs  to register with the Department of 
Health , Education, and Welfare, and to keep records of the  quantities  
of the drugs  they handle  and the names of those from whom they 
receive the drugs and to whom they distribute them. Wholesalers, 
jobbers, distributors,  carriers, and sellers of the drugs would also be 
required to keep such records. All such records would be available 
for inspection as would the facilities  and establishments involved in 
the distribu tion o f the drugs. Possession of the drugs  by unauthorized 
persons would be prohibited.

The bill would also tighten regulations prohib iting the counter
feiting of drugs and would provide  for more effective enforcement.

The penalties included in the bill are aimed especially at those 
who sell or otherwise supply dangerous drugs to persons under 18 
years of age.

I find it part icularly encouraging, Mr. Chairman, tha t there is al
most unanimous agreement among those most concerned about the 
purposes and objectives of this legislation. While there are certain 
differences of opinion among members of the drug  industry about the 
scope of the bill, these differences can certainly  be resolved. Retail  
druggis ts, who expressed concern about recordkeeping and inspection 
requirements in previous versions of  the legislation, will find that the 
present bill involves littl e more than  an extension of existing require
ments for main taining records of prescriptions. Anything  less than 
this would, I believe, seriously jeopardize the objectives of  the bill.

As the committee knows, the legislation has also been endorsed by 
the President, who specifically requested approval  of the measure in 
his health message, by the Depar tment  of Health, Education, and 
Welfare and o ther departments of the Government, by State and local
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law-enforcement agencies, and by individuals and organizations in 
the field of juvenile delinquency, among many others.

Before concluding this statement, Mr. Chairman, I should like to 
refer  to a problem which the committee’s hearings have revealed with 
regard to the drugs covered by the bill. Although the bill automatica l
ly subjects to regulation the ba rbiturates and the  amphetamines there 
are a number of other drugs which have similar  proper ties and effects, 
which are known to be subject to the same abuse and to be equally 
dangerous, and which in some instances are  d irectlv competitive with 
the barbiturates  and amphetamines. In  the  case of these nonbarbitu
rates and nonamphetamines, however, the provisions of the bill would 
not take effect automatically and could not become effective unt il the 
specified administrative  procedures had been completed. In the mean
time, manufacturers of the regulated drugs would be placed under a 
severe competitive disadvantage, and a known public health hazard 
would be permitted to continue unchecked.

I would hope that the committee, in considering the form in which 
the legislation may be reported, could agree on language  covering all 
stimulant and depressant drugs which are substan tially involved in 
drug abuse and make them subject to the b ill’s provisions in the same 
way and at the same time. It  should be noted tha t the bill already 
provides a way of taking care of the  converse problem, tha t of exempt
ing those d ings  which, even though  they may technically qualify  of 
barbitu rates and amphetamines, contain so small an amount of the 
substance, tha t the resultant compound is not subject to abuse.

Mr. Chairman, I greatly  apprecia te the committee’s willingness to 
consider my views on this vital legislation, and I am grate ful for 
the committee’s determination to act expeditiously in meeting the 
grave threat to our Nation’s welfare -which is posed by the uncontrolled 
abuse of dangerous drugs.

The Chairman. Thank you for a very fine statement, Mrs. Dwyer.
We observe our colleague f rom Ohio, Mr. Vanik.
Mr. Vanik, we have known of your interest in this field for some 

time. Do you have a statement  you would like to make to the com
mittee? We would be pleased to hear  you at this time.

STATEMENT OF HON. CHARLES A. VANIK, A REPR ESENTATIVE IN  
CONGRESS FROM TH E STATE OF OHIO

Mr. Vanik . Mr. Chairman, I have a very brief statement tha t will 
not take more than a minute or two.

The Chairman. You may proceed.
Mr. Vanik . Mr. Chairman, on F rida y, November 2, 1962, a t about 

5:45 in the  afternoon, a truck trai ler, trac tor- trai ler unit, operated in 
intra state commerce in Ohio, on the Willow Freeway, which is a free
way jus t south of Cleveland, crossed a 33-foot center strip on a clear, 
level stretch  of the road and went over to the other  side of the highway, 
struck three automobiles which, in turn, pushed these cars into two 
other cars. In one of the automobiles there were six Akron school
teachers who were attending  a teachers’ meeting in Cleveland. All six 
teachers in one automobile were killed.

Tn addition to the six ladies tha t were killed, there were four other 
persons who were injured. A total of six vehicles were extensively 
damaged.
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The drive r of the trac tor- trai ler unit was a pparently  asleep at the 
time of the accident, with indications that he was under the influence 
of amphetamine d rugs. He admitted later he had taken amphetamine 
drugs to keep him awake.

My community has not forgotten this drug-caused tragedy.  I am 
here today to urge that your committee take every step tha t is neces
sary or possible to insure that  this kind of thing cannot again occur.

()f course, there are other facts in the Cleveland case which relate 
to the accident. According to the log records, the driver of the vehicle 
picked up his  rig  at 2 o’clock in the morning that day, 2 :15 a.m. of the 
day of the accident, and the accident occurred near the end of a 16- 
hour day, so there are other circumstances. This truck was involved 
in intrastate  commerce, b ut nevertheless, under Ohio law the driver 
was permitted to drive after that long per iod of service.

My community supports the restriction of availabili ty and the use 
of drugs which can produce such unconscionable harm to innocent 
people.

Mr. Chairman, i f the committee will permit,  I will be glad to submit 
for the record a complete tile on this part icular case which involves 
the accident report  and the statements  of witnesses, i f tha t is of any 
use to the committee. I have it with me.

The Chairman. Thank you, Mr. Vanik. We will be very glad to 
have the informat ion. You may submit it. We will look it over. If  
it appears  to be in order and appropria te, it will be included in the 
record. If  not, it will be retained for the file.

Mr. Vanik . I would like also, if the committee would permit, to 
urge the committee to  permit me to bring  in some time before these 
hearings are concluded Dr. Sam Gerber, our county coroner of Cuya
hoga County, Ohio. Dr. Gerber has made a very thorough and in
tensive study in the use of amphetamine drugs and other drugs in their  
relationship to accidents. Is it  possible?

Tho Chairman. When can you bring him in?
Mr. Vanik . Probably within the next day or so, or early next week, 

some early time at the convenience of the committee. li e has indi
cated that he would like to make a brie f statement to the committee if 
your schedule will permit.

The Chairman. Could he be here Tuesday of next week ?
Mr. Vanik. I will have him here Tuesday of next week.
The Chairman. We are having some difficulty carryin g on the hear 

ings this week without serious conflict all around. I am determined 
to get these hear ings to close, but  ve t the  committee does want to de
velop a full and complete record.

Mr. Vanik. I believe, Mr. Chairman, this gentleman w’ould make 
a very worthy contribut ion. He has gone into this matter verv, very 
extensively, and I think he has information tha t will be of great  
value to the committee.

The Chairman. Mr. Larr ick will be unable  to come back thi s week 
because of some long-standing commitments. We are going to then 
schedule his return next week, probably Tuesday or Wednesday.

Mr. Vanik. Will Tuesday be a satisfactory  day ?
The Chairman. The committee is going to Have an executive ses

sion on Tuesday of next week to get a report  which I  have been led to 
believe the committee should have from a research work tha t has
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been accomplished by an individual who has given a lot of study 
to this field. We think, because of the nature of it, the executive 
session would be appropriate.

We would be glad to try  to arrange to get your distinguished 
coroner in durin g the course of that  hearing on Tuesday or Wednes
day.

Mr. Vanik . I will have him available.
The Chairman. By the way, did you develop tha t the drive r of 

the truck, of the tractor with the trailer, had been taking some of 
these drugs ?

Mr. Vanik . Yes, the record will indicate and the coroner’s report 
will indicate tha t he had been taking amphetamine pills right along, 
tha t he had been using them in order to carry on with th e long hours 
involved with his job.

It  isn’t developed in the record that I have left with the commit
tee, but Dr.  Gerber’s report  will indica te tha t the d river  had been pu r
chasing them at a regular stop near Columbus, Ohio. It  was a regu
lar  pickup station. It  was not a drugstore. It  was a restaurant, a 
drive-in place.

The Chairman. W hat is commonly referred to as a truck stop?
Mr. Vanik . Yes.
Tho Chairman. Tha t is where they service trucks.
Air. Vanik . They service trucks and provide food. He picked up 

the amphetamine tablets at such a place.
The Chairman. We had testimony last week from both the Com

missioner and a representative of the American Trucking Associa
tion tha t such occurrences were rather  rampant all over the country, 
but it was most general. We would prefer to have some more specific 
information on it, if you can present it.

Air. Vanik . I would be happy  to see tha t Dr. Gerber is here next 
Tuesday.

The Chairman. We shall be glad to have him come.
Are there any questions from members of the committee of our col

league?
If  not, thank you very much.
Mr. Vanik . Thank  you.
(Note.—Dr. Gerber was unable to testify before the committee.)
The Chairman. The next  witness is our colleague from New Jersey, 

the Honorable Joseph G. Minish. Mr. Minish, we will be glad to hear 
you at this time.

STATEMENT OF HON. JOSEPH G. MINISH,  A REPRESENTATIVE IN  
CONGRESS FROM TH E STATE OF NEW  JERSEY

Mr. Minish . Air. Chairman and members of the committee, as spon
sor of the Psychotoxic Drug Control Act in the 88th Congress and in 
the present Congress, I am most gratified at your prompt attention  
to this highly important legislation. I think  i t is clearly in the best 
interests of the country tha t safeguards be put into effect against the 
misuse of these “goof balls” and “pep pills” tha t now constitute our 
most insidious drug threat.
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I can testify from firsthand knowledge of the a larming extent of the 
use of these dangerous drugs by young people in my own area of 
northe rn New Jersey. There have been a number of trag ic cases 
which substantiate  the findings of Senator  Dodd’s subcommittee th at 
the use of these drugs is more and more prevalent among the so-called 
white-collar youths who have never had prio r delinquency or criminal 
records. The traffic in these drugs is heavier than ever, and vigorous 
action must be taken to prevent the fur the r toll in ruined lives and 
serious crime. Mv bill calls for more severe penalties for those found 
selling to children and teenagers. Many paren ts have contacted me 
about the availability of these drugs to young people and have urged 
tha t the Federal Government take vigorous action to eliminate this 
thre at to the  health and well-being of thei r children. The able sheriff 
of Essex County, N.J.,  LeRoy J. D’Aloia, has stressed the need for 
more adequate controls over these drugs.

In  citing the alarming growth in the  number of juvenile delinquency 
cases involving psychotoxic drugs, Sheriff D’Aloia has stated :

I  think “lesser narcotics” is a serious misdemeanor because barbitu rate  addic
tion can lead to death as surely as  heroin use.

Police records dramat ically  il lustrate the inadequacy of our  present 
controls to stem the tide of abuse.

It  is estimated tha t one-half to two-thirds of the amphetamines and 
barbitura te drugs manufactured in this country  find th eir way into 
illegal traffic. This means that about 5 billion pills a year are going to 
young people looking for “kicks” and to narcotic addicts and others 
who depend upon them.

These drugs are dangerous both to the individual and to those 
around him. Excessive doses of barbiturates induce a state character
ized by increasing physical incapacity and lack of coordination. 
Large doses also lead to disorienta tion, paranoid delusions, and ag
gressive behavior. Senator Dodd’s Subcommittee on Juveni le De
linquency was informed of at least two homicides done by juveniles 
under the influence of such drugs. Barbitura tes can kill in many ways. 
Deliberate overdosage is common but it  is thought th at often  overdoses 
are accidental. Withdrawal symptoms are also severe and may be 
fatal.

Amphetamines in large  doses cause physical hyperactivi ty and 
often delusions and hallucinations. It  is thought tha t amphetamines 
are the cause of many otherwise unexplained motor vehicle accidents. 
Sometimes pills  are even found  among the victims’ possessions. Unde r 
the influence of large doses of  these drugs drivers do not realize th at 
they are on the wrong side of  the road or they may see “ghost” ob
stacles and veer off the road to avoid them. Amphetamines such as 
benzedrine are being sold illegally at many diners and other truck 
stops.

I believe that  the soundest approach to th is deplorable situation is 
to prohibit the manufacture,  compounding, or processing of any 
psychotoxic drug  by anyone except regular manufacturers and proc
essors registered with the Secretary of the Departmen t of Health , 
Education, and Welfare, or by other qualified persons such as whole
sale druggists , practit ioners,  and researchers. Possession should be
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limited to those who require such drugs for thei r personal use or who 
handle them in the course of their  profession or employment.

Furthermore, every person engaged in manufactur ing, compound
ing, processing, selling, or delivering  such drugs should be required 
by law to keep complete and accurate records o f all stocks, to which 
records the Department of Heal th, Education, and Welfa re would 
have access. Officers and employees of the Depar tment  would also 
have the authority to inspect establishments and equipment pertinent 
to the manufacture and dist ribution of  these drugs.

Psychotoxic drugs find the ir way into illegal traffic in many ways. 
Only by keeping records of every step of th eir manufacture and dis
tribution can we determine and control the leaks.

Legislation along the proposed lines has been recommended by many 
groups and individuals concerned with the growing abuse of psy
chotoxic drugs. The President’s Advisory Commission on Narcotic 
and Drug Abuse favors Federa l legislation of this  type. The late 
Presiden t Kennedy several times urged the passage of such legislat ion 
and Presiden t Johnson has called for  a higher priori ty on Government 
efforts against narcotics and drug abuse.

Drug manufacturers  are also concerned with this problem, and have 
indicated thei r support  of similar proposals.

I believe tha t this legislation is essential to control a disturbing  
and rapidly  growing illicit  traffic in drugs which are extremely dan
gerous to the ir users and which are, through the behavior they in
cite, a thre at to the public health and safety. Again, I urge prompt 
and favorable consideration so that our law enforcement officers at all 
levels will be better able to cope with this dangerous dru g problem.

Thank  you for giving  me this opportuni ty of presenting my views 
on this issue. I am hopeful th at the committee will report favorably 
this legislation which is so clearly needed to protect the public health 
and well-being of our people.

The Chairman. Are there any questions? If  not, we than k you, 
Mr. Minish.

Mr. Mini sii . Thank you, Mr. Chairman.
The Chairman. The next witness is our colleague from the State  

of New’ York, the Honorable James J. Delaney. Mr. Delaney, we 
know of your interest in this legislation and we will be glad  to hear 
you at this time.

STATEM ENT OF HON. JAM ES J. DELANEY, A RE PR ES EN TA TIVE  IN  
CONGRESS FROM TH E STA TE OF NE W YORK

Mr. Delaney. Mr. Chairman, members of the committee, I am 
grate ful for the opportunity to present a statement to this distin
guished committee in support of legislation to curb the illegal traffic in 
dangerous drugs. It  is my firm conviction tha t this legislation is 
needed, and will be a great  stride  toward prevent ing abuse of barbitu
rates, amphetamines, and a host o f o ther drugs which can poison the 
mind and generate dangerous antisocial behavior.

The arguments in favor  of this legislation have been covered in 
previous testimony, particularly by Afr. George P . Larr ick, the able 
Commissioner of Food and Drugs. My purpose is to recommend 
amendments to H.R. 2.
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The provision requiring the Secretary to exempt any depressant, 
stimulant or hal lucinatory drug  when it is combined with one or more 
substances tha t do not have a depressant or stimulant effect on the 
central nervous system or a hallucinatory effect, and the combined drug 
does not have the effect or the  potential for such effect with which the 
bill is concerned, should be deleted. This provision is a loophole. 
Ingenuous methods of extract ing a depressant  or stimulant d rug from 
a combined drug  are available, thus opening the door for the illegal 
sale of the depressant or stimulant drug under the guise of a legitimate 
sale of the combined drug.

Fur ther , the provision of H.R. 2 which says that no separate records, 
and no set form or forms for the records shall be required, as long as 
there are records available with the requisite infomation, should also 
be deleted. As Commisioner Larr ick pointed out, a firm which manu
factures 10 or even hundreds of different articles might  have all the 
required information on depressant  or stimulant drugs contained in 
invoices which may be filed with invoices fo r all the products the firm 
distributes . As can be seen, FDA investigators would be unduly bu r
dened if they had to wade through  voluminous files checking all the 
invoices. While I  am not advocating th at separate  forms be required, 
I do th ink it should be left  to the discretion of the Secretary to pre
scribe (he manner in which the recordkeeping requirement will be 
fulfilled.

In addition, I suggest tha t fa ilure to comply with the recordkeeping 
requirements should be grounds for judicial  seizure of the drug  or 
drugs  involved. Fai lure  to keep adequate records has been found by 
the Senate Subcommittee To Invest igate Juveni le Delinquency and 
the Senate Labor and Public  Welfa re Committee to be one of the 
principal inadequacies in the present law. If  this exemption is not 
abolished, we are providing  a sanction with an ineffective remedy for 
enforcing it.

With  respect to the advisory committee, I feel th at refe rral  to th is 
committee should be with in the sole discretion of the Secretary. Pe r
mitt ing a petitioner or any o ther person adversely affected to request 
referral could be used as a delaying tactic. A person aggrieved by an 
order  of the Secretary has recourse to the courts where an order  can 
be stayed pending judicial determination of the matter.

I urge the committee to incorporate in H.R. 2 the suggestions of 
Commissioner Larrick  with respect to gran ting  FD A investigators the  
power to serve and execute warrant s and other process, the power to 
arrest , and when the investigator has personal knowledge, of a violation 
or reasonable grounds to believe tha t the articles are subject to seizure 
and condemnation, the power to detain and remove the articles prior  
to the time a libel of information is filed. In conjunction with these 
powers, I support the  Commissioner’s position th at FDA  investigators 
should be able to seize, and the courts  should be authorized to condemn 
any conveyance in which violative stimulan t or depressant drugs or 
counterfeit drugs have been unlawfully  transported,  carried, or he ld; 
and that, provision should be made for the seizure and condemnation 
of machinery and equipment used in the unregistered or other unlaw
ful manufacture of depressant or stimu lant drugs. The clandestine 
methods of the criminal element who deal in these drugs makes it im-
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perative  that  FDA investigators have these tools to carry  out the 
provisions of this legislation.

Gentlemen, we are confronted with a grave t hreat to public health 
and safety th rough the  abuse of  these drugs. Recently, I read in the 
Washington Post tha t three teenage youths in Chicago fatal ly shot a 
66-year-old man while they were high on “pep pi lls.” One youth told 
a detective tha t it  was the “pil ls” that had caused him to do the shoot
ing. .

With my amendments, this bill will go a long way toward  preventing 
the repetition of similar s ituations in  the future . I urge your favor
able consideration of them.

The Chairman. Are there any questions? If  not, we appreciate  
your testimony, Mr. Delaney.

Mr. Delaney. Thank you for the opportunity, Mr. Chairman.
The Chairman. The next witness is Dr. Lawrence Peters, executive 

vice president for Scientific Affairs, McNeil Laboratories, Fo rt W ashington, Pa.
I notice you have with you Mr. Stanley Smoyer, counsel.

STATEMENT OF DR. LAWRENCE PETERS, EXECUTIVE VICE PR ESI
DENT FOR SCIENTIFIC AFFAIRS, McNEIL LABORATORIES,
FORT WASHINGTON, PA.; ACCOMPANIED BY STANLEY SMOYER,
COUNSEL

Dr. Peters. Mr. Chairman and members of the  committee, McNeil 
manufactures and sells butabarbital  sodium, a depressant drug which 
is a derivative of barbituaric  acid and which will be automatically cov
ered by H.R. 2. It  is one of approximately 25 derivatives of bar 
bituric acid, all of which are called barbiturates.

Among these 25 compounds there is a substantial variat ion in the 
length of time required for them to take effect, in addition to other 
differences. Some of them are quick-acting and short-ac ting hyp
notics, and these are the drugs tha t have been most a ttract ive for im
prope r use. Others, of which butabarbita l sodium is a leading ex
ample, are classed as slower acting and longer acting—that is, their 
effect usually is not felt for about 30 minutes—and are primarily used 
for mild sedation and tranquilization . Butabarbita l sodium has been 
less att ractive to persons who want to use drugs for “spree” purposes.

There are also, on the market,  a number of depressant or sedative 
drugs which do not happen to be barbitu rates  but  which are competi
tive with butabarbi tal sodium. They are prescribed by physicians for 
the same medical purposes as o ur product; and they have a substan
tiated record of abuse and as grea t a potentia l for abuse as our 
product. Nevertheless, these p roducts  will not be automatically covered by H.Ii . 2 as it is now written.

We urge this committee to amend H .R. 2 so as to include these non- 
barbitura te drugs under  the automatic coverage of the bill. By doing 
so, a serious competitive discrimination will be prevented. Fu rth er
more, it goes without saying that  i f it is necessary in the public in ter
est to provide automatic coverage for drugs  such as butabarbital  
sodium, it should likewise be in the public interes t to provide such 
automatic coverage for all  other drugs which serve the same or similar
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therapeutic purposes and which have a proven record of and potential  
for abuse, even though they do not happen to be barbiturate s.

Finally, it is recognized by the  authorities in the field of drug abuse 
tha t those who deal in this illicit traffic will quickly switch to other 
comparable drugs if their pr imary  drugs are made unavailable through 
stric t controls. In  other words, those who have misused barbi turate s 
will quickly switch to the comparable nonbarb iturates  unless the lat ter  
are also put under the same control.

The nonbarbitu rate drugs to which I refer have the follow ing generic 
names: glutethimide, methyprylon, ethchlorvynol,  ethinamate, mepro
bamate, and chlordiazepoxide.

Some of these drugs  are used fo r the purpose of mild sedation and 
w tranquilization ; others are used for their  hypnotic effect. Although

many of them have been on the market for only a relatively few years, 
there is already substantial evidence, as we have stated, tha t they 
have been used for nonmedical purposes and tha t they have a poten
tia l for  abuse.

We are submit ting to the committee several representative  scientific 
publications which attes t to the foregoing statement. We are also 
submit ting a bibliography  listing many other publications describing 
the characteristics and effects of these drugs. In the publication en
titled “Addiction to Nonbarbiturate Sedative and Tranquili zing 
Drugs” by Carl F. Essig, M.D., of the Addiction Research Center at 
Lexington, Ky., of the National Ins titu te of Mental H ealth, the simi
lari ty of these drugs  is brough t out in the following statements from 
the publication’s summary:

Incr easing numbers of nonbarb iturate seda tive  drugs are  being introduced 
into medical  prac tice.  Desp ite the ir nonbarb iturate chemical str uc tur e and  
regardles s of designat ions  other tha n “seda tive-hypnot ic,” at  least six of the  
newer dep ressan t drug s can cai se slate s of intoxica tion and physica l dependence 
that  are  clinically  sim ilar to those induced  by barbi tur ate s * * *. The be
havioral effects of these  drug s and the ir combination  with  etha nol may become 
an increasingly important public h azard.

The drugs referred to are the six named above.
In  the final repo rt—November 1963—of the President ’s Advisory 

Commission on Narcotic and Drug  Abuse, exhibit II  on page 11, 
delineates the “Elements of Drug Abuse” such as “antisocial behavior” 
and lists “meprobamate, glutethimide, methyprylon, chlordiazepox
ide, and others” in the same category as “barb iturate s.” The Com
mission stated on page 44 of the report tha t—

Legislation  should not  be limited to the barbitu rat es and  amphetamines,  bu t 
should extend to all nonnarc otic  d rugs  capable of producing serious psychotoxic 
and anti social effects when abused.

As the committee knows, the bill as it is now written provides tha t 
nonbarbitura te drugs  which have a potentia l for abuse because of 
thei r depressant effect on the central nervous system or other hallucina
tory effect may be brought under the coverage of the law by regulation. 
This means, or course, tha t in order to b ring such drugs under the law, 
the secretary will have to pursue the lengthy regulatory procedure 
involving hearings and possible submission to an advisory committee, 
as provided in the bill.

Although the Secretary may contemplate that regula tions will be 
issued to cover the nonbarbitura te drugs  which I have mentioned,
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it is recognized tha t many months or years may pass before such 
regulations are issued. In the meantime, butabarbita l sodium will 
be cast in an unfavorable light,  competitively, in the  eyes of the medi
cal profession, the  t rade, and the public because of  its automatic in
clusion under the law; and it will be stigmatized as a “dangerous” 
drug  in comparison with such nonbarbituric competitive  drugs. This 
situation can only result in serious economic damage to our product 
and discriminatory  treatment of all the barbiturates.

Some of the earlier witnesses did  not appear to recognize the com
petitive injury  tha t would result from the automatic, immediate cov
erage of barbitu rates and only possible, late r coverage of competitive 
nonbarbiturate drugs. To i llustrate the potential competitive injury , 
one need only imagine the sales pitch of the sales representative selling 
the competitive product, which was not automatically covered, when 
describing to the physician why his product was safer, and hence 
better, than the barbiturate automatically subject to the strict  con
trols of the Drug Abuse Control Amendments o f 1965—H.R. 2.

One or more of the earlier witnesses also s tated that  it would be 
difficult now to draw up a lis t of the  nonbarbiturate drugs th at should 
be automatically covered by the bill. We have presented a list  of  six 
such drugs, with scientific suppor ting material. There may be others 
which should be included. There surely will be new drugs which 
should be brought in late r. But this does not mean th at none should be included now.

Where the evidence is now clear tha t some of these nonbarbiturate  
drugs are subject to the  same abuse as some of the barbiturates, Con
gress should now take the necessary step to avoid the competitive dis
crimination and continuing hazard to the health of the public tha t 
would result from leaving the decision to an adminis trative agency under its time-consuming regulation procedure.

The change which we are urging can be accomplished by simply 
adding  a clause (C) to section 2 01 (v)(l ) under section 3 (a) of the 
bill and listing the six named drugs therein.

We thank the committee fo r giving us this opportuni ty to present 
our views, and we ask permission to include in the record the scien
tific publications  and bibliography tha t accompany and support this 
statement.

The Chairman. The information re ferred to may be included in the 
record with your statement.

The article referred to by Dr. Essig is already in the record.
(The medical bibl iography follows:)

Medical Bibliography P ert inen t to Abuse of Nonbarbituric Sedatives, 
Hypnotics, and T ranquilizers

1. Algerie, E. J., Katsas, G. G„ and Luongo, M. A .: Dete rmination of ethclilor-vynol in biologic mediums and rep ort  of two fa ta l cases, Am. J. Clin. Path . 38:125-130,1962.
2. Barsa , J. A., and Kline, N. S .: Use o f meprobamate in the  treatm ent of psychotic patients , Am. J. I’sychiat. 112:1023-1026, 1956.
3. Bedson, H. S., and Lond, M. B .: Coma due to meprobamate  intox icatio n, TheLancet 1 :288-290,1959.
4. Berger, I I .: Addiction to methprylon, JAMA 177 :63-65, 1961.
5. Billig, O., and  B urris, B. L .: H abi tua tion to tran qui lizing drugs, J. TennesseeMA 49 :406-407,1957.
6. Blakey, H. H., Bar ring er, T., and Billig, O.: Acute Doriden intoxication,South. MJ 49 :172-174,1956.
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7. Boyd, L. J., Cammer, L., Mulinos, M. G., Iluppe rt, V. F., and Hamm er, H .:

Meprobamate addic tion, JAMA 168:1839-1843, 1958.
8. Cahn, C. H .: Intoxicatio n by ethch lorvynol (Pl acidyl ). Report of fo ur cases,

Canad. MAJ 81 :733-734,1959.
9. Cohen, H .: Pri ma ry glutethimide Addiction, New York State , J. Med. 60:

280-281,1960.
10. Darling, H. F .: Acute toxic  hype rtens ion due to tri flupro mazine: Repor t of

a case, Am. J. Psychiat. 115 :1123.1959.
11. Davis, P. L., Shumway, M., and Bloom, D. P .: Suicide by meprobamate, Med.

Times 87 :1494,1959.
12. Davis, R. P., Blythe , W. B., Newton, M., and Welt, L. G .: Tre atm ent  of

intoxica tion  with e thinyl cyclohexyl c arbamate  (Valm id) by extracorporeal  
hem odialysis: Case repo rt, Yale J. Biol. & Med. 32 :192-196, 1959.

13. Ed itoria l no te:  Current concepts in the rap y seda tive  hypnotic drugs. V.
Nonbarb iturates , New England J. Med. 256:314-316, 1957.

14. Ellinwood, E. H., Ewing, J. A., and Hoaken,  P. C. S .: Habitu atio n to ethina-
mate, New England J. Med. 266: 185-186, 1962.

15. Essig, C. F .: Addict ive and  possible toxic  proper ties  of glute thimide, Am.
J. P sych iat. 119: 993,1963.

16. Essig, C. F .: Withdra wa l convulsions in dogs fol lowing chronic meprobamate
intox ication, A.M.A. Arch. Neurol. & Psyc hiat . 80 :414--417, 1958.

17. Essig, C. F., and  Ainslie, J. D .: Addiction to meprobamate  (correspondence),
J.A.M.A. 164:1382, 1957.

18. Ewing, J. A., and  Fullilove, R. E .: Addic tion to meprobamate, New England
J. Med. 257 :76-77, 1957.

19. Greaves, D. C., and West, L. J . : Convulsions following withdr awal from
meprobama te: Report of two cases, Southern Med. Jou rna l 50:1534—1536, 
1957.

20. Haizl ip, T. M., and Ewing,  J. A .: Meprobamate hab ituatio n. A contro lled
clinical study,  New England J . Med. 25 8:1181-1186,1958.

21. Holl ister , L. E., Motzenbecker, F. P., and Degan, R. O .: W ithd raw al reactions
from chlordiazepoxide (Libr ium ), Psychopharmacologia  2:63-68, 1961.

22. Hudson, H. S., and  Walk er, H. I . : Withd raw al symptoms following  eth 
chlorvynol (Placidyl ) dependence, Am. J. Psyc hiat . 118:361, 1961.

23. Jensen, G. R .: Addic tion to Noludar. A rep ort  of two cases, New Zealand
M. J . 59 :431-432, 1960.

24. Johnson, F. A., and Van Buren, H. C .: Abstinence syndrome following
glutethimide intoxica tion, J.A.M.A. 180:1024-1027,1962.

25. Kamin , I., and  Shaskan , D. A .: Dea th due to mass ive overdose of mepro
bamate, Am. J . P sychiat . 1 15:1123,1959.

26. Kinross-W right , V., Cohen, I. M., and  Knight, J . : The management of
neurotic  and psychotic sta tes  with Ro 5-0690 (Libr ium ), Dis. Nerv. 
System 21: (supp l.) 23-26, 1960.

27. Lloyd, E. A., and  Clark, L. D .: Convulsions and  deli rium  incid ent to glute-
k  thimide (Doriden) withdrawal, Dis. Nerv. System 20:1-3, 1959.

28. Luby, E. D., a nd  Domino, E. F .: Addi tiona l evidence of th e addic tion liabi lity
of glu teth imide in  man, J.A.M.A. 181: 46-48,1962.

29. McBay, A. J., and  Katsas, G. G.: Glutethim ide poisoning, New England  J.
Med. 257 :97-100, 1957.

r 30. Mohr, R. C., and  Mead, B. T .: Meprobamate addic tion,  New England J. Med.
259:865-868. 1958.

31. Murray,  N .: Covert effects of chlordiazepoxide therap y, J. Neuropsychia t.
3:168-170, 1962.

32. Phill ips, R. M., Judy, F. R., and Judy , H. E .: Meprobamate addic tion,  North
west Med. 56 :453-454, 1957.

33. Powell, L. W., Mann, G. T., and  Kaye, S .: Acute meprobamate poisoning,
New England J . Med. 259:716-718,1958.

34. Reid t, W. V .: Fa ta l poisoning with  meth prylon (Nolu dar), a non -ba rbi turate
sedative, New Eng land  J.  Med. 255 :231-232,1956.

35. Sadwin, A., and  Glen, R. S .: Addict ion to glu teth imide (Doriden ), Am. J.
Psychiat.  115 :469-470, 1958.

36. Schreiner, G. E„ Berm an, L. B., Kovach, R., and  Bloomer, H. A.: Acute
Glute thimide (Doriden) Poisoning, A.M.A. Arch. Int . Med. 101 :899. 1958.

37. Shane, A. M., and  Hirsch, S .: T hree  cases of meprobamate poisoning, Canad.
M.A. J. 74 :908-909, 1956.

38. Swanson, L. A., and  Okada , T .: Dea th af te r wi thd raw al of meprobamate,
J.A.M.A. 184 :780-781, 1963.
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39. Sw iny ard , E. A., Chin , L., an d Fin gl,  E .: W ith dr aw al  hy pe rexc ita bi lit y fol
low ing chronic ad m in ist ra tio n of  me pro bama te to  mice, Scie nce  12 5:739- 
741, 1957.

40. Tobin, J.  M., and Lewis, N. D. C .: New psycho the rap eu tic  agen t, chlo r-
diazep oxide,  J.A.M.A. 17 4:1242-1249, 1960.

41. Zirkle , G. A., Ott , B. M., and King, P. D .: Me pro bamate an d sm al l am ounts
of alco hol,  J.A.M.A. 173:1823-1825,1960.

The Chairman. Are you an officer in the McNeil Laborator ies?
Dr. P eters. Yes, sir.
The Chairman. What is your position ?
Dr. Peters. My position is executive vice president for  scientific 

affairs.
The Chairman. Who are McNeil Laboratories? Can you give us 

a little more information about your company ?
Dr. Peters. Yes. McNeil Laboratories is a pharmaceutical com

pany that , through research, develops new drugs for the prescrip tion 
drug market.

The Chairman. Where is its place of business ?
Dr. P eters. For t Washington, Pa .
The Chairman. I s its manufacturing plant  there, too ?
Dr. Peters. Yes, Mr. Chairman.
The Chairman. What is its connection with the University of 

Kansas ?
Dr. Peters. There is no connection, sir. My previous position was 

tha t of professor of pharmacology and chairman of the Department 
of Pharmacology at the University of Kansas Medical School.

The Chairman. And McNeil Labora tories is in the business of pro
ducing prescription  drugs?

Dr. P eters. Yes.
The Chairman. Any other types of drugs ?
Dr. Peters. Yes. There are some tha t are not prescription, but 

the major ity of them are.
The Chairman. Does any othe r company produce this class of drug, 

derivatives of a barbituric acid ?
Dr. P eters. Yes, a number of them.
The Chairman. Do you engage in the production of any of the 

drugs that  you referred to that, in your opinion, should be included ?
Dr. P eters. No.
The Chairman. In other words, you are asking this committee to 

include the other drugs which you referred to which were left out 
on the recommendation of the Department and other witnesses, on 
the basis of the competitive element involved and the effect it would 
have, similar  to that of barbiturate s ?

Dr. P eters. Par tial ly for tha t reason, Mr. Chairman, and also be
cause of the scientific lit erature which documents thei r susceptibility 
to abuse.

The Chairman. Do you produce the scientific literatu re ?
Dr. P eters. Relating to these other drugs ?
The Chairman. Relating to yours as compared to others ; yes.
Dr. P eters. Yes, we have published papers on butabarbita l.
The Chairman. What do you do with the  litera ture ? Do you send 

it to the pharmacists  or the doctors, or what general source do you 
supply?
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Dr. Peters. The published scientific literature on the drugs tha t 
we do research on appears  in medical journals  th at are distributed by 
medical publishers on a national or worldwide basis.

The Chairman. Since we have you here, and if my colleagues will 
bear with me for just  a moment, what is the procedure your company 
has of distribu tion? You manufac ture barbitura tes.

Dr. Peters. Yes, sir.
The Chairman. Wh at is your procedure of distribut ion?
Dr. Peters. Our  procedure of  distribution is mainly through whole

salers, and then we have direct retail  accounts.
The Chairman. Do you have established wholesalers throughout 

the country ?
Dr. P eters. Yes, we do.
The Chairman. Do you sell di rectly to the drug  stores, as an ex

ample?
Dr. Peters. I think  I  would like to ask Mr. Smoyer to answer tha t 

question, because I am not too well acquainted in this area, sir.
Mr. Smoyer. I am afra id tha t neithe r of us is in the marketing field. 

I am a lawyer and Dr. Peters  is in charge of scientific affairs. But I  
understand tha t we do sell directly to some retail outlets.

The Chairman. Can anybody who wants to come to your place of 
business and haul  away a load of barbiturates?

Mr. Smoyer. No, sir.
The Chairman. What res triction do you have ?
Mr. S moyer. Well, as I understand it, they are all checked through 

a credit organizat ion before we wfill deal with them, and in th at way 
wTe know tha t they are in business and doing what they say they are 
doing. In other words, wre know that they are regularly in the business 
of dis tribu ting drugs.

The Chairman. Does your company give any attention to an un
usual order that comes in from someone?

Mr. Smoyer. Yes, I understand we do.
The Chairman. There has been an allegation here tha t there w’ere 

9 billion barbiturates , amphetamine pills, capsules, whatever they 
may be, produced in 1963, I  believe, 1962 or 1963, the latest inform a
tion they have, and tha t half  of them went into the legitimate mar
ket and the other hal f the illegitimate market. Would you w’ant to 
comment on tha t allegation  ?

Mr. S moyer. We don’t know whether t ha t is correct or not,  but  wre 
feel that  th at is not happening through our d istribu tion except to the  
extent tha t some wholesaler or some druggist who is regularly in the 
business of handl ing drugs may diver t some from time to time.

The Chairman. Do you have a procedure if a regular wholesaler is 
doing business with you tha t when tha t individual or wholesaler, 
rather, sends in an order that  you fill it w ithout any furth er questions?

Mr. Smoyer. Yes, with the qualification that if it is in an amount 
tha t seems entirely  unreasonable, we would question it. But this 
seldom happens, Mr. Chairman. I don’t believe we have had any 
significant number of such experiences.

The Chairman. Do Y ou question the allegation th at this traffic has 
been going on ?

Mr. Smoyer. No, we don’t. There may be many manufacturers  of 
the kitchen and garage variety  who are turn ing  out these products



23 8 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

and se llin g the m to the  firs t per son  who comes along.  We  ju st  do n’t 
know .

Th e Chairm an . You don’t know any  of them th at  are  do ing  t ha t?
Mr. S moyer. T do n’t happ en  to.
I d on ’t know whethe r you do, Dr. P ete rs.
Dr . P eters. No, 1 am n ot aware  of it.
Mr.  Smoyer. I th ink the  Food and Dr ug  Adm in ist ra tio n probably 

can  adv ise  you on th is much be tte r th an  anyone  else, because  the y 
have don e th e che cking of th is sor t o f thing .

Th e Chairm an . I  know the y hav e done  the  checkin g. Th ey  have 
urged the leg isla tion  and sta ted  the  need fo r it. But  we ar e so rt of in 
the pos itio n th at  everyone recognizes the re is need  fo r th is  and it is 
go ing  on, but  everybo dy says somebody else is d oin g i t. W hat  we wa nt 
to do is to get  down to who is do ing  th is.  I  am ju st  wo nderi ng  i f the 
ind ustries,  such  as you rs, wi tho ut casti ng  any  reflection or  tryin g to  
ge t un pleasant  about  it —I  do n’t w an t to  do t hat  a t all— I  w onder  i f the  
indu str y has been d oin g its  du ty  in p ro tecti ng  itse lf.

Mr. Smoyer. We think , as fa r as ou r di str ibut ion is concern ed, the 
am ount th at  is going  in to ill ici t traffic  m ust  be very mi nim al.  But  we 
don’t know  a ny way th at  we wou ld have cont rol  over t he  ill ici t man u
factur in g and di str ibut ion th at is being done by thes e op erator s th at  
Mr. L ar rick  ref erred to  the othe r day.

Th e C hairm an . Bu t you do t hi nk  we oug ht to hav e such l egislation  
sim ila r to wh at is pro posed  here to br in g abo ut tighte r con trols?

Mr. Smoyer. Yes, si r.
Th e Chairm an . Mr . Yo unger, have  you any questions?
Mr. Y ounger. Yes.
In  yo ur  opinion, D r. P ete rs,  the  del ine ation  of  these d ru gs  mentioned  

here wou ld ca rry  the true  m ean ing  t o those in the in du st ry  and  thes e 
def ini tion s are  defin itions th at  w ill  hold  w’ate r on these drug s th at  are  
comp eti tive wi thin i t ?

Dr . P eters. Yes, sir .
Mr . Y ounger. Fr om  a scientific  sta nd po in t ?
Dr . P eters. Yes, sir .
Mr . Younger. In  case  th e r etai l drug gists  a re brou gh t in unde r th is 

bil l, do you th ink th at  those docto rs th at  d ispe nse  and  sell drug s fro m 
th ei r own office ou gh t to also be bro ug ht  in ?

Dr . P eters. I perso na lly  wo uld  th ink so. I  don’t see how th is  
could be avoided because they  are in exa ctly  the  same pos itio n wi th 
respec t to dis tribu tio n. Th is rep res ents, inc ide nta lly , a small grou p 
of  phy sicians.

Air. Younger. I  un de rst an d there are  very few. I  see no reason 
why , if  you can eliminat e all th e re st  o f the doc tors th a t do no t sell,  
the y would  not h ave  to keep an y records because they do no t sell , th at  
those d octors  who do  sell and dispen se drug s out  of  th ei r own office are 
in com pet itio n wi th the re ta il dr ug gi st  a nd  the re ta il  dr ug gi st  h as  to 
keep  th e records so the re is no reas on why the  doctors  shou ldn ’t keep  
reco rds.  That  is a logica l conclusion  to my mind.

Do you  keep  reco rds  r ig ht  no w as a man ufac ture r?  Cou ld the y go 
into yo ur  man uf ac tu rin g place and find the record s of your  ma nu 
fa ct ur in g a nd  to  whom you so ld?

Dr . P eters. Yes; those record s are availabl e in the  company.
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Mr. Younger. So this  bill would not be a burden on you as a  manu
factu rer or cause you to do something different than  you are already 
doing?

I)r. P eters. Not from tha t standpoint I don't  believe it would.
Mr. Younger. Th at is all.
The Chairman. Mr. Friedel ?
Mr. F riedel. No questions.
The Chairman. Mr. O’Brien ?
Mr. O’Brien. I have a few questions.
Doctor, you support the bill, but you believe that Congress ra the r 

than  the adminis trative agency should act now to include the six drugs  
you have submitted ?

Dr. P eters. That is what we are proposing, Mr. O’Brien.
Mr. O’Brien. Is it your feeling tha t the scientific support ing ma

terial s you have supplied is such tha t without question in your mind 
the administrative agency in the very near futu re should include them ?

Dr. P eters. Yes, s ir; I do. I feel that way particularly because of 
tho source of some of  this information, which is the Drug  Addiction  
Center in Lexington, Ky. These people have as one of thei r major 
functions the investigation of the abuse liabil ity of these agents.

Mr. O'B rien. I wouldn’t want to ask you to look into other  people’s 
minds, but why do you th ink the Department is not recommending the 
inclusion of these six drugs  at this time ?

Dr. P eters. I don’t know, sir.
Mr. O’Brien. They have the same scientific information you have 

supplied.
Dr. P eters. I did hear some testimony here on Thursday, and it  was 

my impression th eir feeling was that they did not want to name drugs 
specifically, but ra ther , name them by classes.

Mr. O’Brien. Tha nk  you. Th at  is all.
The Chairman. Mr. Nelsen ?
Mr. Nelsen. In listening to the testimony of the pharmaceut ical 

groups, they felt tha t keeping the record of the disburs ing of these 
specified drugs would be quite a burden, would be quite a chore. 
Would it be a great problem for the pharmacists to keep a record 
of the purchases from the companies, such as your own, for example, 
the amount they were buying, which would not lie as much of a  chore 
as to give a list of the disbursements but it would also give the in
vestigators some idea if  there is an unusually large amount purchased.

Do you feel there would be some merit to the exposure of the pur
chase invoice of the pharmacis ts ?

Dr. Peters. I imagine this is available at the present time. It  is 
my impression, however, tha t the pharmacis t very frequent ly orders 
more than one drug  on an invoice. He may order  many dings on 
an invoice. As a result of this, he doesn’t have this material se
questered in a classification under “drugs  liable to abuse.”

I do believe there are instances in which this would impose a 
•considerable burden, if this materia l wTere t o be kept separate.

Mr. Nelsen. However, it would be less of a burden to expose the 
records on purchases than  it would be to expose the records on individ
ual sales of these drugs. There migh t be thousands in one drugstore, 
while they may be buying all of it from one firm. I was wondering a 
lit tle  about the burden testimony we had from the pharmacists. 1
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can unders tand a small drugstore  might find it  very difficult to keep 
all these intricate  records; however, the purchases would not be diffi
cult, too difficult.

Dr. Peters. This is probably true, because in terms of his distr ibu
tion, we are ta lking about individual  prescriptions which he is filling 
on the orders of physicians. These would run into very large num
bers, greater numbers, I  would think,  than  would his invoices. Of 
course, his suppliers are limited in  this field. I would agree that this 
would be less of a burden.

Mr. Nelsen. It  is my understand ing tha t by your testimony you 
do not dispute the need of this type of legislation, but  your main 
purpose is to be sure tha t it doesn’t put  a burden on one type of 
product to any greater degree than a similar product tha t falls into 
another category. You feel tha t all should be trea ted the same.

Dr. P eters. That is correct.
Mr. Nelson. Rut you do not oppose the legislation.
Dr. Peters. No, sir; we do not.
Mr. Nelsen. Thank you. I have no more questions.
The Chairman. Mr. Dingell ?
Mr. Dingell. Thank you, Mr. Chairman.
Doctor, I  am very impressed with your comments this morning, but 

I  note in going through the legis lation tha t there appears to be a d is
tinction  between barbiturates and its derivatives, amphetamines and its 
derivatives on the one hand, and some of the other drugs  on the other. 
I  th ink for purposes of the record it would be useful to have, perhaps, 
a discussion as to whether there is, in fact, a distinction between these 
two types of substances, or whether there is not.

Fir st of all, Doctor, are these substances that you have alluded to in 
your prepared statement, other than the amphetamines and barb itu
rates, used for thrill  purposes or  fo r stimulative purposes by truckers 
or for  sprees and things of this type?

Dr. P eters. Not to my knowledge at the present time.
Mr. D ingell. I s there any substantial traffic in drugs of this kind in the illici t channels?
Dr. Peters. I don’t know’ whether there is a t this time. My point 

w as that  if  there is not—and I don’t have information on this point— 
if there is not, a sw itch to these drugs with a more rig id control on the 
barbi turate s would be a very logical event.

Mr. D ingell. Let’s discuss very' briefly, i f we may, the uses of bar
biturates and amphetamines as opposed to  the symptoms and uses of 
the other  substances to which you alluded in your testimony.

Fi rs t of all, barbitu rates are depressants.
Dr. P eters. Yes, sir.
Mr. Dingell. I assume these other substances are also.
Dr. P eters. Yes, they are.
Mr. D ingell. Rut in addition  to  this, barb itura tes have a prac tical 

effect, as I  understand it, of giving a kick or a pleasurable reaction. Am I correct ?
Dr. Peters. In terms of my understanding of the kick or the spree 

property  of the drugs, some of them do; other do not.
Mr. Dingell. Do any of the drugs to which you have alluded this 

morning have that pa rticular—and I am referring to the ones that you
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alluded to in your statement this morning—do any of the six drugs 
tha t you have alluded to have this potential ?

Dr. Peters. I should say first, Mr. Dingell, that I am not aware of 
the fact t ha t a potent ial for spree use—well, tha t a spree use has been 
proven.

May I  put  it tha t way ? I would feel, however, tha t with some of 
them, on the basis of  the similar ity of their  action to the  barbiturates 
tha t are used for spree purposes, it would be logical to assume that  
they would be.

Mr. Dingell. It  is logical to assume? You referred to glutethimide, 
methyprylon, ethchlorvynol , ethinamate , meprobamate, and chlordi- 
azepoxide. Which of the  two would be used for spree ?

Dr. P eters. Gluteth imide and methyprylon.
Mr. Dingell. They would have a potentia l for spree use?
Dr. P eters. Yes.
Mr. Dingell. Are any of these strong stimulants of the type tha t 

truckers could use to maintain wakefulness?
Dr. Peters. No, none of these fall into the stimulant class.
Mr. Dingell. I wish to be as brief  as I can in my questioning. 

However, it occurs to me tha t if we are to, let’s say, regulate addi tional 
classes, we should have a strong and compelling reason apar t from the 
economic inconvenience to your company. I happen to feel tha t we 
should have as s trong  legislation as possible in regulating these drugs.

I have gone as carefully as I could in a very brief  time through 
the additional information you have given us in addition  to non
barbitura te sedatives and tranquiliz ing drugs. I have found in the 
various symptoms that you have alluded to with regard to the six 
substances you mentioned this morning, no indication of  symptoms I 
could discern as making  these attractive  for spree uses.

Dr. Peters. Currently the area into which these drugs fall in the 
area of abuse are two. One of these is habituation-----

Mr. Dingell. And self-medication ? 1 notice that is sort  of alluded
to, what appeared  to be self-medication. Am I correct ?

Dr. Peters. I don’t quite understand what you mean by self -medi
cation ?

Mr. Dingell. Obviously I am referring to a use far  beyond what the 
doctors prescribe.

Dr. Peters. That is also true  with the barbiturates tha t are  abused. 
But the big factor  here tha t leads one to believe tha t these drugs would 
get into this traffic are the fact that  they have addiction liability. 
This has been shown for them. Patients  tha t have been withdrawn 
from these drugs eithe r because supplies have become unavailable or 
because they have been deliberately withdrawn, le t us say, by a physi
cian, these patients  go throu gh withdrawal symptoms which resemble 
the withdrawal symptoms that one sees with the barbiturates.

Mr. Dingell. Thank you very much.
The Chairman. Mr. Curt in ?
Mr. Curtin. Thank you, Mr. Chairman.
Doctor, a re these pills which are the subject of  th is proposed legis

lation easily pu t togethe r so th at nonprofessionals could manufacture 
them in a backroom, or are they the type of product tha t would require 
special equipment and trained  personnel to manufacture ?
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I)r. Peters. I would say tha t in the case of both the drugs which 
are under consideration in the bill and the drugs which are not, that  
we are discussing this morning, if one is talk ing about making the 
compound, actually synthesizing the compound, this would require 
technical know-how. It  would require a trained chemist to  do this.

Mr. Curtin. The manufacture of these pills could not be readily 
done by a group of people who didn’t know much about medicine, to 
provide a source for black market pills ?

Dr. Peters. No. The only part  of  the process which I think some
one without t rain ing could do and could do very easily is the mat ter of 
taking the raw material, tha t is, the pure compound, having obtained 
it in some illegitimate way, and simply putting it into a dosage form 
which would be sellable, such as a hard  gelatin capsule, fo r example.

This is something tha t would not require training. This is rela
tively easy to do ; inaccurately, I might add.

Mr. Curtin. Thank  you. Tha t is all.
The Chairman. Mr. Rogers ?
Mr. Rogers of Florida. Thank you, Mr. Chairman. I have just  a 

question or two.
Doctor, can you give us your  opinion if this would be a reasonable 

approach: It  seems to me, in listening to the testimony, tha t one of 
the possibilities of drugs getting into the black market or counterfeit 
would be when the  purchaser goes to the manufacturer without any 
showing to the manufacturer that  he is authorized to deal in these par
ticu lar drugs.

What would be the objection to requiring, before the manufacturer 
sells to any person, tha t he must l>e registered as a proper handler of 
these drugs, say with Food and Drug Administra tion, and simply do it 
by a registry number, have him include this number to  you which you 
may then check immediately with Food and Drug  to see if he is prop
erly registered?

Of course, they would keep th eir records anyhow as to whom they 
would sell, right  on down the line. Wouldn’t this lie an aid to the 
manufacturer and a protection to  the manufacturer himself, to see that  
his product does not get into the  wrong hands ?

Dr. Peters. I think it could be, and it certainly would represent an 
additional safeguard  in this area. I would question, to some extent, 
the necessity of this on the basis of Mr. Smoyer’s statement tha t we 
know the people that we are dealing with.

Mr. Rogers of Flor ida. You say you know the people you are 
dealing with, and this may be very true, but how are all these drugs 
getting into this market  ?

Mr. Smoyer. If  I may interject, I think  it is done by people who 
know very well that they are going into the illicit market and tha t is 
thei r intention. The only way you can stop them is to get the law 
enforcement officers on them.

Mr. Rogers of Florida. Of course, I  assume tha t is true, but if we 
have a check where we can tie it to them immediately, certainly this 
would stop anyone who is not qualified from purchasing from you.

As I  understand it, you say you check their  credit. But I wouldn’t 
think  this is necessarily a very thorough check on whether a person is 
authorized to deal in drugs.
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Mr. Smoyer. A credit check shows you what business they are in. 
You get a Dun & Bradstreet type of report which shows what kind of 
business they are in, so you have had an investigation made when you 
get vour  credit check.

Mr. Rogers of Florida. Does every company do that ?
Mr. Smoyer. I can’t speak for the others, but I assume that the 

major  ones do just as careful a check as we do.
Mr. R ogers of Florida. Of course, what 1 am trying to get a t is the 

fact  that the bi ll requires records to be kept, whom you would sell the 
materia ls to, and to whom the pharmacis ts do. But it never gets to 
the point of try ing  to prevent  the sale to an unauthorized person in the 
first instance. I would think by put ting  in a simple addition to the 
bill, saying tha t these people who would buy from a manufacturer 
must have a registered  number with Food and Drug, tha t this pos
sibly could cut off a g reat number of the drugs t ha t are now get ting 
into improper hands, and would be an aid, I  would think, and a protec
tion to the manufacturer .

Of course, they would be checked out. They would have to keep 
thei r records. They would be automatically inspected, along with 
everyone else, by Food and Drug. It  seems to me tlia t that would cer
tainly be an aid in stopping,  I would think , the biggest possibility 
of large numbers o f pills  or drugs getting into the wrong hands in the 
first instance.

Mr. Smoyer. If  I may make another comment, I think tha t the 
illicit manufacturer isn’t going to care whether his customer has a 
registration number or not. He is just going to be interested in the 
money obtained by selling the pills to the customer.

Mr. Rogers of Florida. I agree with you. It  wouldn’t help the 
illicit manufacturer.  We will have to  catch him in another way. But 
this would protect the legitimate m anufacturer from having his pills 
or products get into the  hands of wholesalers who may not be properly 
qualified or registered to do this type of business.

Mr. Smoyer. Possibly so, but I really feel tha t now the checks we 
make accomplish the same th ing without  some of the complications 
tha t you might  have through registration numbers. For example, a 
new customer, who is just  going into business, might not have his 
registration number for awhile because of  the machinery required to 
be gone through.

Mr. Rogers of Flor ida. Maybe he shouldn’t until he is properly 
checked out and qualified.

Mr. Smoyer. But I suppose it is possible t ha t the redtape would 
hold that back for a period of time afte r he really was legitimately 
ready to go ahead in the business.

Mr. Rogers of Flor ida.  I wouldn’t t hink  it would be too difficult to 
make a showing of a license, wi th a reasonable check tha t they could 
submit to Food and Drug to get thei r registered number.

Mr. Smoyer. This is just a minor complication that  occurred to us.
Mr. Rogers of Florida. Thank you, Mr. Chairman.
The Chairman. Mr. Cunningham ?
Mr. Cunningham. Doctor, I was wonder ing how big this business 

is in the particular  pills we are talking  about. Would you know indus
trywide  or at least for  your company how many pills are produced 
annually ?



244 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

Dr. Peters. I don't know what the figure is for  the indus try except 
from remarks that  I have heard in these hearings. As I  remember it, 
about 9 million and of these, it was estimated tha t half  went into the 
illicit traffic.

The Chairman. Nine billion.
Dr. Peters. Nine billion. This is the only information I  have in 

that  regard.
Mr. Cunningham. How many of  these would your firm manufac

ture?
Air. Smoyer. If  I  may interpose, this is confidential in formation in 

the trade as to what our exact sales are. But we are one of the  p rinci
pal manufacturers  of pharmaceutical preparations containing  deriva
tives of barbi turic acid.

Mr. Cunningham. These that are named on the second page ?
Dr. P eters. No. Those are not barbi turates. They are nonbarbitu

rates.
Mr. Cunningham. Which do you refer to ?
Dr. Peters. Butabarbital  sodium is our product  and that is one of 

the principal barbiturates.
Mr. Cunningham. You are one of the largest producers of tha t 

part icula r drug?
Dr. Peters. We are the largest manufacturer of pharmaceut ical 

preparations containing tha t part icular derivative and in the whole 
field of barbitura tes we are one of the larger manufacturers. There are 
several othe r la rge manufacturers  o f p repara tions containing deriva 
tives of barbituric acid.

The Chairman. Air. Kornegay ?
Air. Kornegay. Thank  you, Air. Chairman.
Dr. Peters, you say you are the principa l manufacturer of butabarbi

tal sodium. IIow many, or approximately how many other concerns 
in this country manufacture similar products, that is, the barbi turates?

Dr. P eters. I don’t have that  information.
Mr. Kornegay. Do you know approximately ?
Dr. P eters. No, I wouldn’t. The reason I wouldn’t is because I 

would know about the major ones, tha t is, I would know the large 
dru g houses t hat  are involved. I wouldn’t know some of the smaller 
ones there might be.

Air. Kornegay. Approximately how many large houses are there?
Dr. P eters. I would hazard a guess, sir. There are a dozen.
Air. Kornegay. I wanted to get some idea of whether it was 10,100, 

or 1,000.
You state tha t two of the nonbarbitura tes listed on page 2 are in 

the hypnotic class; is that  correct ?
Dr. P eters. Tha t is the prime indication.
Mr. Kornegay. Are they quick-acting  hypnotics?
Dr. P eters. Concerning the term “quick acting,” perhaps a better 

term is based on the dura tion of  action, because this is what determines 
whether a drug is used as a hypnotic or  not. If  a drug is a short-acting 
depressant, this  is a prime indication for inducing sleep. The reason 
is tha t obviously one would like to wake up at the end of 7 or  8 hours 
refreshed, r ath er than hung over. These drugs fall into tha t class.

Mr. Kornegay. In  other words, as I understand your statement, the 
quick-acting drugs are more in demand by the illicit  trade than  the 
slow acting ?
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Dr. Peters. One could say the quick-acting ones and the ones tha t 
have a powerful effect. You see, there is a difference here, too, because 
some of these are not as powerful in their action as are others.

Mr. Kornegay. In the  six categories of nonbarbiturates, two of those 
would fall into the quick-acting category ?

Dr. P eters. I would say th a t; yes.
Mr. Kornegay. And they would be more desirable for those persons 

who are just af ter  a kick ; is that correct ?
Dr. P eters. Th at would be the way I  would look at it. I don’t have 

the evidence for this, as I  indicated previously, because I  don’t know 
tha t they have been used for that purpose up to this  point, but basing it 
on the pharmacology, my answer would be “Yes.”

Mr. Kornegay. Thank you.
The Chairman. Is Seconal a derivative of butabarbita l sodium ?
Dr. Peters. Ko, sir. They are both derivatives of b arbituric  acid. 

One is not a derivative of the  other. They are both derivatives of bar
bituric  acid, which is the parent substance of the family of drugs.

The Chairman. Is butabarb ital sodium a class ?
Dr. Peters. Buta barb ital sodium is an  individual chemical, jus t as 

secobarbital is an individual chemical, a pure chemical.
The Chairman. And Seconal is a derivative  of barb ituric acid ?
Dr. P eters. Yes, sir.
The Chairman. I s it a barbiturate  ?
Dr. Peters. It  is a ba rbi turate ; tha t is correct. Its  generic name is 

secobarbital.
The Chairman. Mr. Broyhill ?
Mr. Broyhill. No questions.
The Chairman. Mr. Van Deerlin?
Mr. Van Deerlin. Dr. Pete rs, does your firm do much business with 

buyers in foreign countries ?
i)r . P eters. We are affiliated with foreign companies; yes.
Mr. Van Deerlin. Do you sell many products on consignment to 

Mexico ?
Dr. P eters. I thin k Mr. Smoyer could probably answer th at bette r 

than I.
Mr. Smoyer. I  really don’t know the answer. I  don’t think we 

would sell on consignment, but I don’t know. I am sure  we do some 
business in Mexico. I just don’t know the nature of it, but  I would 
question that we sold on consignment, because we have affiliates down 
there thro ugh whom we would sell.

Mr. Van Deerlin. These are not customers in the sense tha t you 
would have customers on the  American side on whom you run these 
Dun & Bradstreet checks ?

Mr. Smoyer. Well, I think  the distr ibution would be handled by 
our Mexican affiliate. I don’t know what their system of checking 
customers would be, but  I  th ink it would be s imilar to ours.

Mr. Van Deerlin. Because this  is a problem in southern California, 
do you th ink we could get more specific information on the  methods of  
selling outside the country ?

Mr. S moyer. Yes, we could. I am quite  certain, however, tha t the 
distribution down there by our affiliate would be the same as here. We 
want to know tha t our customers are in the business and tha t they 
are able to pay the bills.
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Mr. Van Deerlin. How would the drugs physically be trans ferred’ 
into their  hands?

Mr. Smoyer. I assume they are exported from th is country to Mex
ico, but I am not sure. I don’t believe we manufacture this produc t 
in Mexico.

Mr. Van Deerlin. What I  want to know is in what manner are the- 
deliveries made, so we can get some idea of the security which prevails.

Mr. Smoyer. Through common carriers , I  am sure. Through com
mon carriers who would be subject to whatever controls are present in 
Mexico.

Mr. Van Deerlin. And from what points in this  country ?
Mr. Smoyer. From Fo rt Washington, Pa.
Mr. Van Deerlin. Thank  you, Mr. Chairman.
The Chairman. Mr. Harvey ?
Mr. Harvey. Dr. Peters, I have two questions. Fi rs t of all is McNeil Laboratories, as a manufacturer, a member of the Pharmaceu

tical Manufacturers Association for  whom a represen tative testified last week ?
Dr. P eters. Yes, sir.
Mr. Harvey. My second question is, W hat raw materia ls go into the manufacture of butabarbital sodium ?
Dr. P eters. Into  the manufac ture of butabarbital  sodium in a form 

which is available to the consumer ? Is th at the question ?
Mr. Harvey. Yes.
Dr. Peters. Or into the making  of the compound itself ?
Mr. Harvey. I am just trying to go back one step further.  Tn other 

words, my next question, afte r you tell me what raw materials you use, would be, I want to know where you get those raw materials from.
Dr. Peters. For the manufac ture of the chemical ?
Mr. Harvey. Yes. You use barb ituri c acid, I take it.
Dr. P eters. No, the way these barbi turate s are actually made is 

tha t they are made from two chemicals which have no hypnotic or 
depressant properties in themselves, which are interacted.

Mr. H arvey. What are they?
Dr. Peters. Thev would differ with each of the barbiturates. One 

of them is urea. The other one would differ for each of the bar 
bitura tes in tha t there would be different chemical groups on one of 
the atoms in that structure. Tf we would ta lk about barbituric  acid,, itself, the two are urea and malonic acid.

Mr. H arvey. Are those chemicals used in other barbiturates?
Dr. Peters. Yes. Not very extensive medicinal uses in modem 

medicine. Urea in the past has been used as a drug. Fo r example, 
urea is a normal constituent of excretion by the kidney, and this drug 
was administered in la rge doses at one time to promote excretion by 
the kidney. I am not aware of any other medicinal uses for the substituted  malonic acid.

Mr. H arvey. Where do you purchase chemicals such as these?
Dr. P eters. I don’t have this  information, sir. As a matter of 

fact, I believe that our butabarbita l as a chemical is made for us outside of the plant. This is frequently done.
Mr. Harvey. Could any company, large or small, purchase tha t 

par ticu lar chemical, butabarbita l ?
Dr. P eters. I don’t have that information.
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Mr. H arvey. As to whether any company could or could not 
purchase it ?

Dr. P eters. No, sir; I don’t have it.
Mr. H arvey. I  have no further questions.
The  Chairman. Mr. Pickle?
Mr. P ickle. Thank you, Mr. Chairman.
Doctor, I want to pursue a little fur ther the question tha t Mr. 

Rogers had  presented to you. You are licensed to manufacture in the 
State  of Pennsylvania , and I assume you have a license from the 
State to go into business. Is th at correct ?

Dr. P eters. Yes, I would say so.
Mr. P ickle. You would say so ?
Dr. P eters. May I qualify this in this regard? This  is outside 

of the scientific area, you see, so I  am not acquainted with it.
Mr. P ickle. You got a license to manufacture from the State of 

Pennsylvan ia; is tha t correct?
Mr. S moyer. Do you mean a drug license, a license to manufacture 

drugs?
Mr. P ickle. Yes.
Mr. Smoyer. Some States  have tha t requirement, not very many, 

and I  am not sure whether Pennsylvania  does or not.
Mr. P ickle. Are you telling me t ha t you can just set up a busi

ness and go into operation and you don’t have to get a license from 
anyone to do it ?

Mr. Smoyer. In  many States  you can. You have to register with 
the Food and Dru g Adm inistra tion.

Mr. P ickle. H ow about Pennsylvania ?
Mr. Smoyer. Pennsylvania has a regist ration  law, I unders tand, 

and we do have to register there.
Mr. P ickle. I s this a perfunc tory sort of registration ?
Mr. S moyer. No. I believe they inspect. They inspect.
Mr. P ickle. You mean you don’t really know what requirements 

you have to meet to go into business?
Mr. Smoyer. Mr. Leininger, who is here with me, is familiar  with 

tha t, and he says we do have to be inspected and get a certificate of 
regist ration  from the State, but  tha t is not required in many States.

Mr. P ickle. Apparently, then, and I am assuming this, it is rela
tively easy to get a license to go into business such as your organiza
tion;  is th at correct?

Mr. Smoyer. I think  if you meet certain minimum requirements 
of the State  board  of pharmacy or board of health.

Mr. P ickle. Are those requirements established by the Sta te of 
Pennsylvania ?

Mr. S moyer. Yes.
Mr. P ickle. I s this true of every State?
Mr. Smoyer. No. I think many States do no t have any kind of a 

regis tration law.
Mr. P ickle. So if there is no regis tration law in X State,  then 

an organiza tion could go into business and possibly manufacture a 
lot of these very drugs and put them on the market, put them into 
distribution  channels, without any basic control;  is tha t correct?

Mr. Smoyer. I should point out tha t the Federa l Food and Drug 
Administration, under the drug amendments of 1962, requires regis-
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trat ion of companies manufactu ring drugs, no matte r where they are in the country. Then they are inspected at least once every 2 years  by the Food and Drug Administration.
Mr. P ickle. Did your company get a license f rom the FDA ?Mr. Smoyer. Yes.
Mr. P ickle. And every o rganizat ion in the country, so f ar as you know, who manufactures these or similar drugs, had to have a license from the F  DA ?
Mr. Smoyer. They are supposed to, but  I think many of the illicit ones have not, according to what Mr. Larr ick was saying the other day.
Mr. P ickle. Then the only controls, generally speaking, would be through FDA and not throu gh a State  licensing or regist ration  procedure; is tha t correct?
Mr. Smoyer. I think in some States you would have both of those controls. In  other States you would have only the Food and Drug Admin istration. They might  run  into the situation where the company mainta ined tha t it was in intrasta te commerce only and, therefore, not subject to the Federal law.
Mr. P ickle. Most of the organizations such as yours, though, would almost automat ically be classified as an intersta te organization: wouldn’t they ?
Mr. Smoyer. Correct.
Mr. P ickle. Yet, would you say it would be helpful tha t a S tate set up stringent  or a more rigid licensing procedure of concerns w’hich manufacture  drugs?
Mr. Smoyer. I really haven’t given too much thoug ht to it.
Air. P ickle. You are an attorney represen ting this  company.Mr. S moyer. Yes.
Mr. P ickle. Dr. Peters said, pursuing Mr. Rogers’ suggestion, that any company who buys drugs might have a number issued to them by the FD A, and this, in itself, would be some protection and a guarantee and indication that  they were legitimate and were entitled to  purchase these drugs. Would you approve of that  procedure ?
Mr. Smoyer. As I attempted to point out to Mr. Rogers, I think tha t our controls now are good enough so tha t we don’t have any problem about our products going to  il licit distributors, but I  suppose this would be another check on that , although numbers could be falsified by the customers.
You would have to check back with the Food and Drug Administration.  They would have to keep issuing lists, I  suppose, of registered distributors. There would be some delay in ge tting out proper lists. I can see complications that would result.
Mr. P ickle. There may be complications but we are trying to im prove on a bad situation, so we are looking for some kind of a procedure tha t would generally improve it.
Would you say tha t i f there are some 9 billion illegitimate pills put on the market th at this is loose control somewhere ?
Mr. Smoyer. Yes.. I think it was 4% billion out o f 9 billion.Mr. P ickle. 4i/> bill ion; that is correct.
Mr. Smoyer. Rut. I think tha t the main problem, from what the Food and Drug Administration has said, and others  have said, is that  the people who are putt ing these drugs into illicit channels will not pay any attention to whatever law is put out.



DRUG ABUSE CONTROL AMEN DMENTS OF 196 5 249

Mr. P ickle. The problem, then, as always is the case, is t ha t the 
people who go to church are not  the sinners, and you m anufac ture the  
products but you are not guilty  of it. Still we have 4 ^  billion in 
circulation. How will we control these illegitimate companies, or 
these companies that have very small regard for ethics and 
distribution ?

Mr. Smoyer. I thin k this bill will go a long way toward giving the 
Food and Drug  Adminis tration  more power. It,  for example, makes 
it illegal to possess these drugs even though inters tate commerce can
not be shown.

Mr. P ickle. It  would seem to me tha t even going fur ther than the 
possession, the records would be a more rigid  control on the manu
facturer. We don’t have a problem until these pills are manufac
tured. From th at moment on they get to be a problem.

I have just, one othe r question. This is a general question to either 
one of you. We are try ing  to  get into the control of these products . 
Would you say the American people are jus t using too many pills, 
too many drugs? You manufacture the products, and you are bound 
t o lie. interested in the health of our people.

Dr. Peters. I don’t doubt but th at there is a cer tain amount of  pre
scribing that  goes on tha t is not necessary.

Mr. P ickle. I am a fraid tha t is correct. I think we all share tha t 
feel ing. It  is often  said thi s country is getting to be a nat ion of goof
balls ra ther than a few people who are goofballs. There  must be some 
additional controls. Would you agree with tha t ?

Dr. Peters. I would certainly agree tha t in this area controls are 
needed.

Mr. P ickle. Than k you.
The Chairman. Dr. Carter?
Mr. Carter. Your company is in competition with the makers of 

tranquil izer s; is tha t not true ?
Dr. P eters. That is true.
Mr. Carter. Do you think tranqui lizers are potentia lly as danger

ous as the barb itura tes ?
Dr. Peters. I t depends in which area  we are discussing. I  would 

say th at in the area of drug  addiction this is a good likelihood.
Mr. Carter. In reading the report from the  doctor from Lexington, 

1 noticed tha t he gave a very good report. In  this he gave excessive 
doses of the par ticu lar forms of  the six drugs  mentioned, and not the 
uusal dosage but  far exceeding the dosages that are prescribed; isn’t 
tha t true ?

Dr. P eters. In that  pa per, the experiments tha t were performed, a 
number of them were on animals and here the  doses were excessive.

Mr. Carter. Yes, and even among the humans, so far  as tha t is con
cerned, the dosages that  were harmful were greatly  above dosages 
ordinarily given by a physician, prescribed by a physician.

Dr. P eters. Which is the  situation tha t accompanies drug abuse in 
terms of dependence and addiction.

Mr. Carter. Tha t is true. They represent tha t every one of these 
drugs are potentia lly dangerous, but almost any other drug  is equally 
so if abused. I think you have a point, but I  doubt tha t the tra n
quilizers present such a problem as the barbiturates.

Tha t is all, Mr. Chairman.
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The Chairman. As I understand, you say you do not know that  
they do present a problem at this time. Your contention is that they 
do present  a potential problem equal to the problem tha t exists.

I)r. Peters. Tha t is right . They have been shown to possess these 
properties and have a potential which at the moment one cannot p re
dict accurately. May I  point out, Mr. Chairman, tha t it took many, 
many years before we recognized the ful l potential of the  barb iturates 
in this area because the first b arbi turate was synthesized and used in 
humans about the year 1912. Many of the others came along in the 
1920’s.

The problem of the real abuse of these is something tha t is con
siderably more recent, both in terms of addiction and I believe in 
illicit traffic.

Mr. Carter. You do have a slight conflict of interest  in this area, 
is that tru e ?

Dr. P eters. I beg your pardon ?
Mr. Carter. You have a slight conflict of interest  in this area, is 

that  not true?
Dr. Peters. We have an interes t in two aspects of it, one of which 

has been referred to, namely, the competitive angle.
The Chairman. Of course, what causes me some difficulty about 

legislating on the basis of a potential hazard is how fa r you are going 
to go, where are you going to stop ? I have no doubt that  you and 
most members on this committee, most people having an illness, go 
to the doctor and he might say, “Don’t drink any more coffee” for a 
.certain length of time, or “Don’t drink  alcohol,” or “Ref rain from 
taking this or  that .”

As Mr. Younger says, they tell you to quit smoking. It  seems to 
me tha t our problem here is to develop the hazards in these fields and 
then meet the conditions. I don’t know tha t I  am capable of passing 
judgment on everything that might have a potential adverse effect.

Dr. P eters. I th ink one problem that comes into this picture, in this 
same regard, Mr. Chairman, is the fact tha t within the class of bar 
biturates, actually, we have d rugs  which differ in the extent to which 
they are  being abused at the present  time.

The Chairman. I suppose there have been abuses in the use of 
aspirin. I suppose there can be abuse in most anything, as the doctor 
said a moment ago.

Mr. Satterfield?
Mr. Satterfield. Thank you, Mr Chairman.
Dr. Peters, is it possible to anticipate with any degree of certainty  

that a drug, due to its chemical properties, is subject to abuse?
Dr. P eters. Due to its chemical properties ?
Mr. S atterfield. Yes.
Dr. Peters. Just looking at  the chemical structure of the com

pound? It  is possible in some instances to make predictions. For 
example, one could look at a chemical s tructure and say, “This has 
some similarity of chemical structure to morphine. I t  is, therefore, 
possible tha t it might have morphine-like properties .” Wi th certain ty 
it would be difficult.

Mr. Satterfield. The six th at  you mention in your report , do any 
of them contain chemical properties  tha t would enable you to antic
ipate abuse?
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Dr. Peters. From the chemistry, itself, one couldn’t projec t this. 
When any one of these was made for the first time, either this  property 
came up as a surprise or, let us say, a related compound was first shown 
to have this property , perhaps to a  lesser extent. But just to project 
purely from the chemistry, this is a very interest ing speculative sci
ence. Medicinal chemists do this all the time with a reasonable batting 
average, may I say.

Mr. S atterfield. You are in the business of research and develop
ment of new drugs as well as the production  of those tha t you have 
developed. Is there some point in the development when a manufac
turer can with some degree of  certainty arrive at the conclusion that  
a particula r d rug does possess properties  tha t make it a potential for 
abuse ?

Dr. Peters. Yes, in  some instances there would be. Fo r example, 
if we had a drug  which showed, upon injection into an animal, that 
it would put the animal to sleep at a given dose, then one would say 
this is a  hypnotic  agent; the possibility is tha t if this were given to 
this animal for a long period of time in doses tha t don’t keep him 
asleep constantly and when we withdraw the drug, it is possible that  
this  will be a drug that will show withdrawal symptoms.

Mr. Satterfield. Then you a ttach significance, to drugs tha t show 
withdrawal symptoms in terms of those that  have a potent ial for 
abuse ?

Dr. Peters. Yes, si r; I do, because one of the abuses of drugs, of 
course, is the fact  t ha t there is a dependence developed to them and 
this is manifested by abstinence symptoms when the drug is withdrawn.

Mr. Satterfield. Isn ’t it tru e there are substances classified as drugs 
for monentary of passing effect tha t do not become habit forming and 
yet still have a potential for abuse ?

Dr. P eters. Yes, this  is possible.
Mr. Satterfield. In  other words, you a re not really  going to know 

as to certain drugs except throu gh one experience of people actually  
abusing the use of them ?

Dr. Peters. In  some cases it  would require experience with them.
Mr. Satterfield. That is all, Mr. Chairman.
The Chairman. Mr. Huot?
Mr. Huot. No questions.
The Chairman. Mr. Mackay.
Mr. Mackay. Thank you, Mr. Chairman.
Dr. Peters, as I understand it, your company has no comment on 

this bill other than the request tha t these six drugs be added by name?
Dr. P eters. Right.
Mr. Mackay. I was not clear in your testimony about the medical 

litera ture supporting the possibility of abuse o f these drugs. Have 
there been experiments made tha t demonstrate these qualities tha t 
are adverse to public health ?

Dr. Peters. Some of these experiments have been done in animals  
which indicate tha t if the drug is withdrawn, abstinence symptoms 
occur. The major evidence here is based on case reports of situations 
in which the drug has been taken in large doses by a pati ent who is 
abusing it, and upon withdrawal of the  drug he has shown abstinence 
symptoms.
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Mr. Mackay. There is no question in your mind tha t th is bill could 
deal with those through the committee process set up in the bill,  t hat  
they could be brought under it  ?

1 )r. Peters. Ultimately , I believe they could ; yes.
Mr. Mackay. But you feel the noninclusion of them at this time 

really is unfa ir to your company. Th at is your case, i sn’t it?
Dr. P eters. Tha t is right.
Mr. Mackay. Thank  you.
Mr. Smoyer. I think it could be pointed out also tha t if there is 

reason to include drugs such as ours under the bill now, there is equal 
reason, from the public health  point  of view, to include these other 
drugs which have the same qualities.

Mr. Mackay. Except  tha t there is not any record now that  the 
public is being injured.

Mr. Smoyer. Actually, th e record of abuse on some of the barbi tu
rates is very slight. If  you go entirely on the question of actual abuse, 
I think tha t some of the barbiturates , including ours, might  well be 
excluded from the bill. If  you do no t accept the test of potential for 
abuse, that is.

Mr. Mackay. Specifically with reference to highway safety, are 
the stimulants or the depressants the greater threat?

Dr. Peters. Mr. Mackay, this question is complicated by the fact 
tha t the person abusing the sedatives in the  context we are discussing 
at the present time is usually abusing alcohol simultaneously. Tha t 
clouds that  par t of the picture.

I have been more impressed in terms of the highway situation  by 
the acuteness of some of the things t ha t happen with the stimulants. 
But on the other side, there  are a lo t of cases where people are driving, 
I think, using sedatives and alcohol and perhaps getting  by. What 
we hear about are the drama tic situations. The truck  stop is a step 
for amphetamines. This is what has b rought  th is to  the fore.

I would not be prepared to answer your question directly as to which 
of these two is abused the more.

Mr. Mackay. Does your company have any recommendations to add 
to this bill  on control ?

Dr. P eters. No, sir;  we have none to add.
Mr. Mackay. That is, how to get to the nonethical manufac turer?
Dr. Peters. I couldn’t, beyond greater diligence on the par t of 

those whose responsibility this  is.
Mr. Mackay. I have no fur the r questions.
The Chairman. Mr. G illigan?
Mr. Gilligan. Thank  you, Mr. Chairman.
Doctor, you say earlier in your  statement  tha t McNeil manu

factures and sells butabarbital  sodium as a present drug, which is 
a derivative of barbi turate acid. Do you manufacture Butisol So
dium tablets?

Dr. P eters. Yes ,we do.
Mr. Gilligan. Tha t is the trade name under which you put this 

drug on the market?
Dr. P eters. Correct.
Mr. Gilligan. Do you manufacture  the drug and sell it as buta

barbita l sodium tablets?
Dr. P eters. Our labeling carries both designations.
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Air. Gilligan. Do you sell it without the  trademark  on it?Dr. P eters. No, we do not.
Mr. Gilligan. So tha t any butabarb ital sodium you produce you produce under that  label, fcutisol Sodium tablets; is that righ t, quarter grain s and hal f grains?
Dr. P eters. Yes, sir.
Mr. Gilligan. There are other manufacturers, however, producing this  product?
Dr. P eters. Yes.
Mr. Gilligan. And they sell it at one-tenth of the price of Butisol Sodium?
Dr. P eters. I wasn’t aware of tha t.
Mr. Gilligan. This  is a catalog put  out by an outfit which describes itself as “America’s foremost wholesaler of generic drugs,” and they have listed Butisol Sodium tablets, quarter grain, McNeil, 1.000 tablets, $12.60; butabarbital sodium, half-g rain  tablets, 1,000 tablets, $1.70, which is very close to one-tenth of the  price. This outfit claims tha t the ir products pass all standards and tests of the Food and Drug  Admin istration. They sell these things on an order blank, which is contained in the back of the catalog. They will sell it  to anybody.
I got this catalog from a druggist in my distr ict on Sunday,  who said tha t anybody could buy, therefore,  butabarbita l sodium by filling out this order  blank. You have no knowledge tha t this drug  is being put on the market in this form ?
Dr. Peters. I wasn't aware of this par ticu lar situation, Mr. Gilli gan. I am aware of the fact tha t there are considerable numbers of drugs tha t are  being sold as generics at very low prices.
The situation which I am most acquainted with is the one that  relates to the antibiotics, where some of these are being imported from I taly .
Mr. Gilligan. They have a whole section in here on antibiotics and another one on vitamins. This happens to be the section in which they deal with name brand drugs. They list the well-known houses tha t produce the drug and in the same column the drug sold under the generic name for anywhere from a half  to one-tenth of the cost.
Pa rt of the bill before us, H.R. 2, deals with counte rfeit drugs. Are you aware of a problem in this  field, of your drugs  being produced, in a form which is similar, so f ar  as the layman’s eye can detect? The druggist showed me two tablets, for instance, tha t were exactly identical, which came out of different bottles. One cost him one-tenth of what the  name product cost.
Dr. Peters. I knew tha t there were others that were selling buta barbital. I did not know the magnitude of the price diflerence. I don’t find this unusual because of the fact  tha t, you see, my area within the company is that  of the scientific development. I am sure tha t the marketing people in my company are fully aware of this.Air. Gilligan. Is Butisol Sodium required to be dispensed upon prescript ion only ?
Dr. P eters. That is right.
Air. G illigan. And it is a barbiturate  ?
Dr. P eters. That is correct.
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Mr. Gilligan. These other drugs which are mentioned in the paper 
you have submitted to us, and I shall not attem pt to pronounce the 
names—do they require  a prescr iption when dispensed?

Dr. P eters. Yes, they do.
Mr. Gilligan. A drug whose trade name is Librium requires a pre

scription, but it is not a barbitura te?
Dr. P eters. Tha t is right.
Mr. Gilligan. The same druggist told me tha t he felt tha t this 

Librium was being sold on the market under generic terms quite 
widely without prescription. Would you, therefore, feel tha t H.R. 
2 should be broadened to cover th e registration and recordkeeping on 
all drugs  sold under prescription ?

Dr. Peters. I wasn’t aware of the fact tha t Librium  is sold with 
out prescription.

Mr. Gilligan. It  was not. Librium is specifically to be sold on 
prescription.  But he showed me a bottle of Librium on the shelf. 
He said tha t he was convinced tha t Librium, under its generic term, 
was being sold through illicit outlets, drugstores,  and so forth, 
without prescription.

Dr. P eters. Through illic it outlets. I see.
Mr. Smoyer. Tha t is a violation of law, of  course, to sell Librium 

without a prescription.
Mr. G illigan. The question that I couldn’t solve in discussing this 

matter with him was why should not all drugs which require 
a doctor’s prescription come under the terms of II.R. 2 rath er than 
just drugs which are listed as barbitu rates  or amphetamines? Why 
not include them all ? If  they are dangerous enough to public health 
to require a doctor’s prescrip tion to dispense them, why should not 
the drug houses, wholesalers, jobbers, pharmacists, and so forth , be 
required to keep accurate records of the stocks on hand  and so forth,  
the other provisions of this bi ll ?

Dr. P eters. I think actually  there is a gradation  here of hazard. 
The requirement of a prescrip tion, itself, is already a very adequate 
safeguard for  many of our drugs.

Mr. Gilligan. Do amphetamines and barbiturates normally require 
a prescription ?

Dr. P eters. Tha t is right.
Mr. Gilligan. But because of their acute effects, you would say they 

require even more stringent controls?
Dr. P eters. Yes.
Mr. Gilligan. Air. Chairman,  this  next question I  th ink I prefe r to 

direct to the committee or its professional staff rather  than  to the 
witness.

On the sections of H.R. 2 which deal with counterfeit drugs, I  would 
like to  ask whether these sections are intended to cover the situation 
of drugs  being sold by their  generic names, produced in tablets or 
whatever—they look identically  like the drugs that  are sold under the 
trade name and sell for  one-tenth the cost—is th at in the meaning of 
this proposed legislation, the counterfeiting of drugs?

The Chairman. The technical determination and the legal inte r
pretation, of course, are matters to be discussed when we get into the 
writing of the bill. When we get to tha t phase, there will be ample 
discussion, I am sure.
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Mr. Gilligan. I have one last question.
The Chairman. But if the counsel for the company wants to make 

any comment about it, it  would certainly be appropriate.
Mr. Smoyer. I have no comment except t ha t we feel th at the pro

vision regarding counterfeiting is beneficial. I t prevents a fraud on 
the public and competitive injury to companies whose products  are 
being counterfei ted.

The Chairman. I will say to the gentleman for his information 
tha t we dealt with tha t subject matter  of labeling in the Drug  Act of 
1962.

Mr. G illigan. One las t question: Does your firm produce a catalog 
like this, with order blanks in it, so people can order drugs from your 
house by direc t sale?

Mr. S moyer. No.
Mr. Gilligan. I have no furth er questions.
The Chairman. Doctor, tha nk you very much for your appearance 

today, and you too, Mr. Smoyer, for the contribution you have made to 
the committee. I am sure the committee will give consideration to 
your suggestions.

Mr. Smoyer. Thank you, Mr. Chairman.
The Chairman. The committee will adjourn until  10 o’clock Tues

day next. At tha t time we will have the  coroner f rom Cleveland and 
Mr. Larrick, I am sure. There may be one, two, or three other wit
nesses. There will be one other witness, but we will hear him in 
executive session.

I will say, Dr. Peters, along with  the medical b ibliography that  you 
referred to, which is included in the record with your statement, you 
submit substantial information about these various drugs you men
tioned. This information will be received for the files, but I think  
the nature of it and the volume would make i t unnecessary to  be in
cluded in the record.

(Whereupon, at 11:50 a.m., the committee recessed, to reconvene at 
10 a.m.. Tuesday, February 9,1965.)
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H ouse of R epresenta tives,
Com mittee  on I nterstate  and  F oreign C ommerce ,

Washington, D.G.
The committee met at 10 a.m., pursuant to recess, in room 1342, 

Longworth Building, Hon. Oren H arr is (chairman of the  committee) 
presiding.

The Chairman. The committee will come to order.
As we continue the hearings on the proposed legislation on the d rug 

abuse control bill, H.R. 2, we are very fortuna te, and pleased, this 
morning  to have as our first witness I)r. Alvin R. Yapalater, o f White 
Plains, N.Y.

Among the qualifications of our dis tinguished guest, he is presently 
engaged in private practice in psychiatry and as psychoanalyst in 
White  Plains, N.Y.

He is a lecture r of wide experience, au thor of several scientific pa
pers; and chairman of the Committee on Alcoholism and Drug Addic
tion, Westchester  County Medical Society of New York. He has been 
the consultant psychiatris t fo r Westchester County Pen itentiary since 
1954. Among othe r offices, the doctor is the secretaiy  of the New York 
State Committee of Delegates, American Psychiatr ic Association, and 
chairman o f the Medical Committee of the Westchester Committee on 
Alcoholism.

Dr. Yapa later , it is a pleasure to have you with us today. We ap
preciate your taking the time out of your very busy schedule to come 
to Washing ton an d give us the  benefit of your experiences and such in
formation as time will permi t on this impor tant subject matter.

Perm it me to say, as background for Dr. Yapa later’s presentation, 
recently I had the television on for the “Today” show of  NBC—and 
I am sure they will not object to the  plug—a few days ago, when Dr. 
Yapalate r was th e special guest. I do not know if he or the network 
had in mind t he hearings  th at were underway at the time or not, but 
I was great ly impressed with the  knowledge displayed by our witness 
this morning, and part icularly  the things he spoke of relat ing to th is 
field, although he was on the program discussing primarily another 
product.

So last  week, when I  had the privilege of being in New York for  a 
speech to the National Radio & Television Society, I called the doctor 
and asked if he would mind coming to the committee and giving the 
committee the benefit of his knowledge in order to help make this 
record as complete as possible.
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I give you this  background informat ion to let you know how we 
happen to have th is distinguished guest with  us this morning.

Doctor, we would be very pleased to have a sta tement from you, and probably there will be some questions.

STATEMENT OF DR. ALVIN R. YAPALATER, WH ITE  PLAINS, N.Y.
Dr. Yapalater. Thank you, sir.
I am glad to be here today because, to my estimation, there is so much confusion in the thinking regard ing the whole field of addictions  

and drug abuse. So much emotion obtains in this field t ha t clear thinking is sometimes hard to find. There is an awful lot of heat generated and very little light.
My experience in this held began about 1952 when 1 was ass istant chief psychiatrist at Grasslands Hospital, Westchester County. At 

tha t time, we worked on a small project  dealing with drug  addicts in conjunction with the FBI.
For  a number of months, we examined and tried  to trea t a few of 

their  cases, selected cases. That was my first contact with drug addic
tion. Then in 1954 the county board of supervisors decided to sta rt a program at the Westchester County Peni tentia ry for their  alcoholics who constituted upward  of 80 percent of the inmate population. I 
was h ired as a consulting director for one morning a week and they 
assigned to me a full-time psychologist.

That is how we began a program there which I am very pleased to 
say I  developed and at the present time we have a staff of a full-time psychiatr ist, psychologist, social worker, supervising psychiatr ic social 
worker, and a brandnew building for 130 beds for the treatm ent of alcoholics there.

We reduced the number of alcoholics by roughly 30 percent as a result of our treatment. This was the skid-row type of alcoholic, primar ily, the derelict kind.
Then we applied our t reatment methods, which was group psychotherapy, counseling, a total  push approach, to the narcotic addicts 

as well, and have a very promising program going on there fo r them.
I became a member of the Executive Committee of the Westchester Committee on Alcoholism in 1956 and became chairman of its medical committee. Then, when the medical society started a subcommittee 

of the public health committee on alcoholism and drug addiction, I 
was asked to serve as its chairman in 1960, and am doing so until the present time.

In  my private  practice, I  see many alcoholics, since I am fair ly well 
known for tha t in Westchester, that is, for the treatment of the illness, and ge t occasional drug addicts in  my practice as well, much more oc
casional drug addicts or d rug abusers than alcoholics, because a t the 
present time very few of the drug  addicts will seek medical help  be
cause of what  I feel is the highly repressive, legalistic, and punitive approach tha t currently prevails.

I mention this background because I have found th at alcoholics are 
very similar to drug  abusers. They have certain similarities to the drug  addicts, but  more similar to the d rug  abusers, which I will clar ify in a moment.
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We find tha t alcoholics will very often resort to pills, ba rbitura tes, 
or amphetamines when they are try ing to avoid alcohol, and then they 
will find that doesn’t work and they will end up with an addiction or 
habituation to alcohol and barbiturates.

Anyway, there is a distinct ion to be made between drug usage and 
drug addict ion, such as we find in the use of alcohol. There is alcohol 
usage and there is alcoholism or addiction or habituation, as the case 
may be. Roughly, there are 70 million people who use alcohol in the 
country, and of these there is an estimated 5 million people who have 
a problem with alcohol. A similar percentage or proport ion may pre
vail in dru g addiction and drug  abuse. That is my opinion.

I t is good to keep in mind tha t a lot of people use drugs and are 
not addicted. Again, to my mind, this  has a basic relationship to—the 
use of these things has a relationship—to human nature. Man is an 
imperfect creature. He has many weaknesses, many failings, one of 
which is a tendency to regress, tha t is, not to face up to life’s responsi
bilities. He will tend to revert to infantile  dependencies, infantile be
havior. He will seek pleasure and seek relief from responsibilities. 
This is people.

There are the  fortunate  few who are ful ly mature and who are able 
to go along life’s path in a very responsible, constructive, and whole
some way. Again, if it comes to figures, I would hesitate to  say what 
percentage of people constitute that group.

We have heard about the vices in general throughout the centuries, 
and they generally refer  to these regressive, infan tile tendencies in 
man. Tha t applies to the use of intoxicating substances, either liquid 
or powder or pill, to gambling, to sloth, to sexual perversions, and 
other  things of that  nature.

To state something very simply, I do not feel th at we can legislate 
out these tendencies toward vice.

Now, to come to something which is more pertinent to what we are 
talking about here, which I  gathered had to  do with dangerous dings, 
it is good to know that dangerous drugs are  ei ther addict ing or habit  
forming, or neither. I mentioned tha t before. One can use various  
drugs in a vice-like way and still  not  be an addict or even have a habit, 
such as we find in people who use alcohol.

The potential for addiction, however, is higher in some drugs, for 
example the opium derivatives where a mental and physical depend
ence is acquired, than  it is in others. In some, addiction does not 
occur. In  some drugs, for example marijuana, as f ar  as we know, and 
the evidence seems unequivocal to date, m arijuana can merely become 
habit  forming, and then no t necessarily so.

The same thing applies to barbiturates and to benzedrine, in my esti
mation, as well as other things, like glue sniffing, gasoline sniffing, 
turpentine  sniffing, and various other fads of intoxication  that pre 
vail among the youth.

It  is interest ing to note th at in Peru, for example, there are an esti 
mated 2 million coca leaf chewers, which is chewed to derive pleasure 
from the cocaine contained therein, and of them, an estimated 10,000 
addicts, an interesting propor tion.

The Chairman. Did you say 2 million ?
Dr. Yapalater. 2 million coca leaf chewers. In other words, there 

is a very small percentage of addicts among the coca leaf chewers.
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Likewise, I  feel that applies to the use of drugs in this country. The 
number of addicts is probably a small proportion of the number of 
users, of almost any of these drugs.

Much depends on the way the drugs are used by the user, e ither to 
facili tate social relationships on the  one hand, o r for the drug  exper i
ence itsel f; tha t is, to get “high.” The addictive-prone person seeks 
the drug  experience itself.  ITe is immature, has a personality mal- 
development, is maladjusted personally and socially.

Once addicted, this person is as dependent on drugs as a diabetic 
is dependent on insulin to feel well and to function in relat ive health. 
Like a diabetic who may vary in the amount of insulin tha t he re
quires, the addict  functions similarly. The amount of drug he requires 
varies from time to time, and is subject to considerable fluctuations.

The incidence of drug addiction and drug abuse to my mind is simply 
unknown, fo r two reasons: One is—well, for  one reason, th at the ad
dicts are driven into hiding for two reasons: One, because of the deep 
sense of shame they have for this type of perverted behavior; ancl, 
secondly, because of the repressive legal measures tha t have been in 
existence. It  drive addicts and users underground.

There are various estimates rang ing from 60,000 on the one hand 
in the country to 400,000 in the country, of addicts. This  is jus t the 
addicts. This  does not refer to  the drug  abuse. Even less is known 
about that.  Reports have varied about it. It  does appear tha t there 
is a d isturb ing increase in the use of dangerous drugs. We hear about 
it in the colleges, with marijuan a part ies; we hear of it in the high 
schools, the use of marijuana, part icularly; and also the ba rbitura tes, 
otherwise known as goof balls.

The degree of habituation to mari juana is simply not known, and 
probably is not very great. The degree o f habitua tion or addiction to 
barbitura tes is probably pronounced, but to my mind also probably 
considerably exaggerated. I do feel there is a problem in this country 
with these drugs, and still with alcohol. It  is something to be con
cerned with, something to do something about. But  the question is 
how.

There are two problems. One is a moral one and one is a medical 
one. The moral one would perta in to the use of alcohol or other in
toxicating substances, and the  other one would refer to the prevention 
and treatm ent of habituation and addiction. I don’t thin k we have 
been very successful in a represssive approach to these th ings, as I 
mentioned before.

The Volstead Act, prohibi tion agains t alcohol, was an excellent 
example of that.. It  jus t didn’t wTork. It  drove people in to mildly 
or severely criminal behavior. It  probably created a lot of alcoholics. 
It  made a greate r kick out of a forbidden thing. Fina lly it was re
pealed.

What happened to drugs? Aroun d the tur n of the century, drugs 
started coming into this country. It  was easily obtainable. People 
didn’t know much about it. They took them liberally. These were 
respectable people. They developed addictions or formed some habits. 
A lot of do-gooders got concerned about it, and finally laws were 
passed to prevent the importation of these drugs into this country 
and finally limit, ostensibly, their use by people.
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I t has been estimated tha t about a million cases o f drug  addiction 
were in existence around 1910. This  compares with the current esti
mate of as high as perhaps a ha lf mill ion today. We don’t know tha t 
there are only that many addicts. The other  hal f million, or more, 
may be completely unknown and invisible because of the curren t laws.

To my mind, the legal approaches to drug  addiction and drug abuse 
have failed. The claims that drug  abuse and drug  addiction have 
been diminished, to me are unfounded. I believe it  is a fallacy tha t 
urgently needs correction. The only thing t ha t has happened is th at 
the gangsters have got ten enriched, the addicted have been victimized 
and made into criminals, instead of being treated  like the unfortunate 
people they are, who often need help—often, not necessarily, all the 
time.

I want to  stress that . Ju st as many alcoholics are liv ing and func
tioning as respectable, constructive people because of their alcoholism. 
They can’t live any other way. If  we take their  alcoholism away from 
them, they are dead pigeons. That is a certain  group.

For example, in the penitentiary , when we first started there, I 
know I , myself, thought  tha t all alcoholics were in penitentiaries, or 
got there via skid row, or because they were homeless derelicts. I 
found out that this constituted less than  5 percent of the alcoholic 
population. The other 95 percent were fair ly respectable people, 
living fairly normal lives, compromised to vary ing degrees by their 
alcoholism.

I think tha t the same thing can apply in good measure to drug 
addiction and drug abuse. This is a very unpopular  viewpoint, I 
know, but th is is the way I feel about it. I am not alone in it, because 
the Academy of Medicine of New York in 1963 reiterated its stand 
that  drug addiction is a disease, the drug  addict is a sick person, and 
he should be trea ted medically.

The American Medical Association has come up  with compromise 
ideas to try  to retain the legalistic approach and at the same time 
emphasize the  medical approach. I don’t agree with that,  because I 
don’t think  i t can be done successfully, not as long as the laws remain 
as they are.

To me, the person who has drugs in his possession or uses them, or 
has drugs in his possession for their use, whatever drug it may be, this 
person should simply not come under the aegis of the law. This is 
the diabetic, so to speak, tha t I spoke of before. He has h is illness, 
he has to resort to drugs, he should be allowed to, as fa r as I am 
concerned.

Also, such people should be able to get thei r drugs from doctors on 
prescription, or even without prescription from pharmacies where 
they are known. Th at is my considered opinion on this. You are 
not going to end up with liquor stores selling, let’s say, instead of 
liquor, selling opium or heroin. There will be some control in the fact 
tha t it  is available in the drugstore , primarily on prescription, but not 
necessarily so.

Again, to my mind, this is the approach tha t is needed, and until  
we do it, we will be going up a blind alley. I would like to see these 
people be able to get thei r drugs inexpensively instead of having to 
resort to crime to raise the $15 to $30 a day that is required to satisfy 
thei r habits. I think that  legal measures can remain such as to pre-
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vent the illegal sale of dangerous drugs  or narcotics by unauthorized 
persons, mainly the underworld.

What other thing  would I suggest ? That involuntary  hospital 
commitment be made possible for some cases of drug abuse and drug 
addiction.

I meant to say before about pharmaceut ical dispensing of these 
drugs, by a pharmacy, that,  of course, sales to minors would be 
restricted.

The major  approach is one that is a public hea lth one, to my mind, 
and belongs to the field of education and medical rehabil itation. We 
often find that  once you give doctors a task to do, they are generally 
people of higher intelligence and great technical skills; if they can put 
thei r ingenuity to work on these things, they can usually come up with a 
fairly  good answer.

I would like to see the drug abusers and drug  addicts smoked out 
of where they are, out of th eir hiding  places, freer to come out in the 
open, to seek help when they need it, and for us to have the  facilities 
to treat  them. As long as it is not in medical hands, we just do not 
have these opportuni ties sufficiently.

I believe, Mr. Chairman, that wdl conclude my somewhat p repared 
remarks.

The Chairman. Doctor, thank you very much for  your very inte r
esting discourse on this subject. I am sure there are in the minds of 
the members innumerable questions. Time is a factor  this morning. 
I don’t know how we could elaborate a great deal on what you have 
said, even with innumerable questions, but under the circumstances, 
I think we will probably allow a few minutes for it.

I believe it would be advisable, since you come from the great  State  
of New York to give the committee the benefit of your experiences and 
suggestions in this field, to first recognize our colleague from New 
York, Mr. Murphy.

Mr. Murphy. Doctor, in my d istrict on Staten Island  there is a 4- 
year experiment going on which was funded by the  Federa l Govern
ment. That is to take addicts and pu t them in a home-type atmosphere, 
in a group of about 20, and in that  way to try to t rea t them not as a 
criminal, but to put them in an atmosphere tha t would be conducive, 
say, somewhat to a homelife and try  to bring  them off, I guess some
what, as you said, maybe in a type  of group psychotherapy,  or some
thing to that effect.

For over a year and a h alf  now we have had no instances of dope 
pushers coming down into tha t area, or these people going out and 
perpetrat ing any crime for tha t purpose.

Is this the type of treatm ent that you would prescribe as part  of 
the controlled hospitalization of an addict or a user?

Dr. Yapalater. That would be one type of approach for  a certain 
type of addict. To my mind, there are different kinds of addicts and 
users, as I  have stated, just as there are different kinds of alcoholics, 
and the treatment would have to be tailored to the particula r kind th at 
you are dealing with, some of whom may never respond to  help.

Maybe we will never reduce the number of addicts we have in the 
country, for tha t matter, but we will be treat ing them, a t any ra te, in 
the proper  way, ways which can be devised as we go along, one of 
which, for example, is th at I have been trying, in New York, to get
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bill 88 passed, which would provide for involun tary commitment of  
certain cases of alcoholism, where a person was no longer able to func
tion in a community, due to the use of alcohol. He becomes simply 
helpless because of it.

We cannot at the present commit such a person involun tarily  to a 
State hospital. The State department of mental hygiene has been 
one of the leaders in opposition to this. They don’t want to spend 
the extra money to do it, pure and simple. They haven’t fully ac
cepted the fac t tha t the alcoholic is a sick person.

There are various ways we can trea t these people, a good num
ber of them. As I said, this will be devised by the doctors once it  is 
put in their hands. I feel certain of that. I think  you are refer ring 
to the Hill top House in Staten Island , which is one type of facility. 
Synanon is another type of facility , which is run by an ex-alcoholic 
or an ex-addict, as the case may be. There is a place for tha t, too. 
There is a place for  various types of approaches which will be tried  
and have varying degrees of success.

Mr. Murphy. Who is going to determine who is going to be con
sidered just  an addict or a user of drugs?

Dr. Yapalater. We don’t have to worry about the user so much, 
as far  as I am concerned, as long as they are staying out of trouble 
and not being forced to be criminals by the current laws. It  is just 
as in the case of mental illness. People are examined by one or two 
psychiatrists  and a decision is made as to whether a person should 
bo certified, or not, to a Stat e hospital.

I think a psychiatr ist there would probably play a major role in 
determining who is a drug user or who is a drug  addict and whether 
or not he needs hospitalization.

Mr. Murphy. Mr. Chairman, I have no other questions. Thank  
you.

The Chairman. I believe it would be appropria te at this time to 
recognize the medical side of the committee. I would like to recog
nize Dr. Carter.

Dr. Carter. Thank you, Mr. Chairman.
Doctor, certain ly this  is a trend in medical thinking today, and I 

am in  thorough agreement with it. However, there are cer tain prob
lems tha t arise. As a practi tioner , I  have seen many times tha t many 
people abuse the  use o f ba rbitura tes, particularly . Some of these p a
tients consume, larger  amounts than they are supposed to, par ticu lar
ly in cases of hypertension, and they lose thei r coordination and so 
on.

If  we just open the door to them, then perhaps we would have 
lots of wrecks and so on. Don’t you think we should limit  their 
use of vehicles and things like tha t if we are  to  let them have what 
they want, and also limit  thei r occupations, where they shouldn’t be 
around dangerous machinery and so forth ?

Tha t is the only comment I have. I certainly enjoyed your dis
course very much.

Dr. Yapalater. Thank you, Doctor. I do agree that just as driving  
while intoxicated with an alcoholic beverage is an offense, driving 
while one is intoxica ted with any substance should be considered an 
offense. As fa r as the management of a person who star ts to take 
more of these medications than he is supposed to, under the doctor’s
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care, the docto r should feel free  to  ad mit such  a pa tie nt  to  a general  
hospita l, to  de tox ify  him, then to take  the pa tie nt  back  i nto  t reatm en t, 
to  get psychia tri c help  where ind ica ted , to  work  o ut th e pro blems t ha t 
led  to th e abuse o f hi s med icat ion, et cete ra.

Bu t, again , the  offenses fo r which  such  a person  wou ld be charg ed 
wou ld then be lim ited  to the  types o f th ing s, pro bab ly,  th at  an  alcoholic 
wou ld be charge d w ith.

Dr . C arter. I feel as though we would have to hav e s tr ic te r regu la 
tion s, however, because fro m the lit tle  experience  I have ha d when  
they use too much of the  barbi turate s- th ei r coordin ation  is such  th at  
the y would  be hazards on the  hig hway,  or ha za rds to peo ple  wo rking  
beside the m in ce rta in fields, and so on.

Dr.  Yapalater. Suc h res tri cti on s I feel sho uld  be th at  a person  is 
comm itt ing  an offense if  he is  op erat ing a vehicle on the publi c high 
ways while unde r the  influence of  such  a medicatio n. Th en  ju st  as 
the re is a tes t fo r alcoh olism  in such cases, there can be the various 
easy tes ts fo r ba rb itu ra tes in the blood, or  heroin , fo r th a t ma tte r.

Dr.  Carter. Th an k you,  M r. Ch air man .
Th e Chairm an . Mr. Sta ggers , have y ou any  questions?
Mr. Staggers. Yes, Mr. Ch air man . I  have several  questions, bu t I 

th ink th at , as the  chair ma n has  s aid , in beha lf of  exp ediency, we will 
be limi ted  in tim e.

But  with  re ga rd  to the  bill  we have  before  us tod ay,  it s m ain  pu rpo se 
is the ill ici t traffic  of the dru gs.  I t defines them and pena lties  for 
them.

Do y ou concur  th at  th is com mit tee  sh ould do s om eth ing  about that?
I  am no t ta lk in g about th e subje ct fro m the medical side , because  

we do n' t dea l wi th th at . We  ar e ta lk ing about the  illi cit  traffic in 
dru gs.

I) r. Yapalater. My opinion rega rd in g that  is th at  we are  pu tti ng  
our effort s in the wrong dir ect ion . Th at  is my main objection.

Mr. Staggers. We  a re ta lk in g about at tack ing one prob lem. The y 
can make any kind  o f dr ug  and sell it wit hout anyone k nowing about  
it,  and  it  can get  into any avenue  wi thou t anyone knowing  about 
it. We are  tryi ng  to regu la te  th e in te rs ta te  traffic,  the  illic it trade . 
Tha t is what, this  bill is abo ut. Wou ld you be in favo r o f t ha t ? Th at  
is th e question I  am a sk ing  about on th is  bill.

Dr . Yapalater. Th e only reason  I  am not  in fav or  at the presen t 
tim e is th at , as I  say, it is in the dir ect ion  of  con trol  and res tric tions.  
Then if  it  weren’t f or  the  fact th at  a ll e ffor ts have been in t ha t dire ctio n 
up  to t he  prese nt time , T w ould be in favo r o f it .

Bu t to  me it  is ag ains t the  sp iri t of  wh at I feel sho uld  be the  ap 
pro ach  t o the prob lem. Peo ple  a re  goin g to  feel th at  if  you have  some 
othe r res tri cted  mea sure  to control ill ic it traffic th at  you are  r eal ly ac
comp lishin g a big  p ar t of  th e job. To  me it is a smal l pa rt  of  t he  job. 
I f  the  d ru gs  w ere more  rea dily available to people in pharm aci es and  
un de r docto r prescri pt ion s the  fu rther  res tri cte d measures  on illi cit  
traffic wou ld no t, to m y mind , necessa rily  be req uired.

I t  may be th at  subsequen tly if,  le t’s say, th e approach  I  hav e in 
mind were in effec t, th en  some mild d egree o f re str ict ion on illi cit  traffic 
wou ld be  requ ired. I wou ld no t know to  wha t extent.

Mr. Staggers. Docto r, th is  bil l has no th ing to  do wi th the sale  in 
pharm acies or  those places at  al l;  fo r your  m edical adv ice,  from doc-
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tors of the country, when they need it, tha t has nothing to do with it. 
This is talk ing about the racketeers and criminals tha t are making  
fortunes out of these sales, and the unfor tunate s they are selling to, 
where the officers cannot get to  them. We are trying to control that .

We are not try ing  to go to the doctors and say what you should 
say as a doctor to your patient . We are tryi ng to govern the illici t 
trade in th is country. I think when a country fails to do this, when 
they don’t do it in the State,  in the Nation, or in the communities, 
something is lacking.

I think the separate  problem tha t you a re trying to them attack  is 
from another angle than what we are talking about. 1 would agree 
with you to a certain extent. As Dr. Car ter said, I have come in 
contact with a lot of things in my career as a law enforcement officer 
where I have seen tha t a lot of the crimes in this country are per
petrated by those involved in the illicit trade .

Dr. Yapalater. I believe in the law of supply and demand. Dry up 
tha t traffic by making the stuff more readily available at a cheaper 
price to the consumers.

Mr. Staggers. We are not a rguin g with tha t. We are talking about 
the criminal element of this country who are doing it and making 
fortunes out of i t, and d riving those in the high  schools and colleges of 
this country into addiction because they know they can do it by viola t
ing the law or getting around it in some way.

We are not talk ing about those who are users who go and legit i
mately buy a prescript ion.

Dr. Yapalater. I quite agree. I think it is admirable to consider 
that , tha t anything  against these vicious criminal elements should be 
done. I t is a question of whether it is advisable at this  time and 
whether it would be necessary if the whole approach were changed. 
Tha t is my question.

Mr. Staggers. We are not trying to dictate to the medical p rofes
sion how to trea t any addict or any user.

Dr. Carter. Would you yield for one question ?
Mr. Staggers. Yes.
Dr. Carter. Our question is on these people, for instance, who take 

barbi turate s and then commit crimes. We have seen tha t happen. 
We read of it regularly. I have seen it. For instance, not  too long 
ago in my community a man had taken seconal. In a snort while he 
stabbed another man in the chest. We see i t in truck  accidents along 
our highways where we find benzedrine or a combination of ampheta- 
mines-barbiturates  so many times of these people’s person tha t we 
know’ that, it happens  too often among the drivers .

The drug must  be causing the wrecks and so on tha t we see. Th at is 
what we are try ing  to do. We are trying to formulate a bill which 
would control the traffic of these things which do cause, we think , 
crimes and accidents on the highways and so on.

Thank you.
Dr. Yapalater. I unders tand that .
Mr. Staggers. I have no further  questions.
The Chairman. Gentlemen, tha t is the very thing  I  have been tr y

ing to avoid, to getting into an argument with a doctor regarding  these 
things. The doctor has made i t very clear tha t he believes that these 
drugs  should be made readily available through proper channels, legit
imate channels, and he has made it very clear tha t the unauthorized



266 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

people were the  ones t hat were  causin g the tro ub le in the dis tribu tio n of  it. I hope wTe can avoid ge tti ng  into arg um ents,  if  we can, abo ut it, because we h ave  anoth er im po rta nt  witness th at  we want to get  t o in a few minutes , who  w ill show you fro m his  experience, how easy it is in th is  country  to ge t these drug s throug h ill eg itimate  chan nels . Mr.  Macdonald?
Mr. Macdonald. I ju st  hav e one question whi ch I hope will cause no arg um ent. Bu t before I  ge t rea lly  con fused abou t th is,  isn ’t sec- onal  a so-ca lled slee ping pil l th a t people who want to go to sleep tak e as a barbi tu ra te?
Dr.  Y apalater. That  is quit e so.
Mr. Macdonald. W hy  wou ld someone who wa nts  to stab someone take a s leep ing  pill  before they  wil l do  th at  ?
Dr.  Yapalater. The se peo ple  who  misuse such medicatio n sta y awake wi th them. I t  is like  ta ki ng  a certa in am ount of  alcohol, not  enough  to pu t you asleep bu t to  keep  you on your  fee t, and you  are  sort  of  asleep on yo ur  feet.  But  yo ur  judgme nt is affec ted and any  criminal tendenc ies or  antisocial  tend enc ies  a person  might  h ave  m ay then be perm itted  to be ex pressed, because conscious  con tro ls a nd  j ud gment a re  weakened by  th e m edicat ion . But  they ta ke  it  to  get hig h.
I f  you  sta y awake while ta ki ng  these—one of these hypnotics or  ba rb itu ra tes—you ge t a  h igh  e ffect. Tha t is what  t hey are seeking.Mr.  M acdonald. Tha nk  you .
Mr. F riedel. Mr.  C ha irm an , I  hav e a question.
Doc tor,  I  know you have giv en th is  subject a gr ea t dea l of  th ough t. While you  w ere mak ing yo ur  st ate men t, I made an obs ervatio n. You  smoke q uit e a b it ; don ’t yo u ?
Dr.  Yapalater. Yes,  I  smoke abou t a dozen ciga re tte s a day . I  would  be called a mo derat e user. App ar en tly  it  does no t affec t my healt h o r my actions.
The C hair man . Mr.  R oge rs?
Mr.  Rogers of  Fl or id a.  Do cto r, do you dispense dr ug s yourself , in your  pra ctice , th ro ug h prescr ip tio n,  or  do you have the m fo r sale in your  own pract ice  ?
Dr . Yapalater. I  do n’t have  any drug s fo r sale. I  do dispense  

var ious medica tion s fo r ps yc hiat ric  use in my pract ice , tra nquil ize rs,  ant ide pre ssa nts . Very occ asiona lly  in  my lim ited experie nce  in p ri vate pr act ice  with a d ru g ad dict  I  will p rescribe  fo r brief  pe riods some
th in g like  methado n w hich i s a  na rcot ic drug , which w ill help a pe rson  get  off or w ith dra w fro m a  more severe ly narc oti c condi tion .

Mr.  R ogers of  Fl or ida.  I wo nder un de r y ou r p hiloso phy if  a person came to  you and  wante d a dr ug you wou ld have no com punct ion  to  pres crib e?
Dr . Y apalater. An y pa tie nt  who wa nts a prescr ip tio n fro m me I have to examin e thorou gh ly an d un de rst an d an d see f or  w ha t p urpose  the  medic ation would be prescribed .
Mr. R ogers of F lorid a. I  thou gh t i t was yo ur  philosophy that  people should  be able  to get  th is if  t he y wa nte d it , an d,  fo r ins tan ce,  should be able to  go to a pharmaci st.
You  would  no t, the n, give  i t to the m,  i f I  u nd ersta nd  you r p rac tice ?
Dr . Yapalater. No, if  they  wan ted  it , I  would g ive  i t to them . Bu t th ro ug h my in iti al  co ntact wi th them I  wo uld con sider i t a th era peut ic  con tac t. I  have  met wi th th is person . I  have  t ried  to  es tab lish a p ro fessional  rapp or t.
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Mr. Rogers of Florida. What about the pharmacist, where you sug
gested to let the pharmacist give it to anyone who came in ?

Dr. Yapalater. The pharmacist is also a professional person and 
has some judgment. He dispenses quite a few pharmaceuticals.

Mr. Rogers of Florida . If  a person just came into the store and asked 
the pharm acist, do you think he should be able to let anyone have these 
drugs if they ask for it  ?

Dr. Yapalater. Yes; if this is generally the case I feel that  a ph ar
macist should be able to do that.

Mr. Rogers of Flor ida. Then in your practice, if anyone wanted a 
drug,  it would not matt er if they were examined or not, you would be 
willing to give it to them ?

Dr. Yapalater. That would be an extreme interpreta tion.
Mr. Rogers of Flor ida. I was just  saying according to your phi 

losophy.
Dr. Yapalater. It  is difficult to state th at accurately. But  I  would 

say that is essentially correct.
Mr. Rogers of Florida . Thank you.
Dr. Carter. I believe the doctor meant he would first examine the  

patie nt and then determine his needs.
Dr. Yapalater. That is what I mean, yes.
The Chairman. Mr. Kornegay.
Mr. Kornegay. Doctor, you indicated in the course of your testimony 

tha t there is some difference in the medical definition of habit forming 
and addiction. Do you mind giving us the distinction  between those 
two terms ?

Dr. Yapalater. Yes. Habit forming refers to psychological de
pendence on any substance, just a need for it from an emotional or 
mental standpoint. A person is addicted when there is, and in addi 
tion to this, a physical need fo r the drug then so that if  the drug is dis
continued there are definite categorizable withdrawa l symptoms.

Mr. Kornegay. Could you accura tely state  that habit  forming is the 
first stage in addiction ? In  other words, one moves from h abit form
ing into addiction?

Dr. Yapalater. In  some cases. Again, tha t would have to be bet
ter determined once we are in a better position to explore these matters. 
But in some cases you have habit format ion never leading to addiction. 
In other cases, it is hab it first and then addiction.

Mr. K ornegay. In  other words, in some cases the use of d rugs will 
never cause a physical impairment of  the person.

Dr. Yapalater. Th at is correct, and i t is not  generally  appreciated, 
as a fact.

Mr. Kornegay. Thank you, sir.
Mr. Curtin. Will the gentleman yield ?
Mr. Kornegay. Yes.
Mr. Curtin. Do the persons become addicts who so use these pills?
Dr. Yapalater. I am not sure I understand that.
Mr. Curtin. Do persons become addicted to the use of these pil ls i f 

they take them ?
Dr. Yapaliter. Again,  tha t is variable. Some people can take 

them at will, like some people who use alcohol. Others will develop a 
habit. Others will develop addiction.

43 -8 76 — 65------ 18
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Mr. Curtin. So you can become an addict in the  use of these bar
biturates?

Dr. Yapalater. Yes. And that is only realized in the recent few 
years. It  was not realized before.

Mr. Curtin. Thank you, Mr. Kornegay.
The C hairman. Are there any fur ther questions by any members?
Mr. Van Deerlin.
Mr. Van Deerlin. Doctor, very recently the organizers of Syna- 

non, out in California , complained th at the State  government was not 
friendly toward their  type  of treatment and went so f ar  as to charge 
tha t the S tate narcotics enforcement machinery has a vested interest in 
the continuance of drug addiction. Would you see any fairness in 
this charge, any justification fo r it?

Dr. Yapalater. I think i t is probably a distortion of th e facts. If  
anyone does anything intensely in a period of time they have a vested 
interest in it.

That, is human nature. One develops a preference fo r one’s way of 
doing something and for the whole approach that  one follows. That 
does not  mean that, one gets financial gain or one is serving some evil 
purpose thereby, but tha t one is just doing what one thinks is r ight, 
and it jus t happens to be wrong.

Mr. Van Deerlin. I think the substance of this charge was that  if  
drug  addiction were cured, there would lie no great  fur ther need for 
drug control, and that the fact th at Synanon was purportedly making 
gains in this  direction was pulling  the rug out from under the nar 
cotics agents, which is a rather sweeping assertion.

Dr. Yapalater. I think  it is a rath er sweeping assertion. There is 
some tru th  in it. Of course, they think  tha t drug  addiction can be 
cured. I don’t know i f it  can lie. Just as certain types of illnesses can 
never be completely eradicated, you will have a cer tain number of  a f
flicted individuals every year, let’s say, but better management and 
treatm ent can be found for these people. But certainly,  again, what 
you say does fit in with what I feel, that the whole Federal approach 
and even the local approaches to th is are almost worthless, as f ar as I 
am concerned.

Mr. Van Deerlin. Doctor, would you say tha t the Brit ish legal 
attitude toward drug  control tallies fair ly well with the views you 
have expressed this morning ?

Dr. Yapalater. Of course, there  is no British  system as such. It  is 
just a way t hat  the Brit ish people go about handl ing various types of 
problems. It  used to be that  the Briti sh were very barbar ic people 
with their handling of various problems, with  hanging in the public 
square, e t cetera. Now they have abolished the death penalty.

Then, I th ink all the Purit ans  came to America and left Brit ain much 
more liberal and understanding in their viewpoints about many things. 
The Puritan s, I feel, here have directed the repressive approaches, 
thinking  tha t that  will gain the ends th at they seek. I  th ink tha t is 
false.

So we find that in o ther countries where there is a very liberal att i
tude toward  drug  addiction—for example, in Norway there is a high 
incidence of drug  addiction, but there is very little  crime connected 
with it. In  other countries, like Britain, there always has been a low
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addiction rate, for reasons that we don’t understand. And it still 
is low.

Mr. Van Deerlin. Would you call II.R . 2 an example of purit an- 
ism ? Tha t is the bill we are discussing.

Dr. Yapalater. I must say t hat  I have come here not prepared to 
discuss th is bill. I have not read it. I really don’t know what it is.
1 just came to give some general views about these problems from the 
medical and psychia tric standpoint.

Mr. Van Deerlin. Fo r one thing , for illegal, unauthorized  posses
sion of prescription drugs, it would impose a fine of up to $2,000 and/o r
2 years in jail, if you prefer.

Dr. Yapalater. For unauthorized what?
Mr. Van Deerlin. The illegal possession of specified prescription 

drugs. Is this puritan ical  ?
Dr. Yapalater. I th ink so.
Mr. Van Deerlin. Thank you, Mr. Chairman.
The Chairman. Mr. Mackay.
Mr. Mackay. Mr. Chairman, I  have one question.
My State  of Georgia has been very aroused because of a brutal mur

der tha t was committed just a couple of days before Christmas, in 
which a fath er and husband was killed by two hitchhikers he picked 
up, who beat him to death with a board while they were under the  in 
fluence of stimulants. I have not seen the record of the tria l, but it 
seems th at they probably  picked them up at an illegal source, such as 
a truck stop. We have been told by the Commissioner of the Food and 
Drug Administration that  he needs this  bill in order to eliminate the 
availability  of this type of st imulan t by giving a broader  definition of 
inters tate commerce and giving hm certan powers of search and seizure 
tha t he does not feel he has now.

The public feels that everyone’s life is risked because of th is illegal 
traffic, which this bill seeks to dry up.

As I  listened to your testimony, I did not understand that  vou were 
opposed to our trying to crack down on the illegal traffic of barbiturates  
and stimulants. You were not saying tha t a truck  stop ought to be 
able to sell to a casual passerby the stimulants and depressants, were 
you?

Dr. Yapalater. Ko, I was not. I spoke of authorized channels, p ri
marily through drugstores.

Mr. Af ackay. Have you any comment on this type of thing?  I have 
read several stories in the paper just recently where brutal  crimes 
have been committed, where the underworld has dispensed these 
stimulants and depressants.

Dr. Yapalater. Th at is an important question. I feel, and statis
tics bear me out, tha t crimes against the persons are minimal among 
the addicts and users.

If  these murderers killed this person under the influence of stimu
lants, to my mind they would have done it anyway, and maybe at some 
other  time. They are vicious psychopaths to begin with, and I don’t 
know tha t the use of the drugs  makes that much difference.

Mr. Mackay. With reference to amphetamines and barbiturates 
aren’t they easy to get hold of? Wouldn’t it be possible for me to go 
out of this building today and get them ?
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Dr. Yapalater. It  is fairly easy to do so.
Mr. Mackay. And you feel that t ha t ought not to be changed ?
Dr. Yapalater. I feel that changing tha t is not going to make tha t 

much of a difference, that the greater efforts have to be toward educa
tion, toward orientation of the public about the danger of these things, 
toward grea ter controls of parents over thei r children, the schools 
over their students, et cetera. These don’t have to be legal measures, 
so fa r as I am concerned.

Mr. Mackay. 1 would like to make a request of the witness, Mr. 
Chairman. I have been very interested in his general discussion, but 
since he has said he has not read this bill* I would cer tainly hope he 
would and give us the benefit of his view, of the  approach o f this bill, 
which aims itself at this illegal traffic in the drug.

I don’t feel th at it is puritanical. I would hope aft er he has read 
it tha t he could tell  us whether he feels that  the Congress ought to 
pass this bill.

The Chairman. I would like to say to my colleagues that  we brought 
Dr. Yapa later here as a professional man, a psychiatrist,  a man who 
has dealt in a professional way with people who have been addicted, 
who a re habitual  users or otherw ise users of these drugs.

I did not suggest tha t the doctor come here for the purpose of 
analyzing the legalistic phases of this legislation. We brought him 
here in a professional status all together.

I believe wre have good lawyers on this  committee who are capable 
of dealing with tha t end of it.

Are there  any furth er questions?
Doctor, do I get the full import of your testimony to be that there 

are many users of this  type of drug, from your experience?
Dr. Yapalater. Yes, that’s correct.
The Chairman. There are many young people users of this type 

of drug.
Dr. Yapalater. Tha t is probably also correct.
The Chairman. You mentioned something about the young people 

using it.
Dr. Yapalater. Yes.
The Chairman. For what purpose, from your experience?
Dr. Yapalater. To get intoxicated.
The Chairman. Sir, is tha t what has been commonly referred  to 

here as the desire to go on a spree ?
Dr. Yapalater. Yes, that  would be the idea. But not necessarily. 

Tha t is one form of intoxication. Some of them w ill just  want to get 
intoxicated in a group and all laugh together, or they think they are 
having a good time.

The Chairman. From your professional experience, certain crimi
nal elements are dealing with this type of drug ?

Dr. Yapalater. Yes, I do believe.
The Chairman. Do you know from your professional experience 

that, there are certain professional people tha t deal and utilize this 
type of drug?

Dr. Yapalater. Who traffic in it, do you mean ?
The Chairman. No, who use it.
Dr. Yapalater. Yes, there are some professional people who do. 

It  is no respecter of profession, age, or intelligence.
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The Chairman. Our problem here is to try to consider how those 
who might be engaged in the trafficking of i t can be handled. Tha t is 
our problem and tha t is the purpose of asking you for your profes
sional experience.

On behalf of  the  committee, let me thank you for your presentation 
here this morning, and for your willingness to  come to Washington 
for th is purpose.

Dr. Yapalater. You are quite welcome, Mr. Chairman. I t is my 
duty and my pleasure to have done so.

The Chairman. You have been very kind. We thank you for it.
Dr. Yapalater. Thank you.
The Chairman. At  this time, I would like to call Mr. Jay  L. 

McMullen.
For the information of the committee, Mr. McMullen is an employee 

of the Columbia Broadcasting Co. Mr. McMullen was in charge of 
the program assigned to his group and was responsible for  the pr o
gram th at many people saw last fall. In  view of the interes ting natu re 
of the program that was presented over the Nation, it occurred to us 
tha t i t would help  thi s record if we found out just  how Mr. McMullen 
and his group went about ge tting the information that  they presented 
to the American people.

I had occasion to visit Mr. McMullen in New York when I was 
there, and he did explain to us very briefly what they did. It  cer
tainly is an interes ting experience, which I believe should become a 
par t of the record, and all of you should have an opportuni ty to 
hear it.

STATEMENT OF JAY L. McMULLEN, CBS NEWS, NEW YORK CITY, 
N.Y.

The Chairman. I thin k Mr. McMullen, 1 have at least part ially 
identified you. If  you have any other identification tha t you would 
like to give the committee yourself, we would be glad to have it.

I think probably I should say tha t you originally came from Ohio, 
and you have had a varied experience in the field of broadcasting, 
and in the last few years in the field of obtaining info rmation r egard
ing the utilization of various types of products in connection with 
your responsibility.

Mr. McMullen. Mr. Chairman, I think  you have identified me 
quite correctly. My title  is producer of the CBS news factfinding 
unit, which is a unit  t ha t does investigative report ing. We consider 
tha t the McMullen services project would fall in tha t category.

As some background on that, which I  believe you would want, I had 
worked for almost 2 years p rior to presenting thi s pa rticu lar program 
on another program dealing with ‘‘The Business of Heroin .” Tha t 
was the name of  the documentary. That documentary there took me 
through the Middle East , into Europe, and back to this country, 
tracing the route of heroin from abroad into the United  States, and 
then tracing its route within the United States  down to the street- 
comer level, from pusher to addict, et  cetera.

When this program was finally completed, a number of experts 
in the field of narcotics to ld me tha t th e problem with amphetamines 
and barbiturates  had become acute. Some even said it had become
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more acute even than heroin. Wi th tha t information and tha t back
ground, I began making some inquiries. These inquiries, in turn, led 
me to believe that in fact there was a problem.

Pa rt of the problem, if not one of the major p arts  of the problem, 
was the diversion of these drugs from legitimate channels. Quite 
clearly the drugs were being sold in the black market, some a t truck 
stops, some on street corners, et  cetera. But  the  question was, a t least 
in my mind, flow could these drugs be diverted from the legitimate 
channels ?

Since if there was, in fact, a considerable market in these pills, 
then it would follow th at there would need to be a considerable diver
sion of these pills. The question then was what could we do to ex
amine how this diversion could possibly take place. In  order  to do 
this, we set up a dummy organization called “McMullen’s Services.”

We had printed  up a letterhead, which merely stated  the name, 
“McMullen’s Services” and said, “Export -Imp ort.” And it also had  
our telephone number, which was an unlisted number. Then we 
began looking to contact various legitimate manufacturers of these 
drugs.

We went through the Red Book, which has the listing of these com
panies, and we picked at random the names of some of these com
panies. We wrote to them first asking for their  catalogs. Some of 
the companies sent catalogs without making any inquiry, either by 
letter  or by telephone.

The Chairman. You mentioned companies. You are ta lking about 
manufacturers of drugs.

Mr. McMullen. Tha t is righ t, sir.
Some of these drug companies, producers, refused to send us cata

logs, and wrote us to the effect th at they considered it illegal to do so 
unless we could present them with some evidence of our legality as a 
drug  wholesaler, which is the area in which we were posing.

I think that  the film th at we have ready to show will rea lly present 
a picture of what we did.

Rather than go through the  whole story now—I might be repe
titiou s—if you would care to look at the  film, we could discuss it from there on in.

The Chairman. Is there objection?
No objection being offered—the film takes about what, 6 or 7 minutes?
Mr. McMullen. Yes, sir.
The Chairman. I think probably you may present it at this time.
(Film  was shown.)
The Chairman. Mr. McMullen, tha t is a very impressive presenta

tion. Certainly  it  is directly on the point  of the problem tha t we are 
try ing  to reach. I assume you decided when the inspectors of the 
State of New York came in on you, tha t it was about time to wind up your show.

Mr. McMullen. We certain ly did, sir. As a mat ter of fact, we 
did have some opportunities  to buy afte r that  time, but did not think 
tha t this would quite be playing the game fairly . Tha t the game 
was over when the inspectors walked in.

The Chairman. Do you have any further  comment ?
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Mr.  McMulle n. I  sho uld  say  th e experim ent was over . I  don’t 
like to th ink o f i t as  a game.

Th e Chairm an . I th in k eve ryone on th e commit tee and prob ab ly 
everyon e who is here un de rs tand s precisely  wh at you ha d in mind, 
an d the publi c serv ice th a t you  wer e at tempt ing to render .

Do you hav e an y fu rthe r com ment th at  you  wish to make?
Mr. McMulle n. No, si r;  I  t hi nk  the  film and the backgro und fa ir ly  

well p res ents w hat we di d.
Th e Chairm an . I t  ce rta in ly  does viv idly po rtra y ju st  w ha t y ou set 

ou t to  do.
Air. St aggers?
Air. Staggers. I have no questio n, bu t I would like  to commend Mr. 

McAIullen fo r the gr ea t service he pe rfo rm ed , and to make the stat e
me nt th at the st re ng th  of  the  lan d has been th at  we live  un de r law. 
Ev iden tly  in the movie you have show n there was a laxi ty  in the law  
some where because under the  law you sho uld  have ha d a license to 
buy . Is  th at corr ect ?

Air. AIcAIullen . I f  I  u nd ersta nd  yo ur  question,  1 t hink  you are s ay 
ing  that  the  prog ram shows t ha t th er e was a laxi ty  in the law. I  am 
not  cle ar on wh eth er  you mean  a laxi ty  in enf orc ement  of  the law  or  
som eth ing  th at  is lax , inn ate ly lax , in the law, itse lf.

Air. Staggers. Pe rh ap s both. Bu t I th in k pe rhap s maybe  in the 
enforcement  of the  law.  Ac cording  to the  New Yo rk  inspec tors who 
came to visit  you, you were  pe rfo rm in g again st the  law and you  
sto pped th a t when it  was enforced.  So pe rhap s it  was a laxi ty  of  
enforcement .

Air. McMullen. I don’t know  about lax ity , in all fai rness to the 
New Yo rk inspec tors , because qu ite  soon af te r we were  rec orded b y one  
of  the  dr ug  man uf ac tu re rs , th is  vi si t was  made, as soon as the y had 
knowledge  of it .

They ce rta in ly  lo st no time in ge tti ng  the re.  They did  tell  me, how 
ever , t hat  th ey  were very ha pp y th at  we were no t in busines s as a  com
mer cia l out fit, but  were merely  do ing  th is  fo r edu cat ional purposes. 
They said th at  they had only  e igh t inspec tors fo r the  enti re St ate,  a nd  
it  wou ld be very difficult  fo r them  to check up on eve rybody  wi tho ut 
ha ving  at  lea st some lead s the re.  So I  wou ld not want, t o imply  th a t 
the y were  lax , c onsid eri ng  the small numb er of  people the y have the re,  
an d conside ring the  fac t th at  the y did  act very quick ly once they  were 
inform ed.

Air. Staggers. I would  agree w ith  you , Air. AIcAIullen. Al l I wa nted  
to  show was th at  t he re  was so me thing  wrong  someplace, th at  you were  
able  to do th is,  and th at  we should find out. w ha t it  was.

Tha nk  you ve ry m uch .
Th e Cha irm an . Air. Y oun ger .
Mr. Younger. Tha nk  you, Air. C ha irm an.
I  wa nt  to  t ha nk  yo u, Mr. AIcAIullen, for  I th in k you have ren dered  

a very good service to  the  commit tee in ge tti ng  t hi s inform ati on .
I  have one que stio n. Do you th in k th at  merely  by co nt ro lli ng  the 

man uf ac tu re r in h is sh ipm ents and  the  mai l o rders  that  we could  con tro l 
the d ist rib ut ion o f the d rugs  ?

Air. AIcAIullen. I  don’t know w’hethe r I can hypothe size on th at 
or  no t, sir.  Ce rta in ly  inc rea sin g c ontro l of  t he m an uf ac tu re r I  would  
imagine wou ld resu lt in a gr ea te r con trol  of  thes e dr ug s righ t down
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the line, from the manufacturer to the drugstore and the shipment 
channels. I would say this, and I think perhaps it ought to be said 
in fairness to some of the companies that we did business with, so to 
speak, there did seem to be, and it is my impression, in some ways the 
Federal law, as presently constituted, is unclear to some of the drug 
manufacturers tha t we dealt with, or was at that  time.

My impression is that generally there were three groups  of manu
facturers that we dealt with. One group was primarily the larger 
companies who were, I would say, quite sophisticated in terms of the  
law, in terms of the potential danger of  these drugs getting out into 
illicit hands.

I think these were the companies for  the most pa rt that wanted to 
send around a sales representative before even doing business for 
us. Of course, that  stopped us from doing business with them. I 
would say the second group, which was the la rger of the three groups, 
consisted prim arily of companies tha t were legitimate and had good 
intentions, but I would suspect from the correspondence were no t as 
familiar  with, one, the potential problem; and, tw’o, the  law, to the 
effect that they were either confused by the law or simply were not as 
well acquainted with the law as they might have been. I would say 
tha t the third group might  fall in a more nebulous category as to 
intentions.

They may have known about the law and may have had  knowledge 
of the  potentia l harm of these drugs ge tting into the  wrong hands but 
were willing to do business anyway.

I  would say those are the three groups, I would say tha t by and 
large the manufacturers  have no desire to effect the release into 
illicit hands, judging from the correspondence tha t we had.

Mr. Younger. I did not get your last statement.
Mr. McMullen. I would say that the great major ity of the com

panies tha t actually did business with us did not want to effect, in
tentiona lly effect, the release of  their merchandise in to illicit hands. 
They did not do this knowingly.

Mr. Younger. How could you come to tha t conclusion when they 
would sell you 100,000 pills withou t any inquiry at all as to whether 
you were a legitimate dispenser?

Mr. McMullen. Well, sir, I am largely basing my statement on 
thei r statements made after the program, which were to the effect 
that  some clerical errors  had been made, in some cases, and others. 
Whether you believe this or not but this is what they said—and I 
happen to believe what many of them said.

Mr. Younger. I think  you are very generous with them. We may 
differ between the two of us as to their intentions.

That is all.
The Chairman. Mr. Friedel.
Mr. Friedel. Mr. McMullen, that  was a very informative film and 

I think a public service was rendered. You are to be complimented.
Without revealing the name, do you know the name of the company 

tha t notified the New York inspectors ?
Mr. McMullen. Yes, sir.
Mr. Friedel. Was that  one of  the  companies in the th ird  group?



DRUG ABUSE CONTROL AM EN DM EN TS OF 19 6 5 275

Mr. McMullen. That company I think I can reveal, because the 
company was mentioned in the film. We went by it rather quickly. 
It  was the Kirkman Laboratories.

Air. Friedel. Were they the ones that notified the New York in
spectors, try ing  to cover up because of their  looseness in sending you 
these pills?

Mr. McMullen. No, sir. They did not ship to us. They did what 
I think the Food and Drug Administra tion would agree was quite 
proper. They, having received our request for drugs, then contacted 
the New York State  Board of Health to determine whether we were 
licensed and, in effect, whether we were authorized to receive these 
drugs.

When the New York author ities informed this company that we 
were not authorized, we received a letter from the company stating  that  
they could not ship to an unauthorized wholesaler.

Mr. J arman. Would the gentleman yield ?
Air. Friedel. I will.
Air. J arman. Was that  the only company that took such precau

tionary steps ?
Air. McMullen. We really don’t know. We stated in our broad

cast th at we do not know how many of these companies attempted to 
check on us one way or  the other. This  is the only one that we know 
about.

The Chairman. Air. Devine ?
Air. Devine. AVhen did you conclude this  experiment, Air. AlcAlul-

Alr. McMullen. We concluded the experiment when the New York 
inspectors knocked on the door.

Mr. Devine. I know that , but approximately what da te ?
Air. McAIullen. It  was August 14.
Mr. Devine. About 6 months ago?
Air. McAIullen. Yes, sir.
Air. Devine. Do you know whether or not any citations of any type 

have been issued against any of these companies who shipped without 
authority ?

Mr. McMullen. No, sir ; I don’t.
Air. Devine. You have no knowledge ?
Mr. McMullen. No. I  would say this : We did conduct some sur

veys with the States try ing  to ascertain, so fa r as S tate law was con
cerned, whether there would be a breach of State law if a company 
within a particular State , a d rug company within a part icular State, 
shipped to an unauthorized person outside of tha t State. I do not 
recall a single instance in the replies of the States  to the effect that 
this would be a breach of Sta te law.

Mr. Devine. When the New York inspectors became aware o f your 
operation, do you know whether or not the Food and Drug  Adminis
tration here in Washing ton were made aware of your findings?

Air. McMullen. They were certainly made aware of our findings. 
Af ter  we had been in operation about a month, we had still not re
ceived any pills, bu t we had been on a fishing expedition, so to speak. 
We informed the Food and Drug Administration that we were en
gaged in this project.
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Mr.  D evine. They had fore knowledge , then , pr io r to yo ur  r eceiving 
these p ills  ?

Mr. McMullen . Yes, si r.
Mr. Devine. Wa s th at  kind  of an  insurance  policy fo r yourse lves? 
Mr.  M cMull en . I  would  say t hat we d idn’t co nsider  it  an  insu rance 

policy because the  Fe de ral  s ta tu te , I  believe,  re quires who lesaler s who 
rep ackage  to  reg ist er wi th the  Food an d Dru g Adm inist ra tio n.  Mc
Mu llen  Serv ices  d id  not  r epa cka ge and, consequently, we  were n ot  con
cern ed about bre achin g the Fe de ra l law. However , we did feel th at  
we wante d to  inf orm them.

Mr. Devine. I  th ink you  sho uld  be commended fo r yo ur  effort. 
Ag ain , I  would  like  to  ask  you, Do  you hav e any kno wle dge  of  any  
kind  wh eth er or  no t any cit ati on s hav e been issued by ei th er  State  
or  Fe de ra l au tho rit ies  in connection  wi th the shipm ent s?

Mr. McMull en. No, s ir ; I  am a fr ai d I  do not .
The Chairm an . Mr. Macdonald.
Mr. Macdonald. I ju st  have one question, Mr.  McM ullen.
In  y ou r sta tem ent af te r the  film, I  thou gh t you s aid , an d I will  ask 

you  now if  y ou did  say , th at af te r you  closed  down the op erat ion  of 
the experim ent, or  the  publi c service, wh ate ver  labe l you wan t to  pu t 
on it,  th a t y ou  were so lici ted  to con tinue  to do busine ss w ith  some dr ug  
firm?

Mr.  McMullen . Pe rh ap s I di dn ’t  make th at  clea r. We ha d oth er 
ord ers  ou t, a nd  I  f elt —th at is , before  the  St ate insp ectors  came, we had  
a numb er of  ord ers  p en di ng ; compan ies  ha d accepted ou r checks, for 
example, an d ou r orders , and ha d promis ed to  sh ip—I  fe lt th at  once 
the  S tate inspecto rs a rri ve d t hat  ou r ex perim ent was o ver  and i t w ould  
no t be qu ite  cri cket to  cou nt the othe r ship ments .

As it  tu rn ed  ou t? one sh ipm en t was enrou te at  the  tim e the broa d
cas t we nt on the air , an d the pa rt ic ul ar  com pan y sto pped  th at  sh ip
ment . I t  was a ra th er  la rge orde r fo r 161,000 pi lls. But  I  d idn’t feel  
th at  it  was  q ui te pr op er  t o cou nt th at in, and we did  not .

Mr.  Macdonald. A t any tim e di d any  com pany, once you  pu t out 
your  fee lers , send  let ter s so lic iting  yo ur  business, or  di d you send 
let ter s to  each  d ru g co mpany  ?

Mr. McMullen. We  were a brandn ew  com pany and, fo rtu na te ly , 
it  was n’t general ly kno wn th at we were  in business. We  were no t ad 
verti sin g. We, in ans wer to y ou r q ues tion , did all the  so lic iting  to  the 
exten t t h a t we asked fo r pr ice  quo tat ion s on drug s fro m vario us  com
panies.  We went  to them.  Th ey  did not  come to us.

Mr. Macdonald. No com pan y ever cam e to you ?
Mr. McMullen . T hat  is rig ht .
Mr . M acdonald. Th an k you.
Th e Chairm an . Mr. Kei th  ?
Mr. K eit h . Th an k you , Mr . C ha irm an .
Ar e t he re  an y oth er s ign ific ant  ar eas in which yo u feel th e law is not 

being  enfo rce d, o f a p aral lel  na tu re  ?
Mr. McMullen . I  am not qu ite  ce rta in  th a t I un de rst an d your  

ques tion.
Mr.  K eit h . I can  rememb er as a hi gh  school stu de nt  a science 

tea cher,  Stephen Cote, who ha d a hobby wri tin g to  firm s th at  ad 
vertised  dr ug s a nd  had tes tim onial s acco mp anyin g the  advert isements . 
He  w'ould wr ite  to the  ind ividua ls whose  na mes  were used  in the  tes ti-
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monials to find out  if  the ir name was used without their permission or 
if the individual in fac t existed, or whether or not there was misrepre
sentation  of the facts. Is there any law pertinent  to tha t kind of 
activity tha t you know of ?

Mr. McMullen. Insofar as misrepresenta tion is concerned?
Mr. Keith. Yes.
Mr. McMullen. No, I  would think  not. One of the things, how

ever—since I thin k the thrus t of your question had to do with the 
law itself—is th at I would say this : Insofar as registration with the 
Food and Drug Administration  is concerned, what seems to be re
quired, presently, is merely stat ing your name, address, the  name of 
your company.

If  I am a wholesaler, and I wish to state that I am a wholesaler, 
I register with the Food and Drug Admin istration, state  my name, 
address, and place of business. With in a per iod of 2 years, the Food 
and Drug Admiinstration  is required, I believe by statute, to check 
on me. But because of the FDA’s limited personnel, conceivably 
such a check would not be made until the second year, and perhaps 
in some cases late in the second year. This would mean th at an illicit 
opera tor could register w ith the Food and Drug Admin istration and 
when the drug  companies requested his registration  number, he could 
give them his regis tration number, and every 6 months or so change 
his registration number by registering under a new name, going out 
of business after 6 months and going into business again under another 
name. Say he did  this for a year. It  might make it a little difficult 
for the FDA inspectors.

Mr. Keith. Did you make any effort to correct this weakness in 
the law’ prio r to taking the  action that you did ?

Mr. McMullen. Any effort to correct the weakness in the  law ?
Mr. Keith . Yes. In  other  words, did you, by chance, confer with 

the Food and Drug people and suggest that they might conduct an 
experiment such as you did ?

Mr. McMullen. No, sir. We are not in the business of suggesting 
legislation or enforcement action. I hope tha t the public service we 
may offer is in the area of enlightenment in terms of matters the way 
they presently stand. Wh at action need be taken is certainly up to 
those who have the authori ty and the in terest to do so.

Mr. K eith. You pointed out, I  believe, the figure of  $670 as a to tal 
cost.

Mr. McMullen. Th at is correct.
Mr. Keitii. And the retail value was how’ much? Not the black 

market, but the retail.
Mr. McMullen. I don’t know that  wre quite broke that  down. What 

we said was that w’e paid  an average of 6 cents per hundred, and that  
the retail drugstore cost was around $5 per hundred. That varies to  
some extent. We took the lowest figure tha t we found, as I recall 
The drug prices in some cases went up to $8.

Mr. Keith. Do you believe there is a  grea t deal of significance to 
tha t phase of your enlightening process ?

Mr. McMullen. I do, sir, because I  think t ha t it indicates tha t this 
is an area where large profits may be made by those who wish to engage 
in the business, those who wish to engage in an illicit business.
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Mr. K ei th . Bu t the re are  leg itimate  and large  pro fits  th at are 
made in that  same area.

Mr. McMullen . I,  o f course , am in no po sition to  speak  in t erm s o f 
the  pro fits  that  are  made because I am  not  f am ili ar  en ough wi th over
hea d costs,  et. cete ra, a nd  1 rea lly  couldn 't com men t on th at .

Mr.  K eit h . Th an k you, Mr. Ch air ma n.
Th e Chairm an . Mr. Rogers?
Mr. Rogers of  Flo rid a. Tha nk  you, M r. Chairma n.
Mr. McM ullen, I th ink you have po inted  out  ve ry viv idl y fo r us the 

po int we were  dev eloping wi th the man uf ac tu re rs  the  o ther  d ay , and 
th at is th at in the law it  is no t now req uir ed fo r the who lesalers to 
fu rn ish a r eg is try  num ber  to the  ma nu factur er  before  he fill s the order . 
I,  fo r one, pl an  to  offer an  am endm ent  to do th at .

I won der  if  in your studie s you we nt fu rth er , wi thou t put ting  i t in 
yo ur  film. Di d you see where  th e d ru gs  could be fu nneled ou t i nto  an 
ill ici t mark et?  Did  you make any stu dy  along th is line ? W ha t was 
your  fin din g the re?

Mr. McMull en . We d id  m ake  w ha t I  w ould  ca ll a cursory  stu dy  of 
th at . We  contacted nu mb ers  of  pe rso ns w ho claim ed t o be b ar bi tu ra te  
or  am pheta mine  addicts . We ta lked  w ith  them c oncer ning where they 
ha d ob tained these dru gs.  We  also beg an a survey  of th e St ates  t o 
tr y  to de termi ne  fro m the State s wh eth er  th e problem was  increa sin g 
in term s of ha rm fu l effects wi th in  the  Sta te.

In  ans wer to  th at  pa rt icul ar  quest ion—th is is pro bably  rough, bu t 
th is  is m y reco llec tion—18 Stat es  sa id the problem  was in cre asi ng  con
sidera bly . I  th in k th ree or  fo ur  State s said the y thou gh t it  was 
dim ini shing . Th e major ity  or  the  rem ain ing  State s sa id they  s imp ly 
ha d no way  of ga ging.

Mr. R ogers of Flor ida. W ha t I  was tryin g to ge t at  is when you 
ta lked  t o these addic ts in tryi ng  to find ou t where they were  p urchas
ing , I wondered if  you h ad  gone in to  the  pro blem of  where a man  like 
the McM ullen Serv ices , b ut  o pe ra tin g illi cit ly,  w ould funn el ou t th ose 
pill s. Wou ld the y go to  t ru ck  s tops, or  w ha t was your  f ind ing  the re?

Mr. McMullen . We  d id find—an d I  will no t t ak e c red it fo r thi s as 
it is ra th er  common knowle dge —we did find th at  some of  these  pil ls 
were  be ing  sold at  tru ck  stop s. We fou nd th at  some of  them were 
being peddled  in ba rs an d in nig htc lub s. Some  also were being 
peddled  on the street.

The quest ion  would remain:  W he re  did the peddler s ob tai n these  
pi lls  ? Th e closest we g ot  t o th at was  t hat  t he re was a who lesaler of 
some so rt who  was prov id ing thes e, bu t I  did  no t ac tua lly  hav e the 
tim e to  t ry  to  tr ac k such a n individu al  down, somebody who  was there.

Mr. R ogers of  F lorid a. So a p ers on  wh o w ould  sell , say, in a ba r, or 
a t ruck  sto p, wou ld ge t his  sup ply  f rom a who lesa ler,  or is the re  a reg u
la r traffic in  th a t ?

Mr. McMullen. I th ink it  is, f or  me, ve ry difficult to  mak e an y cate
gor ica l st ate me nts  about how i t works.

Mr. Rogers of  Flori da . I  ju st  won dered if  you ha d fou nd any 
pa tte rn .

Mr. McMullen. I  would th ink the answer to th at is, “No, I  d id  no t 
find  any  p at te rn .” I  fo und pe rhap s a few instan ces  of  th e w ay things 
work, bu t as fo r pa tte rn , T don’t th in k th at  we rea lly  did  a t horou gh  
inv est iga tion o f th at .
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Mr. Rogers of Florida. Thank you, Mr. Chairman.
The Chairman. Mr. Curtin?
Mr. Curtin. Thank you, Mr. Chairman.
You say, sir, that  your research indicated these pi lls were sold in 

drugstores for from $5 to $8 per hundred, and you say you also found 
tha t they were sold i llicitly in bars and truck  stops and perhaps on 
the street. Did you find out what these pills were sold for in the 
illicit market?

Mr. McMullen. Not by the same purchasers. The cost in the black 
market was considerably more and, again, varied, I would say, up to 
five times or six times. We did not make, again, as comprehensive a 
survey on tha t as I would like to have made.

Mr. Curtin. Are they sold in the black market to these purchasers 
in quantity, such as 100 tablets, or jus t in very small quantities, as for 
example, 2 or 3 tablets ?

Mr. McMullen. Sometimes they are sold in small quantities  of 5 or 
10 tablets ; other times they are sold in perhaps  100 or  200. Some
times, as 1 understand it, they may be obtained in drugstores  if the 
addict has a friend  in the drugstore who will sell to him. In  tha t 
case, the amounts would probably be 25 or 30 tablets, something to that 
effect. But certainly not 15,000 or such as that.

Mr. Curtin. Thank you.
The Chairman. Mr. Komegay ?
Mr. Kornegay. Mr. McMullen, let me, with my colleagues, congrat

ulate you on a fine public service.
Pursu ing Mr. Rogers’ question a l ittle  further, is it your feeling or 

was it your feeling tha t you would have any difficulty in disposing of 
this large quanti ty of barbi turate s t ha t you purchased through illicit 
channels?

Mr. McMullen. Of course, I think the only honest answer to tha t 
is th at I didn ’t try,  so I cannot say tha t it would have been easy. I 
do have the impression, as gleaned from talk ing to addicts and users 
of these drugs, t hat  a wholesaler would have no problem selling them.

Mr. K ornegay. And getting rid of the large quantity  tha t you had 
in a relatively short time ?

Mr. McMullen. I t is possible that  the wholesaler would parcel 
these out; tha t is, he wouldn’t give any part icul ar peddler a million 
pills. He might have a middleman who would distribute or who 
would parcel them ou t to peddlers in smaller amounts. I would sup
pose that that is the way this would be handled.

Mr. Kornegay. Thank you.
Th at is all, Mr. Chairman.
The Chairman. Mr. Broyliill ?
Mr. Broyiiill. Mr. McMullen, I , too, join my colleagues in com

mending you for this very valuable information presented to the 
committee and the American public.

You have jus t indicated that  your investigation  showed tha t certain 
addicts obtained these pill s at the retail drug  level. Does your experi
ment or your investigation show tha t any grea t number of pills are 
getting  out of the legitimate channels of trade and into the “blac1’ 
market” at the retai l drug level ?

Mr. McMullen. No, sir ; I  didn’t mean to indicate tha t we had done 
an investigation of pil ls getting  out a t the  level of the  pharmacy. We
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did  no t do  such an inv est iga tion. My sta tem en t w as ba sed on wh at we ha d been to ld  by num bers  of addic ts an d was  no t based on a comp rehens ive,  fir sth an d examin atio n.
Mr.  Broyhill . No fu rthe r questions, M r. C ha irm an . Tha nk  you.
The Chairm an . Mr. Van  Deer] in ?
Mr. Van D eer lin . I know, M r. McMullen , th is was no t the pr in ci pal  ob ject ive of  you r s tudy, b ut I th ink it is extre mely no tew ort hy  t ha t if the  figures yen  have  offered are  cor rec t—and  check  my ina dequate  ma the ma tics i f th ey are  not—at  an increase o f $5 pe r hun dr ed  on ret ail , from the  6 cen ts th at  you were  ta lk in g abo ut, is a marku p of  abo ut 8,000 percen t, a nd if y our estim ate  of  th e b lack ma rke t value  is c orrect , of  five t imes th at , then we a re ta lk in g about a marku p of  ove r 40,000 percen t in  the black  marke t.
We may be p ut ting  our  fing er on 1 he ve ry real mot ivatio n th at  makes  th is traffic so difficult to eradicate . Those  mark ups would ta lly with your  fig ures ; wou ld they ?
Mr. McMullen. I  believe th at  is th e way it comes out. I  w ould say th is : Tha t inso far as the black marke t price  of  these drug s is con cern ed, the  Fo od  and Dru g Adm in ist ra tio n is ce rta inly  the  centr al au thor ity  on thi s. We  did  no t do any buying  of  these drug s in the  black ma rket,  an d I  cannot t es tif y fir stha nd  as to wh at  th ei r pr ice  is.
We  d id lean pr et ty  m uch on wh at  n ot  on ly the  F ood and D ru g Admini str at ion sai d, bu t wh at some of  th e nar cotic  burea us and police de pa rtm en ts repo rte d to us as the pr ice of  some o f thes e pil ls. I t  w as on th at  bas is th a t we sta ted  th at  th ei r blac k mark et value might  be $250,000.
Subse quent ly,  I  t hin k,  a s you heard , a spokesman fo r the Fo od  and  Dru g Adm in ist ra tio n said  that, the value  might  be as high  as a ha lf  mi llio n do lla rs.  I  hav e no way  of  know ing  speci fical ly wh eth er the  value  was th at high , bu t th at  is wha t th ey  believed.
Mr. Van D eer lin . These are lar ge ly  prefab ric ated  pil ls?  Th ere  wasn’t any  wo rk to be done  on  t hem  b y a ph armac ist  in most cases ?
Mr . McMulle n. Mos t of  them were, bu t we did buy  some pow der . Th is  would  be in  t he  ra w form. We  made inq uir ies  as t o how difficult it wou ld be to con ver t th is powd er int o pil ls, if  t hi s was  an ext rem ely  difficult process, as , for  examp le, it  is d ifficult to  conve rt mo rph ine  base int o heroin . Th is is a very in tri ca te  busin ess th at  requir es a good knowledge  of chemistry.
I f t hi s had been the  case, pe rhap s it wou ld not hav e been pe rti ne nt  to buy  pow der . We  were assured th a t it is n ot difficult to con ver t thi s powd er into pil ls. Th ere  are  machines  th at  ap pa rent ly  are  ine xpensive whe re you  can ju st  cra nk  these pi lls  out.  Th at  is my un de rsta nd ing .
Mr.  Van Deer lin . Th an k you .
The Chairm an . Gentlem en, I th ink we will have to go to  th e House. Is  the re a nyone who canno t be back  at 2 o’clock ?
Wo uld  it  inconvenience you to come back at 2 o’clock, Mr. McMullen ?
Mi-. McMullen. No, sir.
Th e Chairm an . I f  you will do th at , it will let us go ove r to the  House. We  will  get  perm ission to sit  du ring  genera l deb ate  thi s aft ern oon. We will come back  and  conclude with you at 2 o’clock. Then we will have Dr.  Griff ith.
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The committee will recess until 2 o’clock.
(Whereupon, at 12:10 p.m., the committee recessed, to reconvene a t 

2 p.m. the same day.)
AFTER RECESS

The Chairman. The committee will come to order.
Mr. McMullen has resumed the stand.
Mr. Pickle, do you have any questions ?
Mr. P ickle. Mr. McMullen, I  wanted to ask you if in your contact 

with the various suppliers that you mentioned this morning—do you 
know whether they were required to have a license or be registered 
within thei r own State  ?

STATEMENT OF JAY L. McMULLEN, CBS NEWS— Resumed

Mr. McMullen. We made a check on the various State require
ments and  found that quite a number of States  do not require either 
registration or license number. My recollection is that insofar as 
the companies who sold to us are concerned, some were in States  tha t 
did not require either licensing or registration .

Mr. P ickle. In those Sta tes which do require registration or licens
ing, is it  not possible tha t they could apply for a license and go ahead 
and operate until  some time later  before they are apprehended?

Mr. McMullen. Sir, I am speaking of the manufacturer s and pro
ducers. Insofar as wholesalers are concerned—and I  gather now th at 
the thrust of your question has to do with  the wholesaler ra ther than  
the manufacturer s—insofar as wholesalers are concerned, the same 
thing tha t I said before would apply to them. Some are required to 
register in some States, that is, wholesalers are required to register 
in some States, and other  States they are not.

Mr. P ickle. This  is true  of manufacturers likewise; is that not correct'?
Mr. McMullen. Yes, si r; tha t is correct.
Mr. P ickle. Then, in your opinion, there is a considerable laxity 

with regard  to the l icensing or registe ring of both manufacturers  and 
wholesalers within  respective States ?

Mr. McMullen. I would certainly  say there is a discrepancy in 
terms of some States requiring this  and others not requiring it.

Mr. P ickle. For  my own information, what is the requirement with 
reference to FDA regulations when a manufacturing concern, al
though it may be perfectly legitimate, goes into business and they 
are required to regis ter with FD A ? Is thi s a matte r of simply writing 
to FDA and telling them tha t they are in business and they can operate  
just the same, or m ust they get that  regist ration  first before they can ever go into business ? Do you know ?

Mr. McMullen. I really do not know the answer to that question. 
I believe that they must register. I am not cer tain when this  provision 
went into effect. It  is possible tha t some companies were in business 
before it did go into effect and, consequently, they would then have 
to go and registe r after  the fact, so to speak.

Mr. P ickle. One official testified, I believe, tha t the FDA  would 
inspect these various establishments on an average of once every 2 
years, so it is possible, then,  that  even though a concern might submit



282 DRUG ABUSE CONTROL AMENDMENTS OF 19 65

its  re gistr ati on  under FD A, they would have  several  mo nth s to  opera te 
and a ccumulate  all kin ds o f medic ine in the  meant ime, be fore th ey were  
eve r vis ited  or  insp ec ted; is that co rrect?

Mr.  McMull en . In  the case of  a wholesale r as opp osed now to a 
man ufac turer who produc es thes e am phetamines  an d ba rb itu ra tes, it 
would seem, on the  basis of ou r stu dy , th at  a wholesaler could be in 
business  fo r a conside rable tim e before  he wou ld be checked by the  
Food and  Dr ug  Administ ra tio n.

Mr. P ickle. That  is all,  Mr. Ch air ma n. Tha nk  you.
The C hairma n. Mr. Huo t, h ave  you an y quest ions ?
Mr. I I uot. No questions, M r. C hairm an.
The C hairman . Mr.  Ronan, hav e you any  questio ns ?
Mr. R onan. No questions.
Th e Chair man . Air. Gill igan  ?
Mr.  G illigan. Mr.  Ch air man , th an k you.
I have ju st  one question of  you. You recoun ted  the  story of, be 

cause one of  these  wholesa le dr ug  firms ha d talked to the  New Yo rk 
au tho rit ies , th at  two  inspec tors fro m the St ate of New Yo rk visi ted  
your  office, gri m faced . Was the re any  s ugg est ion  o f wh at  th ey could 
do to  you, or  did  they ex pla in it, o r do  you hap pe n to  know ?

Mr.  McMullen. I f  the  circum stance s ha d been en tir ely  dif ferent , 
and if, in fac t, we ha d been  op erat ing fo r com mercia l ra th er  th an  
edu cat ion al purposes, there  was certa in acti on open to  them . Un de r 
the circums tanc es, the insp ect ors , an d in fact  the  S ta te  bo ard of healt h, 
expre sse d conside rable gla dness  th at  we were no t in fac t black- marke t 
opera tor s, a nd  they also  expressed the  view th at  wha t we were at te m pt 
ing  to do would be in the publi c intere st and hav e an edu cat ional 
na tur e.

Mr.  Gillig an. I un de rst an d th at , of course . But  suppose  you ha d 
said to  them th at  you ha d boug ht  $600 wo rth  of  pi lls  and you collec t 
pre tty pi lls  like  some people collect stam ps.  Sh or t of bein g able  to 
pro ve  a sale on yo ur  pa rt,  is there  an ything  u nder the New Yo rk law 
to forbid  your  possession  of  these d rugs  ?

Mr. McMullen . Yes. New Yo rk has a statute con cerning ille gal  
possession. W ha t the inspecto rs did  say to  me, however , which may 
be of int ere st to  you, is th a t the y may  hav e ha d a good deal of  d if 
ficulty in prov ing —as sum ing  t hat  we were  a commercial  b lac k-m ark et 
outfit , which we we re n ot— the y may hav e h ad  a  conside rab le difficulty 
in prov ing a case because it wou ld be difficult, since  wholesale rs are  
no t req uir ed to keep  records, fo r them  to  ascer tain to  w ha t e xten t we 
were  in business, and if  t he y could no t find on ou r prem ises  th e drug s 
and could not find any records, the y wou ld be ha rd  pres sed to  pro ve 
a case.

Mr. Gillig an. T hat  is the po in t I  was  lead ing to. Th is bil l be
for e us does req uir e or  wou ld require, if  adop ted , the  who lesa ler, 
among others , to keep  rec ord s of the  rec eip t and disbursement of  cer
ta in  typ es of dru gs,  includ ing the ba rb itur at e an d amphe tam ines.

Th e o the r ques tion  t hat  I  had  in m ind , aga in us ing  the  figures whi ch 
you  gave  us o f som eth ing  like $600 w orth of  d ru gs  being wo rth  in  the 
neighb orhood  of  a qu ar te r of  a mil lion  do lla rs on the black ma rke t, 
is t he  b ill provide s, on the  firs t offense, a fine of  $2,000 an d/o r 2 year s 
in pri son, and $15,000 on the  second offense wi th  up  to 6 years  in 
prison .
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Do you have any opinion as to the balance between the penalty of

fered under this law and the really astronomical profits which ap
paren tly are available to this kind of trade ?

Mr. McMullen. I am, of course, not a lawyer. I am not sitti ng 
in a position of having to make this  kind  of judgment, with access to  
information from different sources. I don’t consequently, know tha t 
I am very qualified to pass on whether that penalty would be s uf
ficient or not. I don’t think  tha t I have any par ticu lar expertise in 
tha t area.

Mr. Gilligan. Thank you. No more questions, Mr. Chairman.
The Chairman. Mr. Murphy, have you any questions?
Mr. Murphy. Mr. McMullen, I would like to congratula te you on 

a real public service and a graphic presenta tion of your program. 
I noted tha t one F lor ida  firm tha t you ordered the drugs from had 
them shipped from a New York firm to your office. Did it occur to 
you tha t tha t transaction probably did not involve interstate  com
merce ?

Mr. McMullen. Did not involve intersta te commerce ?
Mr. Murphy. Yes.
Mr. McMullen. It  did not occur to me. The transaction as I 

unders tand it, was basically between McMullen Services and the com
pany in Florida. The company in Flor ida made arrangem ents for 
the actual delivery through, apparently, communications with  a firm 
in New York fo r actual delivery.

I think I  recognize you r point, however, which is that, in effect, the 
materials  tha t we received did not cross a State line. Is tha t your point ?

Mr. Murphy. Tha t is right. It  probably was an economy in tra ns
porta tion costs as well as the fact tha t none of these drugs d id cross a 
State  line, and it probably would no t come under this part icular act 
in tha t type of transaction.

Mr. McMullen. That I don’t know, but those are  the facts of the matter , in any case.
Mr. Murphy. No fur the r questions, Mr. Chairman.
The Chairman. Mr. Younger?
Mr. Younger. No questions.
The Chairman. Mr. Staggers,  have you fur the r questions?
Mr. Staggers. No, Mr. Chairman.
The Chairman. Mr. McMullen, we want to thank you on behalf  

of the committee fo r your appearance  here and the contribut ion you 
have made to this hearing. It  has been a very grea t one and we are grateful to you.

Mr. McMullen. Thank you, Mr. Chairman. I t is a pleasure to 
try  to be of help to your committee.

The Chairman. You have been very cooperative and we appreciate it very much.
Mr. McMullen. Thank you, sir.
(The following matt er was submitted for the record:)

CBS Evening News Wit h  Walter Cron kite, September 2, 1964
Cronkite. One of the unsolved and major evils of our modern American society is narcotics addiction. And today it frequently begins—and ends tragically—in the use of the seemingly innocent pep pills and goof balls— properly barbitura te drugs and amphetamines. Their overuse leads to addic- 
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tion to them—and withdrawal can be more painful and more dangerous than 
withdrawal from more notorious drugs. Their  overuse leads frequently to the 
use of other drugs. There overuse leads to crime and debasement. When 
misused by drivers lighting drowsiness the resul t has been death on the highways.

Yet pep pills and goof balls a re easy to come by. They are peddled at candy 
stores and filling stations and dozens of other outlets.

The law—Federal  and local—is inadequate in most cases to deal with the 
problem, mostly because the supply of the drug cannot be cut off.

The Federal Food and Drug Adminis tration estimates tha t at least one-half 
of the legitimate production of these drugs is being diverted and sold in the 
illicit market.

We wondered jus t how difficult it is to secure from legal channels mass 
quantities of barb iturate and amphetamine drugs—pep pills and goof balls. 
A CBS news factfinding unit has jus t completed a 4-month investigation of 
tha t question. Here is what they found, reported by Producer Jay  McMullen.

McMullen. Fir st we found tha t in many States  wholesalers of barbiturates , 
amphetamines, or other prescription drugs are required to obtain a license and 
to keep records of purchases and sales. Those who repackage and sell in inter 
state  commerce are generally required to register with the Food and Drug Ad
ministra tion and—according to the FDA—manufacturers should check on the 
legitimacy of a new wholesale buyer. But to what extent can a would-be whole
saler without registrat ion or license number purchase quanti ties of amphetamines 
and barb itura tes from legitimate producers or manufacturers?

To find out we created McMullen Services. In New York City on May 4, 1964, 
McMullen Services rented an office in this building at 35 West 45th Street. In 
room 605 we began operations. We ordered 250 letterheads and envelopes. The 
letterhead included our telephone number, which was not listed in the telephone 
directory, and the words “export-import.” At the First National City Bank of 
New York we opened a regular checking account. Next we bought a copy of the 
Drug Topics Red Book. This book lists drug manufacturers th at sell barb iturate 
and amphetamine drugs.

Then we sent out letters  to 24 companies in 11 States requesting th eir catalogs. 
We received price catalogs with no questions asked from 17 of the 24 drug 
companies contacted. We eliminated five of these because they have sales  repre
sentatives in the New York area who could easily check on us. That  left us 
with 12 companies—and we placed orders with all of them.

In Philadelphia Richlyn Labs said no sale unless  you send us your FDA regis
trat ion  number. But Harvey Labs asked us no questions; promptly shipped us a 
carton in response to our order for 40,000 phenobarbital tablets. Jan  Labora
tories—also in Philadelphia—filled our order for 2 pounds of amphetamine sulfate 
powder and 4 ounces of phenobarbital powder.

In Worcester, Mass., Cowley Pharmaceutica ls asked us no questions and 
shipped us a car ton invoiced for 100,000 phenobarbital tablets  and 5,000 amphet
amine capsules.

In Chicago, Savoy Drug refused to  ship without receipt of our license number 
as did Bates Laboratories, which demanded our FDA registra tion number. But 
Maizel Laboratories did not check wi th us, and filled our order for 5,000 vials of 
phenobarbital.

In Portland, Oreg., Hack Laborato ries responded to our order for 25,000 
phenobarbital tablets.

In Baltimore, Md., the Barre Drug Co. asked for our State license number, 
but Carroll Chemical did not question us and filled the order of McMullen 
Services for 50,000 phenobarbital tablets.

In Miami. Fla., we placed an order with Zirin Laboratories. Zirin accepted 
the order withou t question. But the actual shipment, 5 pounds of amphetamine 
powder—equal to 441,000 5-milligram tablets, came from Hexagon Laboratories, 
in New York City. Hexagon—a producer of amphetamine powder—did not 
question McMullen Services.

By the first week of August 1964, McMullen Services had received to tal ship
ments for the equivalent of 297,000 Vt-grain phenobarbital tablets  and 628,000 
5-milligram amphetamine tablets. They came from 58 percent of the companies 
with which we placed orders.

In a mood of confidence McMullen Services then wrote to 27 more companies. 
This time we asked for direct price quotations on generally larger amounts of 
amphetamines and barbiturates . Only 13 of the 27 companies complied with our 
requests. We placed orders with seven of them.
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From Canton, Ohio, Bowman-Braun Pharmaceuticals  shipped a carton labeled 75,000 phenobarbitals. From Buffalo, N.Y., Direct Laboratories also sent us a shipment invoiced as 75,000 phenobarbital tablets. But Barry-Martin Pharmaceuticals in Miami and four other companies refused to ship—unless McMullen Services presented an authorization .
Kirkman Laboratories in Seattle, Wash., went further. It  asked the New York State  Board of Pharmacy  whether a license had been issued to us. The board sent two rather grim faced inspectors to pay a surprise visit to McMullen Services.
The books of McMullen Services are now closed. We have not opened the cartons  we received. We have asked the Food and Drug Administration  to do tha t—in order that thei r contents may be officially inspected and and tabulated. We believe tha t we received the equivalent of 1,075,000 pills. Our total  cost:  $000.28 or about 6 cents per 100 pills. Their price in retail  drugsto res: about $5 per 100. Experts estimate  tha t the value of  1,075,000 pills sold in the black market is between $250,000 and $500,000.
To purchase these pills we had contacted 51 companies; placed orders with 19 of them. We do no t know how many of the companies we contacted attempted  to investigate  us. We do know tha t by the time the State inspectors arrived,  47 percent of our orders had been delivered by companies in eight States. Just how difficult is it to purchase mass quant ities of dangerous drugs? The fact s speak for themselves.
Cronkite. Today the unopened cartons tha t McMullen Services received were trucked from New York to Washington and were delivered to the Food and Drug Administration.
There they will be opened, and to keep the record clear, the drugs will be analyzed.
Tomorrow we’ll report on the resul ts of tha t analysis and talk  with Federa l officials and Congressmen who are concerned with this  matter.

“CBS Evening News” With Walter Cronkite, September 3, 1964
Cronkite. Last evening, you’ll recall, we presented an exclusive film repor t by the “CBS News” factfinding unit  on black market traffic in pep pills and goof balls—or, as properly known, barb itura tes and amphetamines. We wanted to find out how difficult it would be to obtain mass quantities of these drugs  through legal channels. Producer Jay  McMullen set up a bogus company and nine of the firms he contacted sold him the drugs, without  any questions. For an outlay of $600, he got more than 1 million pills, which could be sold on the black market for more th an $250,000. We turned over the unopened cartons  of drugs to the Food and Drug Administration in Washington. Reporter  McMullen followed the story there and here’s his report.
McMullen. We are with Mr. Louis Lasher, assis tant to the Director of Fie ld Operations Food and Drug Administration. Mr. Lasher, yesterday, on behalf of the FDA, you received the unopened cartons tha t were delivered by McMullen Services. Obviously you’ve opened some of these cartons; precisely what  steps have you taken ?
Lasher. We opened the cartons and determined tha t the cartons  contained a number of containers of drugs. To thi s point the analysis has confirmed t hat  the drugs are amphetamines  and barbiturates , and tha t the amounts of amphetamines and barb iturates  say in each capsule or table t are, as indicated on the product’s label.
McMullen. How many pills would be in a bag like tha t one before us there?Lasher. That  bag probably contains 75,000 to 100,000 tablets.McMullen. Well, we believe and have so stated that we obtained the equivalent of approximately  1,075,000 amphetamine and barb iturate pills. So far,  would this seem to check out with your tabulations?Lasher. Yes.
McMullen. Would you think tha t our estimate of the possible black market  value of these drugs total ing perhaps $250,000 would be out of line?Lasher. I would say tha t the black market  value of the drugs turned over to us would range from $250,000 to $500,000 worth.Cronkite. Jus t as in the case of other drugs, the overuse of pep pills and goof balls can lead to the addiction tha t tu rns life into  a nightmare. To get a desc,rii>- tion of the  warning signs, “CBS News’’ Correspondent Dave Dugan talked with
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Dr. Robert Baird, a New York physician who spends a lot of time working with 
addicted youngsters.

Dugan. Dr. Baird , what are the physical effects on someone who’s taking pep 
pills or goof balls?

Baikd. Well, the classification of two different things—the pep pills are  the 
amphetamines, such as dexamine and benzadrine, and what the individual  goes 
through in many—they have this fas t hear tbea t which the youngsters would be 
aware of, a fas t pulse in the knuckles, feels like their  heart is trying to get out 
of thei r chest. They are extremely apprehensive, very anxious, they are ex
tremely suspicious of people, they can’t go to sleep at night, they stay up all 
night, they lose their  appetite, there’s tremendous loss of weight. Just by way 
of illustration,  some of those I’ve seen—I’ve ha d them in my office—one pa rticu 
lar  youngster I recall I had seen thought he saw, right in my office here, red 
alligators  and green rats  running around the office. Another fellow told me 
th at every night before he’d go to sleep he would use a knife and stab the sleeping 
hamper because he was sure there was someone who was staying  there . Another 
chap believed tha t a red car was following him all day, so they had these de
lusions of paranoia  tha t someone was chasing them. That  is on the dexedrine, 
the weight-reducing pills.

Dugan. Yes.
Baird. Then with the goof balls—those are  the barb itura tes—those pills the 

individuals a re extremely sleepy, very lethargic, but before they get to tha t stage, 
they go through a stage of being very animated, sometimes very hostile, very 
suspicious, they pick a fight with individuals.

Cron kite. The shadow on the office wall is tha t of a young man who learned 
about bar bitur ates the ha rd way.

Dugan. Did you have any idea when you star ted  out what the results would 
be?

Shadow. No, I didn’t. I had no idea of i t at  all. In fact, I made a purchase 
from one of the fellows in the neighborhood. I purchased three goof balls for a 
dollar, and I  wasn’t aware of what these things would do to me. And I was told 
to take one, or possibly two and you’d get real high and feel great. I took ju st 
tha t, but I also had a few dr inks besides and on the way home I managed to hit 
two parked cars, and I got into trouble with the police. And th is is one of the 
side effects of goof balls.

Dugan. How serious did it get? How bad did you feel taking these things?
Shadow. Well, I felt tha t I was awake and I knew what I was doing and 

yet my reflexes wouldn’t respond. And when I tried  to walk—my equilibrium— 
I would bump into things and I had no control over myself. And plus the 
aftereffect, after this drug has worn off is like you’re coming off a weekend 
binge, a hangover.

Dugan. How does it feel to be clean, as they say, not dependent upon pills 
any more?

Shadow. To be in the gutt er and to lif t yourself up and look the  world 
strai ght in the face again and live from day to day and know th at you’re clean 
and not using drugs and not using any sort of pills. You’re jus t getting up 
every morning, going to work, eating a good meal and enjoying it, and to be 
able to communicate with people and—it’s great. I can’t find words for it, it ’s 
really indescribable. It ’s good to be alive again, let’s put it th at way.

Cronkite. A number of autho rities are convinced the only way to cut down 
on th is illegal traffic is to give Washington greater supervision over drug manu
facture and sale. A bill sponsored by Senator Thomas Dodd, of Connecticut, 
and passed by the Senate would require manufacturers, among other things, 
to disclose a ll sales to the Federal Government. “CBS News” Correspondent 
Charles Von Frem d talked about the bill’s prospects with the  Senator.

Von F remd. What is the progress of this bill now?
Dodd. I introduced tha t bill back in March of 1961. It ’s passed the  Senate: 

it’s now in the House, where i t is meeting the undercover opposition, opposition 
tha t never appeared when we held our hearings in the Senate. And this makes it 
very difficult for us to get the bill through this  year.

Von Fremd. Have you been aware  of the lobbyist strength in this partic ular 
field?

Dodd. I sure have. I ’ve learned of it  in  a couple of ot her fields, too. And it  is 
powerful, it is strong. They don’t come forwa rd—we invited everyone who 
wanted to be heard on this bill to come forward,  for over a year and a half 
we heard witnesses. None of these people ever showed up; tha t isn’t how they
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work. They work underneath in a sinis ter manner, and they block these measures despite the fact tha t a vast majority,  I believe, of our people in this country want  this bill, for  example, and others like it passed. It ’s a  f rus trat ing  experience to fight this kind of opposition. It ’s ju st what  I said it was, i t’s a national scandal. Now I’m suggesting, and those associated with me like Senator Hart and other Senators, just give us the  simple information, how many are  produced, who do you sell them to. What a littl e thing to ask. And yet we run into a stone wall of opposition.

Cronkite. Senator Dodd’s bill now is in the House Commerce Committee, and up to now, it has  been given little  or no chance of getting out thi s year.
But as a result of our story, the situat ion was brought to the attent ion of both houses of Congress today.
In the Senate, Ralph Yarborough of Texas took the  floor to urge House action so the measure could become law this year. A similar appeal came from New Jersey  Congresswoman Florence Dwyer in the House.
Cronkite. Tomorrow, we’ll have a report on the reaction of the firms tha t sold the drugs to McMullen’s bogus company.
Right  now, Eric Sevareid has some thoughts about this revealing venture.Sevareid. The private enterpri se success story of McMullen Services, export-import, proves once again tha t with imagination, a small amount of capita l and hard work, any upstanding young American can become a financial success, if not necessarily a pillar of society.
His $600 investment could have brought McMullen Services around $54,000 had he sold his pills at  going re tail prices ; over a quarter  million had he sold them in the black market, where the  youthful addicts  get them.
All done by means of a nice little  letterhead. In modern society the letterhead seems to have the same magical power as the king’s seal in medieval Europe or the Roman eagle of antiquity.
Six cents per hundred pills at  the manufac turer ’s leve l; an average of about $5 per hundred at  the reta il druggists’ level and fa r more th an tha t at  the level of the black market. Th at’s a spread wide enough to accommodate middlemen in the middle of middlemen.
This couldn’t happen, of course, without  the universal  lust to take drugs, one th ing tha t distinguishes man from the animals. And without the careless craving for a new thrill , one of the things that distinguishes adolescents, the real victims here, from matu re men and women.
Many years  ago, Dr. Oliver Wendell Holmes told the Massachusetts Medical Society tha t if the whole materia medica were sunk to the bottom of the sea, it  would be all the better fo r mankind and all t he worse for the fishes.He probably overstated his case. But the chemical revolution does seem to be backing up on itself. Chemistry, in the form of medicines and serums, has saved millions of lives and prolonged life expectancies, with many resul ts including a population explosion now engulfing many countries, including our own. Maybe chemistry, by some law of natu re or history, is now rectifying this  si tuation—by the careless use of pesticides, the release of bre athable fumes into the air  of every big city, by polluting the rivers and part s of the sea. and by filling bodies with barbi turates, pep pills, and antibiotics—the final effects of which on the human system the next generation may discover, and may not like.
Th e C hairm an . O ur  ne xt witn ess will be D r. V. D. Matt ia.
I  belie ve you  ar e the  executive vice pres iden t of  Ho ffm ann- 

LaRoche L ab orator ies o f N ew J ersey,  D octor.

STATEMENTS 0E DR. V. D. MATTIA, EXECUTIVE VICE PRESIDENT, 
HOFFMANN-LaROCHE, INC., NUTLEY, N.J., AND DR. GERHARD 
ZBINDEN, VICE PRESIDENT FOR RESEARCH

Dr . Mattia. Yes , si r.
Th e Chairm an . And  I  believe you  m ight  like to iden tif y the pe r

son wi th  you.
Dr. Mattia. On  my ri ght is Dr . Ger ha rd  Zbinden,  ou r vice pr es i

dent fo r research.  He is acc om panying  me in th is presen ta tio n on 
be ha lf of  th e c omp any .
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The Chairman. You may proceed.
Dr. Mattia. I am a physician, as is Dr. Zbinden. I  received my 

training at New York Medical College. I am a fellow of the Amer
ican College of Cardiology and of the American College of Ang i
ology as well as a member of several other  professional groups. 
Before becoming executive vice president, I served as director  of 
medical research for Hoffmann-LaRoche, Inc.

Dr. Zbinden received his train ing  at the  Univers ity of Berne, Switz
erland, and specialized in experimental pathology and toxicology. 
He is a member of the American Society of Pharmacology and Ex 
perimenta l Therapeutics, a fellow of the American College of 
Clinical Pharmacology and the New York Academy of Science, a 
member of the American College of Cardiology and various other 
professional societies.

We appreciate this oppor tunity to appear before the committee to 
strongly urge passage of H.R. 2. As Dr. Zbinden will discuss in 
greater deta il, our company is perhaps unique in tha t it has manufac
tured  or now manufactures every category of drugs which has been 
discussed in connection with thi s legislation.

Not only do we strongly support this bill, but  we generally support 
the analysis of the problem given by Mr. Larr ick, the Commissioner 
of the Food and Drug Administration. We are in accord, too, with 
the recommendations for amendments to the definitions made by the 
spokesman for the Pharmaceutica l Manufacturers Association.

We had not original ly intended  to testify  on this legislation. 
However, we concluded after reviewing the testimony in the first 3 
days of the hearings tha t we were under a public obligation to sub
mit to th is committee our views on the problem with which this bill is 
intended to cope.

We should first make c lear t ha t this legislation imposes no respon
sibilities, requires the institution of no additional controls, and im
poses no financial or administrative burden which Hoffmann- 
LaRoche has not long since imposed on i ts own operations of its own 
accord. Few changes in our procedures would be required by the 
passage of this  legislation.

Furthermore, we expect minimal increases in our costs, o r decrease 
in our sales, or change in the share of the  market of any of our drugs, 
whether  they are or are not subject to the controls established by 
this  bill.

All these drugs  are legally available only on prescrip tion and they 
are prescribed by doctors on the basis of th eir suitability for the con
dition  being treated. We expect tha t they will continue  to be so pre
scribed when they are appropriate . We make every effort to insure 
that our drugs do not move in illicit  channels and our efforts in this 
rega rd would be strengthened by this  bill.

We want to strongly  recommend to the committee that  it retain 
the approach now followed in the bill , and endorsed by the  Food and 
Drug Admin istration, in classifying the drugs subject to the new 
controls tha t are proposed. Scientific opinion supports, almost with 
out dissent, the inclusions of barbiturates  and amphetamines as a class 
in this legislation.

It  is equally sound from a scientific standpoint to leave to the Food 
and Drug Administration the determina tion as to  what other drugs
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should be subjected to similar  controls, afte r receiving the advice 
of an exper t advisory committee and subject to the protections of a 
formal rulemaking proceeding.

One witness before this committee asked that  the legislation cover 
additional nonbarbitu rates  and nonamphetamines by name. We are 
not here today to plead for or against any specific compound, but, 
rather, to point  out the hazards of such a course of action.

This committee has one of the broades t fields of responsibility of 
any in the Congress. We do not believe tha t this committee will 
have enough time to assess all the scientific evidence necessary to pass 
judgment on such specific compounds. I t is our opinion tha t men 
representing various  scientific disciplines will have to be consulted by 
the Food and Drug Administration  p rior  to passing judgment on the 
therapeutic agents in question.

This committee on several occasions in the past wisely provided 
statu tory guidelines and then delegated responsibility to the appro
pria te administrative agency. The precedent has been set in the 
legislation dealing with pesticides, food additives, and color additives. 
In  these three instances the statutory guidelines, plus the section 
701(e) hearings, provided  the basis for objective scientific deter
mination so essential in these cr itical borderline cases.

The mechanics provided by this proposed legislation and supported  
by Commissioner Larrick  and the Pharmaceutical Manufacturers  As
sociation will maintain rather than  alter the competitive situation. 
The proposed advisory committee procedures, plus the procedures of 
section 701(e), provide the established mechanisms by which the Gov
ernment can determine the scientific facts in the interest  of the Nation’s 
public health.

I find i t difficult to believe tha t where there is conclusive evidence 
to war rant inclusion o f a drug under  this act tha t responsible manu
facturers will oppose such measures. By the same token, where mar
ginal cases exist, I believe, and believe very strongly, tha t discussions 
should be held with outside members of the scientific community and 
the determination of additional controls be through the procedures 
established in the bill.

A separate question has been presented to this committee. Tha t is, 
whether the s tatu tory  s tanda rds for the inclusion of additional drugs 
should be a finding by the Food and Drug Administration  that they 
have a potential for abuse, or whether it  should require a finding that 
they are actually abused. In  this connection, we would like to have 
Dr. Zbinden comment briefly on the scientific environment in which 
this question is presented.

Dr. Zbinden. Mr. Chairman, I am grate ful for the opportunity 
to appear before the committee and to take pa rt in this hearing on 
drug  addiction, representing the research division of Hoffmann-La- 
Roche, Inc.

Our firm has been investigating and selling narcotics since 1909, 
barbiturates since 1922, nonbarbitu rate hypnotics since 1943, and is 
today the larges t producer of tranquiliz ing agents. It  is thus cer
tain  tha t at least part of our products will be affected by this legis
lation.
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Our  re sea rch  on am phetamines  date s back  to  the  1920’s. Today, the 
wo rk on psy cho tropic  dru gs, both  st im ula nts  an d d epres san ts, a ccounts 
fo r more t ha n 50 perce nt o f ou r tot al  research ef fort.

Bo th as researc h di rector  an d as a physicia n, I  am perso na lly  re 
sponsible fo r ma kin g eve ry effort  to  ins ure  th at  ou r dr ug s are pr op 
erly used  a nd  t hat  th e ris k of  injur ies t o pa tie nt s are m inim ized. One 
im po rta nt  ha rm fu l effect ag ains t which we are  co ns tan tly  on gu ard 
is d ru g add iction, wi th  it s many trag ic  ph ysical , m ental , and socioeco
nomic consequences.

I t  is fo r th is  reason  th a t ou r research  is dir ec ted  to ward develop
ing no t only more powe rfu l, bu t also less addic tive com pou nds  in the 
broad field o f p sychost imula nts  a nd  depr ess ant s.

My discussion will be lim ite d to  ju st  two major  p oi nt s:  (1) A clar i
fica tion  of  the  term “d ru g ad dict ion” as fa r as the bil l is concern ed : 
an d (2)  a sum mary of  the me tho ds avail able by which  we may de
ter mine  w hethe r or  not  a nd  to  w ha t e xte nt  a  d ru g ha s addic tiv e p ro p
ertie s.

1. Defin itio ns of  “d ru g ad dict ion” : In  Dec ember 1963, th e W orld  
Hea lth Or ga niz ati on  Scienti fic Gr ou p on the Ev alua tio n of  De pend
ence- Produc ing  Dru gs  rev iew ed th e pro blem of  abuse of  drug s— 
W HO Techn ica l Re po rt Series No. 287—an d ma de  the fol low ing  
st at em en t:

Very commonly, both  lay  and  legal language tends to apply the  term  “addiction” to any  and every type of misuse of drugs  outs ide medical practice, with the connotation of serious harm to the  individual and  to society and  often with the demand th at  something be done about it.
Th e pre vio us tes tim ony ha s show n th at  th is  is indeed  the case.
Since prac tic al ly  all  drug s, fro m aspi rin  to cort isone,  and fro m 

cou gh sir up s to laxatives , are occasionally gro ssly abu sed by ce rta in  
indiv idua ls,  it  behooves us to define  as cle arl y as possible the kin d of  
abuse or  addic tion th is bil l should cover and preven t. Ce rta inl y, the 
fa ct  th at a dr ug  may hav e been  misu sed to com mit  suic ide,  or  the 
presence o f tox ic sy mptom s fo llo wing  adm in ist ra tio n of  excessive doses 
to  an imals  or  man , sho uld  no t be a cri ter ion  to inc lud e it  among the  
addic tiv e agen ts.

Th e experts  of  the  W or ld  Hea lth  Or ganiz ati on  have  reco gnized 
the se fac ts and stre ssed  the  po in t th at  the  o ld def ini tion  of  a dd ict ive 
ness  which was deve loped to  describe the addic tion to  mo rph ine  does 
no t ade quate ly chara cte rize effects obse rved  wi th othe r dru gs.  I t  
therefor e prop oses  th e subs titut ion of  th e ter m “ dr ug  depe ndence” fo r 
th e t erm  “add ict ion ” wi th a m od ify ing p hrase l inking  it  to a  par ticu la r 
dr ug type  and  thus  di ffe rent ia tin g the chara cte ris tic s of  one class of  
dr ug s fro m ano ther.

I t  is cle ar th at  th e new bi ll wil l cove r dr ug  d ependence  of  t he  b ar 
bi tu ra te -ty pe , an d th e am pheta mi ne-ty pe. Th e question which  rema ins  
unresolv ed pe rta ins  to the  possible inclusio n of  drug s which are  not 
ba rb itu ra te s or am phetamines  bu t which  may, due  t o ce rta in  s im ila r
itie s, p roduce  a simi lar  degree  or ty pe  of d ru g dependence.

2. Ev alua tio n of addic tiv e prop er tie s of  d ru gs : T he  various p ar am 
ete rs which may be con side red in ev alua tin g the addic tiv e pro perti es  
of  dr ug s a re :

(a ) Chemical fo rm ula ;
(&) Ph arm acolo gic al pr op er ties ;
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(c) Ca pa bi lit y to subs titute  fo r a dep end enc e-p rod ucing  dr ug  
in an im al s;

(</) Di rec t a dd ict ion  experim ents in m an ; and  
(<?) Cli nical experience.

(а) Chemical fo rm ula : I t  is general ly recogn ized  th at  it  is ra re ly  
poss ible  to  pred ic t t he  pharmaco log ica l ac tiv ity  a nd  potency  o f a  d ru g 
fro m the  chemical fo rm ula . Minor cha nges of  the mo lecula r ma y 
ma rked ly al te r ef fectiveness and  side-effect  liabi lit y.  Ev en  in the  serie s 
of na rco tic  drug s, agen ts have  rec ent ly been disc overed which have  a 
chemical str uc ture  ve ry sim ila r t o s tro ng ly a dd ict ive  age nts , bu t w hich 
have  no add ict ive  pro pe rti es  wh ile re ta in in g a ma rked  an algesic effect.

(б)  Pharm acolo gic al pr op er ties : I t  ha s been sugges ted  in the me di
cal  l ite ra tu re  t hat com pounds ha ving  t he  same pha rmaco log ica l pr op 
ert ies  as am pheta mi nes an d ba rb itu ra tes are likely  to  prod uce  sim ila r 
ty pe  of  dr ug  dependence. In  the grou p of  th e am phetamines , th is 
the ory has no t ye t been  sub jec ted  to a prac tic al  tes t, because t he re are  
no com pounds  c lea rly  di ffe ren t fro m th e am pheta mines with ide nti ca l 
pharm aco log ica l p roperti es .

Th ere are , how ever, a small number of no nb arbi tu ra te  hypnoti cs 
which  are  pha rm acolog ica lly  very c lose to  the  ba rb itu ra tes. Al thou gh  
it is pro bab le th at the se drug s may pro duce a s im ila r typ e of depend
ence as the  ba rb itu ra tes,  the  clin ica l exp erie nce  tod ay  does no t pe rm it 
us to  make th is  sta temen t w ith ou t rese rva tion.

Our  own experie nce  with  meth yp ry lon , a hy pn ot ic wh ich  h as  been 
wid ely  used since 1955, shows th at  only  a ve ry sma ll nu mb er o f pa tie nts 
have developed psy chic dependence—th ree repo rts  in the  lit er at ur e;  
no ad di tio na l repo rts  in our files. Th is  is much less fre qu en t tha n one 
wou ld ex pect w ith  a barbi tu ra te .

As  fa r as th e so-c alled tra nq ui liz er s are concerned, it  is im po rtan t 
to  note th at they  dif fer  very marke dly  fro m the ba rb itu ra tes wi th  
re ga rd  to  th e qu al ity  o f ac tion a nd  th e s ite  of  a tta ck  in  th e br ain . Th e 
pharm aco log ica l evalu ati on , there fore , does no t give  any  rea son able 
an d objective cr iter ia  w hic h wou ld give an ind ica tio n of  th ei r d epend
ence- pro ducing c harac ter ist ics .

(c)  Ca pa bi lit y to su bs titute fo r a dependenc e-p rod ucing dr ug  in 
an im als : App ly in g me tho ds dev eloped  fo r na rcot ic addic tion, inves
tig at or s have rec ently  tr ie d to  s tud y the po ten tia l of drug s by test ing 
th ei r ab ili ty  to  supp res s abs tine nce  sym ptoms in  an imals  w hich were  
made dependent on ba rb itu ra tes. A lar ge  numb er of  sed ativ e and  
tra nq ui liz in g agen ts were  fou nd  which  were  indeed  cap abl e of  sub 
st itut in g f or  sodium  ba rb ita l in dogs.

Th is  m ethod, how eve r, does no t su pp or t the cla im t hat  these agents 
have the  same dep enden ce- pro ducin g prop er tie s as sodium ba rb ita l, 
since th ese  effects were a tta ined  only by he avy  overdosage.

For exa mple’ dogs wer e ma int ain ed  on lO O/ mg. /kg. /day  of  sod ium  
ba rb ita l, bu t req uired  40 0/ m g. /k g. /d ay  of  ch lordia zepoxid e fo r sup
pre ssion  of  the abs tinenc e sy mptom. I f  one  ca lcu lates the ra tio  o f t he  
therap eu tic  dose in ma n to the abstinence-suppre ssing  dose in dogs,  
one obtains  a figure  of 20 :1 fo r sodium ba rb ita l bu t 400 to  80 0:1 fo r 
chlord  i azepoxi de.

Thus, the  physi cal  dep endence capacit y of  c hlo rdi aze poxid e is con
sid era bly  smaller than  th at  of ba rb ita l—a conclusion whi ch is  born e ou t 
by  clinica l experience . I t  sh ould also be me ntioned in  th is  connect ion
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tha t the drug “car isoprodol” was able to substitute  in dogs for b arbital 
but was absolutely ineffective in a direct addiction experiment in 
humans despite the use of several times the therapeut ic dose.

(<7) Direct addiction experiment in humans: It  is know that  re-
{seated administration of small doses of narcotic d rugs to humans will 
ead to physical dependence demonstrable by severe abstinence symp

toms upon acute withdrawal of the drugs. The same technique has 
been used for barbi turate s and related compounds, but  with these 
agents, h igher than  therapeutic doses must be administered in order 
to develop physical dependence.

As expected, this repeated adminis tration of excessive doses of these 
drugs often produces alterations of brain function and metabolism 
which manifes t themselves as typical withdrawal  symptoms upon 
sudden discontinuation of the medication. This  does not prove, how
ever, that such a compound has a high degree of addictiveness since 
its psychic dependence liab ility may be so low th at it is r arely  taken 
volunta rily in the excessive amounts which are necessary to produce 
physical dependence in  the  experiment. This, again, is borne out by 
the clinical experience.

(e) Clinical experience: As indicated above, nonbarbitura te seda
tives and tranquilizing agents differ from the barbi turate s not only 
chemically, but often also with regard to their pharmacological effect 
in animals and men. Often these differences are of a quanti tative  
rath er t han  qual itative nature, b ut nevertheless in many instances are 
so pronounced that  significant advantages may ensue.

It  is impossible to predict  the impact of these differences on the 
drug’s dependence-producing properties in man without  the benefit 
of extensive clinical experience.

Prof. L. Goldberg, of the Karolinska Instit ute  in Sweden, a consult
ant to the  World Health Organization on drug  addiction, has recently 
prepared the attached  table which summarizes the clinical experience 
with seven classes of dependence-producing drugs. It  is obvious 
from this table tha t there are marked differences among these com
pounds with regard to the risk of developing drug dependence. This 
risk factor  ranges from 70 to 100 percent in the  case of heroin, to  one 
one-hundredth to one one-thousandth of 1 percent for amphetamine.

The table also show’s that  out of 1 million users of ba rbiturates from 
200 to 500 will become dependent on the drug  as compared to from 1 
to 10 in the case of meprobamate. For some of the newer tranquilizing 
agents the figure is similar or below the one estimated for meproba
mate.

This is unquestionably not due to a lesser availability of these drugs 
as compared to the barbiturates , but must in some way be related to 
a different, quality of action which makes one type of d rug less desir
able or p leasurable to abuse than another. The incidence of depend
ence to psychosedatives should also be compared to  alcohol for which 
Professor  Goldberg estimates a figure of 5,000 to 20,000 per 1 million 
users.

The discussion about the  evaluation  of drug dependence liab ility of 
the various drugs  may best be summarized by a statement taken from 
the report  of the Scientific Group of the  World Heal th Organization :

Wha tever the  agent , the  recognition of psychic dependence is, for  the  most part, a ma tte r of observation  and  judgment when it  is actual ly used  by man.
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The experimental approach to the assessment of psychic dependence in both 
animals and man is j us t beginning, and no definitive statement regarding tech
niques or their predictive value can as yet be made.

(The table refe rred to follows:)

D ependence  
c r e a t e d  on  
t h e r a p e u t i c  

d o se
R i s k  on  

u s e

I n t e n s i t y  o f  
d e p e n d e n c e  — 
p s y c h ic  an d  
p h y s ic a l

S e v e r i t y  o f  
a b s t i n e n c e  

sy ndro m
Tim e t o  

D ep endence

Nu mb er o r  
F re q u en c y  
p e r  m i l l i o n  

u s e r s

H e ro in y e s 70 -1 00 % + + + + + + + + 1 -7  d a y s 20 00

M orp hin y e s 50 -7 0% ¥ 4 ♦» ♦ 4 4 1 -2  wee ks 50  -  15 0

C o d e in ? 0- 10 % ♦ - f t 4 w ee ks t o  
m onth s

?

B a r b i t u r a t e no 0.1% 4 > -  ♦ 4 t t  -  t  4 ♦ m onth s 20 0 -  50 0

M epro ba m at e no <  0. 1% 4 4 ♦ -  4 ♦ m onth s 1 - 1 0

A lc o h o l •• no" 2-3% + -  + + + 4  -  +  4 4 6 -1 2  y e a r s 50 00 -  
20 00 0

Am ph et am in e no 0 .0 1 -0 .0 0 1 % ♦ -  ♦ ♦ f ? m o nth s ? 1 -  10 0

S e v e re  + + + *

P r o f .  L . G o ld b e rg , 1 2 /5 /1 9 6 4  M ar ke d «- + 4

M o d e ra te  t  +

S l i g h t  +

Dr. Mattia. We hope that Dr. Zbinden’s presentation will serve to 
explain why we favor  the amendment proposed by the Pharmaceutica l 
Manufacturers Association to require a finding of actual abuse o f a 
drug  before it is subjected to these additional controls. We support 
tha t position, quite simply, because we know of no basis to accurately 
determine a nonnarcotic dru g’s potential for abuse except for clinical 
experience demonstrating tha t it is in fact being abused.

But let us make one th ing  clear. However th is issue is resolved by 
the committee, our company favors enactment of this legislation. Fu r
thermore, however this question is resolved by the committee, it  will 
have little  or no competitive impact within the drug  industry .

Fina lly, however this  question is resolved by the committee, this 
bill will not eliminate d rug  abuse. If  the much more s tringent regula 
tions of narcotics have been unable to stop illegal importation,  it seems 
obvious th at the measures of control provided by th is legislation will 
be subject to simila r l imitations in the control of illegal importation  
of depressant and stimulant drugs. This  is not an argument against 
the legislation, bu t only a plea tha t we be realistic in our expectations 
as to what it  will accomplish.

This committee is concerned with a serious problem. It s solution 
will require public awareness, enlightened laws, vigorous enforcement, 
and the cooperation with governmental author ities by pharmaceutica l 
manufacturers , wdiolesalers. and distributors,  retail druggis ts, and 
the medical profession. This committee is making  a significant con
tribution toward  this multiple attack  on the problem. Within  our
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more limited capacity, Hoffmann-LaRoche will continue  to do every
thing within its power to cont ribute to its solution.

Thank you, Mr. Chairman.
The  C hairman. Do you care to describe the table tha t is attached 

to your statement ?
Dr. Mattia. Dr. Zbinden touched on it in his presentat ion, and we 

wanted it placed in the record at tha t point, if we may.
The Chairman. Would you care to describe it  a little  more fully, 

Doctor ?
Dr. Zbinden. This table was prepared to contrast seven different 

classes of dependence-producing drugs. In the first three  lines we see 
typical classes of narcotic drugs, with codeine a borderline case. In 
contrast to the barbitu rates—alcohols, amphetamines, and mepro
bamate—the narcotic drugs may cause drug  dependence if they are 
given at the normal or therapeutic dose.

This is a very important difference as compared with the other 
class of drugs which have to be taken a t much higher doses to produce 
addiction. As the witness this morning mentioned, these d rugs  have 
to be really abused in order to become addictive.

You also see in the next column the risk factor involved if these 
drugs are given over a substantial period of time, which ranges from 
70 to 100 percent of  the patients becoming dependent wi th heroin, to 
a very low figure: namely, one one-hundredth to one one-thousandth 
of 1 percent for amphetamines.

You also see tha t all these drugs cause various degrees of  psychic 
and physical dependence symptoms. These are noted on the chart. A 
very marked difference also is shown in the time required to develop 
dependence. One can become a d rug addict on heroin in from 1 to 7 
days. It  takes months to become a barb itura te addict  and it takes years 
to become an alcoholic. Fo r amphetamines this has not yet been 
determined.

Statistica l evidence of the number of addicts as compared to the 
number of people using these drugs for regular  use or nonmedical use 
is also shown. You can see tha t with heroin 2,000 people will become 
addicts out of a million users who try this  compound once or once in a 
while. This compares with 5,000 to  20,000 who become dependent on 
alcohol, with the results with the other drugs somewhere in between.

It  is very im portant  to note t ha t barbitura tes account for 200 to 500 
drug-dependent people in 1 million users, whereas, with  meprobamate 
the number is only 1 to 10. Also, the users for meprobamate are 
probably lower. This shows that one cannot just talk about drug abuse 
any more. You have to differentiate from one compound to another. 
Every  compound has to be taken individual ly.

As I also mentioned in my statement, it cannot  be done just because 
of the chemical formula or the way it behaves in animals. Clinical 
experience has to tell you really whether  the drug  will be addictive 
and dangerous or whether it will not be.

The Chairman. Your table has a lready been placed in the record at 
the point you first referred to it.

Thank you, gentlemen, very much for your joint statement  to the 
committee. It  is ra ther  technical, but  I  think  even as laymen we are 
able to ge t a great deal out of it. I t  is a very he lpful presentation.

Mr. Friedel,  have you questions?
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Mr. F riedel. No questions.
The Chairman. Mr. Younger?
Mr. Younger. Thank you, Mr. Chairman.
You are representing a manufacturer?
Dr. Mattia. Yes, sir.
Mr. Younger. You heard the story this morning by Mr. McMullen 

on what the manufacturer s did, did you ?
Dr. Mattta. Yes. sir.
Mr. Younger Do you think  control of the drugs can be handled by 

control at the  manufac turers base alone?
Dr. Mattia. I  th ink Mr. McMullen demonstrated, and I  think  pre

vious witnesses have demonstrated, that it  can’t be done by and through  
the manufacturer alone.

Mr. Younger. It  can or can’t ?
Dr. Mattia. It  cannot be done throu gh the manu facturer alone.
Mr. Younger. In  other words, even though  you were careful as to 

who you sell to, you do not believe that  it  will prevent the drug from 
getting into il licit trade?

Dr. Mattia. No, sir; I do not.
Mr. Younger. Then what do you recommend ?
Dr. Mattia. I am recommending rather strongly the passage of II.R. 

2, because I  think tha t the complete channels o f di stribution must be 
better controlled. I  am also pointing out, however, tha t even with 
the enactment of II.R . 2 ,1 don 't believe that  we will completely elimi
nate abuse. I thin k we will reduce it, but  1 don’t believe we will com
pletely eliminate the problem.

You have demonstrated in your hearings thus far, and you have 
certainly established beyond any doubt as fa r as I am concerned, tha t 
additional controls are  necessary.

Mr. Y ounger. You want  the abuse of the drug to be determined be
fore it is included. How, in your opinion, should we determine the 
abuse of the d rug?

Dr. Zbinden. vVe believe th at the amphetamines and barbiturates 
should be included as classes. Any other drug should be investigated 
by the  proper  committee o f experts, with the help and support of  the 
FDA,  and the decision based mostly on its clinical record.

Mr. Younger. So fa r as the first two drugs are concerned, you are 
assuming that  there is abuse in those drugs already  ?

Dr. Zbinden. Yes, sir; we do.
Mr. Younger. That is all, Mr. Chairman.
Dr. Mattia. May I  add something, sir? I th ink you asked the ques

tion of how we would propose these drugs to  be assessed. I think th is 
committee has, in the past, provided the guidelines for such assess
ments. By establishing such guidelines and using section 701(e), as 
the administrative procedure, I th ink this  can be done.

The regula tory body, in this case the Food and Drug A dminist ra
tion, can assemble and compile the data submitted by the manufacturer, 
appoint an ad hoc committee, if  it  chooses to, and then assess the  p ar 
ticular products. I think tha t without  this we will run into the risk 
of classifying, inaccurately,  certain compounds which have not demon
strated any abuse and are  not likely to demonstrate an abuse or create 
a public health problem.

Mr. Younger. Thank you.
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Th e Chairm an . Air. Ja rm an ?
Mr. J arman. No questions.
The Chairm an . Mr. Pickle?
Mr. P ickle. I wa nt to complim ent  you fo r you r testim ony. I  th ink 

it is some of  the clea rest  sta tem ents an d most un de rs tand ing an d co
opera tive st ate me nts  we hav e ha d on t hi s sub ject .

I  know that  H offmann-LaR och e is one  of  th e l arge st m an uf ac tu rin g 
concerns in the  cou ntry, m an uf ac tu rin g pe rhap s as ma ny  pr op er ly  
used  drug s as are  on the marke t tod ay . I  perso nally  have  h ad  occa
sion  to  co nta ct your  company indi rectl y wi th in  the l as t f ew weeks , an d 
have fou nd  them  most  un de rst andin g.

I  wa nt to  ask  th is of  you, two  or  th ree shor t qu es tio ns : One, as I  
un de rst an d yo ur  s tatement , you do no t th in k there wou ld be any com
pe tit ive advanta ge  given to m an uf ac tu re rs  except  the amp hetam ine s or  
th e ba rb itu ra te s;  th at  th e oth ers  would  no t enjoy an y pa rt ic ul ar  
advanta ge?

Dr . M attia. No, si r ; I do not.
Mr. P ick le. You also mak e the po in t, and I  would  like to  m ake  a 

sta tem ent to  see if  th is  is a c orr ect  p os it io n: A s I  re cal l, th e FD A  sa id 
the y would  like to  hav e the bil l am end ed to pro vid e, in  th e field of  
definitions , t hat  a drug , i f it  ha d a po tent ia l fo r ab use, would  be cla ssi 
fied or  wou ld be sub jec t to co ntrol u nd er  this act .

You  say th at th is would  be  too  g enera l and too difficult to  e stab lish .
Dr . M attia . Yes, sir.
Mr.  P ick le . Th is is gen era lly  a co rre ct s tatem ent?
Dr . M attia . Yes, sir.
Mr. P ick le . W ha t is the FD A, then , to do abou t the control of 

drugs? Must they wa it un til  i t i s p rov en a nd  liv es h ave been wrecked  
an d establ ished wi thou t any quest ion , beyond  any que stio n of  doubt , 
th at  th is is h armfu l, a nd  i t is subjec t to  ad dic tion, before th ey  ca n s tep 
in?

Dr . Mattia . I  thi nk  the  ques tion  i s a v ery  good one, Mr . Pic kle . I 
th in k we endeavored to show g raph ical ly  th at  a dd ict ion  to  these non- 
n 'rco tic  agents  does no t o ccur  ove rnight , and  th at , by  a nd  la rge , in the 
dev elopment  of the va rio us  clin ica l tes tin g prog rams we are able  to 
assess tho se com pounds w hich have  a  g reat er  or  lesser rec ord  o f abuse.

I  don’t th in k the Food an d D ru g wil l alw ays  agree with  the  m an u
factur er , and there will  be times when the Food and Dru g,  i n the in 
ter es t of  publi c healt h, wil l hav e to  de termine  th at  a dr ug  sho uld  be 
un de r the se con trol s, and when it  sho uld  not . But  I  th in k th at  the  
public  he al th  problem wil l no t be a serious  one if  ce rta in  compounds 
are  left, off fo r the rea son ably short, perio ds  o f tim e requ ire d to make 
th is  dete rm ina tio n.

I  also th in k there  is  e nou gh dat a acc um ula ted  on the com pou nds  in  
questio n—and these are  the  ones th a t everyone is concern ed wi th,  and 
jus tif iab ly— fo r any  im pa rti al  gr ou p to assess th ei r rec ord  of  abuse. 
1 f you were to ask the  qu est ion  abo ut  com pou nds  wh ich  a re  st ill  un de r 
expe rim en tat ion, I  th ink my answe r would  be a dif fer ent one.

But. you are  conc erned with  th e six or  seven ad di tio na l thera peuti c 
age nts , ma ny o f which have been avail able fo r a d ecad e o r longer. It  
wou ld tak e the reg ulato ry  bo dy a rel ati ve ly  sho rt  pe riod of  tim e to  re
view’ ou r files and the  lit er atur e an d,  in concert  wi th  an ad  hoc com
mittee, m ake  a reco mm end atio n an d a decis ion concer nin g ea ch specific 
com pound.
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I don’t t hink  t ha t it is necessary for this committee to go into  such 

detail. It  could do it, if time were available; it could certainly make 
such a determination , bu t you would have to do it  fo r each and every 
compound under question, and I think time limits you.

Mr. P ickle. You are fear ful of the phrase “potentia l of abuse.”
Dr. Mattia. Yes, sir.
Mr. P ickle. Are you saying, then, tha t you classify the FDA as 

a potential of abuse ?
Dr. Mattia. No, s ir ; I didn’t say that.
Air. P ickle. I know you didn’t say that , but this must be in your 

mind or else you would want to leave with  them the righ t to make a 
determination as to whether there has been a d rug so developed th at 
it is an abusive or addictive drug.

Dr. Mattia. I have complete confidence in the people in the Food 
and Drug Adminis tration, and I feel t ha t with their scientific people 
they can take thei r accumulated knowledge to  date and make such a 
decision. I think i t is the  inten t of this committee tha t these decisions 
be made with the fu ll knowledge of the facts at hand.

I am merely suggesting tha t rather than incorporate it in this bill, 
these be taken up individually by the scientific people involved.

Air. P ickle. Alay I ask one further  question ? Although you didn’t 
touch upon it in your testimony, but you did say in your testimony that 
this would not subject you to any par ticu lar additional keeping of 
records, tha t this would not be a bother to you, would you say this 
would be true of wholesalers ?

Dr. AIatita. Sir, I can’t honestly say. I don’t know the mechanics 
of wholesaling, the mechanics of keeping books, and so forth . I do 
know th is : tha t as far  as most manufac turers  are concerned, this bill 
would pose no administrative problem for them.

Air. P ickle. But  you wouldn’t care to comment on whether i t would 
impose any additional obligation on the wholesalers?

Dr. AIattia. No, s ir ; I ju st am not qualified to say.
Mr. P ickle. Then I assume you wouldn’t care to comment on 

whether tha t would mean any burdensome problems to the medical 
profession or to pharmaceutical concerns, drugstores ?

Dr. AIattia. No, sir ; I just  don’t thin k I am in a position to decide 
on that.

Air. P ickle. That is all.
The Chairman. Air. Kornegay, have you any questions ?
Air. Kornegay. No questions.
The Chairman. Air. Alurphy ?
Air. AIurpiiy. No questions.
The Chairman. Mr. Satterfield ?
Air. Satterfield. No questions, Mr. Chairman.
The Chairman. Air. Iluo t?
Air. Huot. No questions.
The Chairman. Air. Gill igan ?
Mr. Gilligan. Air. Chairman, I have ju st one.
Does your firm sell products under any other  name than  Hoifmann- 

LaRoche? Do they sell them under  the name of Roche, or Robbins- 
Roche ?

Dr. AIattia. Robbins is another company. Roche is a name which 
many pharmacists use to refer to  the company. We have a company
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which markets our chemicals called the Roche Laboratories Division of Hoffmann-Roche.
Mr. G illigan. If  d rugs contained under a catalog under  the name of Roche, alone, like Gantrisin, these are your products ?
Dr. Mattia. Yes, sir.
Mr. G illigan. There is a long list of drugs, including some of the ones th at are under discussion in this bill, tha t a ppear in a catalog of a wholesaler. Presumably you provide these drugs  to the wholesaler, you sell them to the wholesaler who, in turn , may sell them or distrib ute them to retail outlets ?
Dr. Mattia. Yes, sir. We sell to approximately 480 wholesalers in the United  States. There are about 810 wholesalers all told in the United States.
Mr. Gilligan. You say tha t this  bill, for instance, would not require of you any fur ther controls than you already apply to your normal business activities. What controls do you now impose upon a wholesaler who wants your drugs? I have in mind the film we looked at this morning.
Dr. Mattia. I think tha t is  a  good question, and if I may take the time, I would like to outline what  we would do in such a case.
If  an organization makes application  to Hoffmann-LaRoche to seek the right to distribu te our products, we would immediately request tha t a representative  of the company visi t the activi ty. The first man who would visit would be our local representative. He would then get information concerning the principals involved, the facilities  at  hand, the kinds of customers he would service, and the areas he would cover.Our representa tive would seek a list of personal references. He would also seek a l ist of credit references. Based upon his visit, he would make a recommendation to the distr ict or division manager. The dis trict  or division manager would then make an additional study and recommendation.
Finally, the regional manager would fly in or drive into this area and review the situation  and visit the wholesaler, too, so that three individuals are the minimum number who would be asked by our company to visit with the wholesaler, review his records, and to discuss his prospects.
A recommendation is then drawn up and a report filed with the company. It  is submitted to the  distribution committee, which consists of a member of the legal department, of the  marketing area, the financial department, and the general administrative area. Following this, then the recommendation to management is made as to  whether  or not this man should be added to the list.
I must say th at it is an exceedingly difficult thing for a wholesaler to qualify. We have approximately the same number of wholesalers today tha t we had 3 or 4 years ago. By and large, it would be impossible for any wholesaler such as Mr. McMullen’s experiment or operation to quality with Hoffmann-LaRoche or any of the other ethical major manufacturers that  I am in contact with.
Mr. Gilligan. Doctor, are you aware tha t the drug wholesaler in question advertises a drug which he purp orts  to be the same as Gantri sin a t half of the cost of Gantr isin ?
Dr. Mattia. Yes, sir. This can happen. Gant risin is a product which is without patent. This chemical can be purchased in the
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United  S tates or i t can be purchased abroad. Any number of people 
can get this chemical and they can mark it as sulfisoxazole. He can’t 
market i t as Gantri sin. So the  price o f th is chemical varies with the 
various wholesalers and some of the manufacturer s or distr ibutors 
who are hand ling the product .

Mr. Gilligan. You would not, then, regard this activity as an 
unethical one, or a wholesale house which indulged in it as being an 
unethical operator ?

Dr. Mattia. I could not call him unethical, simply because his 
prices were lower than our prices. I think this would depend upon 
what he did  in his distr ibution practices, and I am just not familiar 
with this  partic ular operation  to know this.

Mr. G illigan. The only reason th at I pursued the question is that 
the retai l druggist who gave me this said tha t it was his personal 
conviction tha t wholesalers like this would generally sell the drugs  
to virtually anybody who asked for them, these fellows who, as he 
termed it, were engaged in drug piracy, and they were using generic 
terms in place of the name brand, and they were then supply these 
drugs or thei r generic counterparts to anybody who wanted to buy 
them and who had the money ready.

I t appeared  curious to me tha t reputab le manufacturers  would 
deal with people who were engaged in this practice.

Dr. Mattia. In  some cases we can’t exercise control over wha t they 
do. We certain ly would hope tha t this kind of practice would not 
happen. I can apprec iate the position taken by your pharmacist 
friend.

Mr. Gilligan. Than k you, Mr. Chairman.
The Chairman. Mr. Friede l ?
Mr. F riedel. Dr. Mattia, on page 15 of your statement, the last 

paragraph, you refe r to the depar tment  requiring public awareness, 
and so forth , with enforcement by governmental authorities, phar
maceutical manufacturer,  retail druggists, and the medical profession. 
Do you mean by that  tha t they should all keep records ?

Dr. Mattia. I think  recordkeeping is pa rt of it, Mr. Friedel, but 
I  think  this is a problem which affects the Nation as a whole. I 
think tha t we have more or less strayed down rath er independent 
paths in endeavoring to seek solutions to these problems. Wh at I 
am, in effect, stat ing is tha t we must work more closely if we are 
going to try to correct the menace which exists.

Mr. Friedel. By regulations and records? Do you feel keeping 
records would be just as important ?

Dr. Mattia. Yes, si r; I  think  that is certainly pa rt of it.
Air. F riedel. And you would include all of those tha t you have in 

your statement ?
Dr. Mattia. Yes, sir.
Mr. Friedel. One o ther thing  I  would like to be enlightened on is 

where you say you are very much in favor of this legislation, tha t your 
company favors i t, and you say it will have little  or no competitive im
pact within the drug  industry. Fina lly, however, if  this question is 
resolved by the committee, you say this bill will not eliminate drug 
abuse.

Do you feel this bill will help to stop a lot of the abuse ?
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Dr. Mattia. I think  there is no question in my mind tha t it will 
certain ly reduce the amount of  drug abuse. There is no doubt in my 
mind about this, nor in the minds of any of the people in our company. 
The unfortunate thing,  however, is tha t we also feel just  as strongly 
tha t it cannot eliminate it. I t will do a g reat deal to correct the legal 
pathways of drugs, but the unscrupulous operator, the man who works 
with a crime syndicate, will be able to get  these drugs in various p arts  
of the world and will somehow manage to get them in.

But the fact that  we cannot eliminate it, I don’t think,  should de ter 
us from going ahead to seek enactment of this legislation.

Mr. F riedel. Do you have any suggestions on amendments tha t 
would tighten this bill to eliminate these abuses ?

Dr. Mattia. No, sir; I can’t at th is time make any additional recom
mendations. I wish I could.

Mr. F riedel. Thank you, Mr. Chairman.
The Chairman. Doctor, thank  you very much for your presentation. 

We apprecia te the testimony of both of you on behalf of your company 
from your experience in this field.

Dr. Mattia. Thank you, sir.
The Chairman. The next witness will be Dr. Joh n Griffith.

TESTIMONY OF DR. JOHN GRIFF ITH , DIRECTOR, OKLAHOMA
MENTAL HEAL TH PLAN NING  COMMITTEE, OKLAHOMA CITY,
OKLA.

The Chairman. Doctor, you came here at our invita tion, and it  was 
indicated at the time tha t we might want to take your testimony in 
executive session in order to avoid seeming to single out any one area 
of the country. It  has later developed tha t a grea t deal of information 
has already been given with reference to this problem in other cities, 
such as New York, Chicago, Baltimore, Miami, Por tland , and various 
other  places, so that reference to Oklahoma City would not now be 
isolated.

Af ter  consultation, it was decided t ha t we would proceed in open 
session. I think with  tha t statement, if  it meets with your approval, we 
will give Mr. Jarm an, who represents the great distr ict of Oklahoma 
City, and who is a member of this committee, an opportuni ty to present 
you to the committee.

Mr. J arman. Thank you, Mr. Chairman.
I  appreciate  the opportuni ty to  welcome Dr. Griffith here to testi fy 

before this committee at this hear ing.
Dr. Griffith is associated w ith the Oklahoma State H ealth  Dep art

ment. I am advised he has conducted investigative studies in this 
general field. I am convinced from all I  have heard and read tha t Dr. 
Griffith can make a contribu tion to this hearing, Mr. Chairman, and 
I am pleased to have him here.

The Chairman. Thank you.
Doctor, we are glad to welcome you here. If  you have a statement 

you can give, we would be pleased to have it at  this time.
Dr. Griffith. Thank you, Mr. Harris , and Mr. Jarm an, and mem

bers of the committee.
I welcome the oppor tunity  to be here, especially since we have al

ready heard from one p sychiatris t; one psychia trist in a man’s life 
is bad, but two in 1 day is a disaster.
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I wanted to bring to ligh t some of the facts t ha t we have picked up 

in a research project  on amphetamines which we began even before we 
knew that  Congress was interested in this problem.

Like most things,  th is research began in a very human way, in tha t 
a friend of Governor Bellmon had a daughter who became hab ituated 
to the use of these compounds. li e asked us to look into th is m atter.

The Chairman. Could I  i nter rupt? Some of the members may not 
have grasped  part icularly  the testimony we will be receiving. For 
your information,  I think it would be appropria te to say that Dr. 
Griffith, as Mr. Jarman said, is from Oklahoma, and he conducted a 
research project out in Oklahoma City and areas surrounding Okla
homa City.

Is tha t true?
Dr. Griffith. That is true.
The Chairman. The purpose in bringing the doctor here is to  give 

the committee the benefit of his research in these areas  with this pa r
ticula r problem. We thought it would be very helpful to have the 
testimony of a man who has spent a year or more in a par ticu lar re
search project in this field.

It  is tha t situation tha t he is about to explain to us.
Dr. Griffith. Thank you very much.
The purpose of our research was to find out, first, the size of the 

problem both in Oklahoma City and in a representative sample of 
small towns in other part s of the State. Second, we wanted to know 
how these drugs, amphetamines, and barbi turate s were distributed, 
and last, we wanted to know what was the disadvantage to the user 
and to  society. We were also asked to determine wha t measures were 
needed to minimize this traffic.

The first problem I had was to  get money to support research of 
this type. I did not think it would qualify  for a Federa l research 
grant, nor could I justify using S tate money. However, the Oklahoma 
Publish ing Co. and KWTV very generously underwrote the cost of 
this project. I, o f course, did it at  night, aft er hours.

Our first attempt was to disguise medical students as addicts in an 
attempt to have them move in on the group. The response of the ad
dicts was, “That sure is a funny way for you medical students to dress.”

Next we engaged a priva te detective. Luckily we did not pay him, 
because we have not heard from him since. Our last attempt  was 
successful even though it was really a “last ditch” sort of thing: I 
went to a drug peddler and introduced myself, saying, “I am Dr. 
Griffith. I am a psychiatrist  making a study of drug traffic, and I 
understand you can give me some information.”

Then we argued for 3 hours  over why he should and should not. 
Fina lly he made the proposition tha t if I could prove that I was a 
“stupid doctor” instead of a “smart FB I agent”, he would talk  with 
me quite willingly. I asked him how I might  convince him. He 
said, “If  the  police will tell me tha t you are really a doctor, I will tel l 
you what you want to know.”

Accordingly I went back to the police station, picked up an officer 
who took me out to this peddler’s home and introduced me as a doctor. 
Then the peddler  said, “Well, Doctor, when you are not runn ing in such 
bad company, come back and see me.”
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Fo r several weeks af ter tha t we would spend an evening a week o r 
so sitting out on his lawn with the sprinkle r going and the  moon filter
ing through the trees, and he would tell me about his life of crime, 
and whom I  should know if I  wanted to learn  about  the drug traffic.

So I go t to know this group. The first thing that we found out was 
tha t these people know one another quite well. I at first thought that  
it would be very difficult to count these people. However, since they 
know each other quite well, if one knows a few of them, it is very easy 
to get to know almost all of them, if one has the time.

We had to go to the peddlers and addicts because we found th at from 
a medical standpoint, a physician would see this problem as only the 
point of  an iceberg sticking up above the surface of the  water whereas 
seven-tenths of the iceberg is Deneath water. That is, there might be 
10 patients admitted  to our Sta te mental hospitals each year. Too, 
doctors we interviewed in Oklahoma City said that they had seen only 
one or two cases of habitu ation  to amphetamines, barbiturates, or 
tranquilizers. So from the ir standpoint it did not appear to be a 
big problem.

However, we were surprised by certain findings. We were most 
impressed by the fact  that the ratio of people who are habitua ted to 
amphetamines and barbiturates  as compared to hard narcotics is about 
100 to 1 in the Oklahoma City area.

In other words, the number of individuals addicted to “hard” na r
cotics in Oklahoma Ci ty was estimated as something less than 3 dozen. 
However, the number of  people who are habituated to amphetamines 
and barbiturates is somewhere between 1,000 and 5,000, and we th ink 
the latte r figure is more correct.

The Chairman. What is the  population  of Oklahoma City?
Dr. Griffith. The Oklahoma City metropolitan area is 500,000, 

and within the city limits, approximately 300,000.
These 5,000 people do not include nonwhites, truckdrivers, or people 

in the  middle and upper socioeconomic level. Most of the illegal traf 
fic; th at is, the sales by peddlers  are to people in the lower socioeco
nomic levels. We found, also, tha t drug  traffic causes crime. We 
thought at first that these drugs warped a person’s mentali ty in some 
curious way so he turned into a Frankenstein monster. Actually, i t is 
far  more simple than  that.

Once a person begins to take  drugs, he loses interest in working, 
and since he continues to need money, he will steal or engage in 
prostitution. Rarely do they go berserk. It  occurs, of course, but 
my experience is that people who have a drug  par ty, for  example, are 
less boisterous than the average medical student at one of his parties. 
It  is a pretty dull time for most of the people around.

However, we could not say tha t the use of drugs caused an absolute 
increase in the crime rate. Determ ining th is would be a very sophisti
cated and expensive research project. That is, if you asked “How 
many crimes would these people have committed if  they not had taken 
drug s?” Then determining the answer would be very difficult. We 
know’ they can commit crimes before they took drugs and presumably 
afterw ard.

The average drug user is a person who begins taking drugs dur
ing h is late teens or early twenties. Almost ha lf of them began when 
they wrere less than 19 years of age. Most generally, drugs are not
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4‘pushed” by peddlers. Although peddlers sell to teenagers, they do 
not need to “push” drug s; th at is, encourage others to use drugs. The 
peddlers who talked to me said that all they have to do is sp read the 
word t ha t they have the drugs and within  a week they are inunda ted 
with customers. One peddler said that  business was so br isk tha t his  
customers had a three-car accident in f ron t of his home. The peddler’s 
object is to sell as much as he can in the shortest possible time to make 
a large profit. Then, when the customer w ho is an undercover police
man comes to make an arres t, he will have enough money to pay for 
his bond, his lawyer, and his fine.

Although we found th at the bulk  of illegal  traffic was in pills, traffic 
in a nasal inhaler was a problem in the Oklahoma City and Tulsa  
area, as well as other cities in  the Midwest. Today, this inhaler was 
declared a prescrip tion item.

It  is an ordin ary nasal inhale r which contains 150 miligrams of dl- 
desoxyephedrine which is equivalent to something like 30 ampheta
mine tablets. We found a cult of people, numbering between 100 
and 200, who extract the contents of this inhale r in water and inject 
the solution int ravenously.

I could no t believe it  when I first learned about it, and told one of 
the users as usual. He said, “Well, I will invite you to the next 
par ty.” Wi th a grea t deal of fear and trembling, I attended one of 
these parties  where they w’ould sit around and inject this  amphetamine 
solution into the veins. They also allowed me to take their blood 
pressure. I  could corrobora te that they were taking a pressor sub
stance. I palmed the inhale r to ascertain if the group had  been 
taking “hard” narcotics. The inhaler was analyzed by the laboratories 
of Smith, Kline  and French Inc., and they said it did not contain 
narcotics. These people  appear and act like individuals addicted to 
narcotic drugs.

Another thing we did before we knew of Mr. McMullen’s project 
was to have the college students, who were working with us, order  
drugs from drug wholesalers. We placed orders with four  drug 
companies and three filled the order without question. However, one 
said they had no record of this person being a physician and refused 
to fill his order. Of course, when Mr. McMullen’s film was put on 
television, we could see tha t he was well ahead of us, so we dropped 
that  par ticu lar type of investigation. We found, also, that drug 
traffic is not  confined to large cities by any means. We picked three 
small towns at random in Oklahoma. The smallest h ad a  population 
of 1,500. We found tha t some degree of drug  traffic was go ing on in 
each of these small towns.

We found, too, t ha t habituation to amphetamines and barb itura tes 
occurs in members of  all classes of society. It  is not confined merely 
to people who do not take baths  or do not go to church. Once I  lec
tured  on drugs to a group of teenagers at a fashionable Presbyte rian 
church. The response of the audience: “Tell us something new.”

One of the boys who attended the lecture confided to me af terw ard  
tha t he had been ta king  amphetamine and wondered how he might 
stop. I offered to drive him home. We drove to a home where the 
driveway alone cost more than the house tha t I live in. Here is an 
example of a boy from the uppe r socioeconomic levels who became 
habituated  to drugs. We found, too, tha t the sales of drugs  is quite
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common on college campuses, and not just college campuses in the State 
of Oklahoma.

We learned of this campus traffic inadvertently during a mock 
tria l at a law school. Twelve law students  were selected to 
be the jury. The student lawyer asked, as an opening question, 
“Have any of you taken amphetamine drugs?” Ten hands out of the 
twelve went up. Then he backtracked and said, “I  mean how many 
have taken amphetamines and have not obtained them th roug h a pre
scription ?” Again 10 hands went up.

This is an indication of how prevalent this traffic is. We feel th at 
one of th e big problems in Oklahoma—I don’t know how true  this is 
elsewhere—is tha t the penalties in our State and on the Federal level, 
too, are much too light. If  the penalties are light,  the penalties  im
posed are even lighter. Indiv idua ls are arrested for  selling drugs 
quite often. For instance, one drug  peddler was ar rested  twice last 
year but  he was fined only $100 for each offense. This is less than  1 
day’s profits, so I did not think t ha t he was going to switch to another 
business, and, indeed, he did not.

Also, the fact tha t the penalties are lig ht causes a certain amount of 
cynicism on the part of police officers who arres t these people, then 
find them peddling  ju st as heavily the next day. Nor does it please 
them to get five indictments agains t a peddler and then have most of 
the indictments  dismissed. However, I want to point out tha t I am 
not a lawyer and the last is jus t an observation.

Thank you, sir.
The Chairman. Doctor, thank you very much for your very reveal

ing report.  Is Oklahoma City your home ?
Dr. Griffith. No, sir, I am a mountaineer from Tennessee.
The Chairman. Being from Arkansas, I welcome you from both sides.
How long did your research project go on ?
Dr. Griffith . It  took us 6 months to learn how to do it and 6 months 

to do it, approximately.
The Chairman. Were there several of you engaged in  this  project?
Dr. Griffith . Yes. We h ad two college students, Mr. Ben Henry 

and Steve Peler, who helped us, two medical students, Mrs. W anda 
Duncan and Mr. Jer ry Troy, and also a local reporter,  Miss Peggy 
O’Rear, helped us with a vew toward publishing a magazine story.

The Chairman. Has the magazine  story been published?
Dr. Griffith. Not yet, sir. We hope it will be just a matter  of a few 

weeks.
The Chairman. You are a psychiat rist by profession ?
Dr. Griffith . Yes, sir, I  am.
The Chairman. And you are presently the director of the Okla

homa Mental Health Planning Committee?
Dr. Griffith. Yes, sir.
The Chairman. I s tha t a committee established by the Oklahoma 

statutes  or by your Governor, or by an association ?
Dr. Griffith. The committee was appointed by the Governor. It  

is financed by the Federal gran t through  N IM H: and is to help States 
plan for their future mental health programs. Of course, this problem 
of amphetamine and barbiturate  abuses is certain ly a most dif 
ficult mental health problem since psychiatr ists actually have very
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little to offer these patients once they are addicted. The only hope 
is to prevent the addiction  rath er than  to  hope th at we can cure these 
people.

The Chairman. In  other words, this was a cooperative Federal- 
State project?

Dr. Griffith. Yes, sir.
The Chairman. And  you are direct ing your time and attention 

to it.
We have been told that  a barb itura te is a derivative from barbitu rate 

acid. That is a class. You are familiar  with  that, are you?
Dr. Griffith. Yes, sir.
The Chairman. I s amphetamine  a class, too ?
Dr. Griffith. I t is frequently used to designate a class of drugs. 

These d rugs all have very similar  chemical struc ture and clinical ac
tions. Amphetamine drugs closely resemble the chemical epinephrine 
or “adrenaline .” Adrenaline is the substance tha t courses through ones 
bloodstream, speeds up the  heart and prepares us, if  we become fright
ened or need a burs t of energy, like a ru nner  getting ready to  wai t for  
the gun. The amphetamines are very similar  to this and possess very 
common properties .

The Chairman. But  it  is not from an acid, such as barbiturate acid ? 
There is no relationship between the two ?

Dr. Griffith. No, sir, they  are two different th ings altogether.
The Chairman. Two different classes, as they have been referred to 

here.
Dr. Griffith. Yes, sir.
The Chairman. Mr. Friedel, have you any questions ?
Mr. F riedel. I  have no questions, but I want to commend him on 

his research.
The Chairman. Mr. Younger?
Mr. Younger. No questions, Mr. Chairman, but I  believe the wit

ness had made a great contribution  to the hearings.
The Chairman. Mr. J arman?
Mr. J arman. Mr. Chairman,  I  have a question or  two to ask.
Doctor, how many users would you estimate you contacted in the 

6-month period ?
Dr. Griffith . Almost 100 users. Of course, the estimates as to the 

number of actual users was based primarily  on the information given 
to us by drug  peddlers. Nor did we a ttempt to interview every user 
tha t was available to us. Information obtained was checked against 
the impressions of drug peddlers who were in prison, and agains t 
police records. The Oklahoma City Police D epartm ent has the names 
of over 1,000 amphetamine or barbiturate  users within  the city.

Mr. J arman. Did you get pre tty good evidence as to frequency of 
use?

Dr. Griffith. This  we found ranged from two or three tablet s a 
day, which a pros titute would, for  instance, take to keep up with her 
irregular hours, to one man who said th at he took 100 tablets in 1 day. 
This is a large dose. However, I  have observed 1 man tak ing 25 
at one sitting, so it is not beyond the realm of possibility.

Mr. J arman. Do you estimate tha t there are 1,000 to 5,000 users  in 
Oklahoma City?
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Dr. Griffith. Yes. One reason we did not try  to be more precise 
was tha t all we wanted to know, was whether such traffic was a small problem, a middle-sized problem or a bio; problem. Of course, between 
1,000 and 5,000, in our estimation, was a biff problem.

Mr. J arman. I have one question to ask, part icularly  to make sure 
tha t the records reflect the  answer. Your testimony has been partic 
ularly  with reference to the problem in Okahoma City, and then in 
three other smaller communities in Oklahoma. Based on your inves
tigation  and the information that you have, does not this  same problem 
exist in many other cities and States throughout the country ?

Dr. Griffith . Yes, i t is quite ubiquitous, and as a matt er of fact 
there is reason to believe that  in very large cities in the United States, 
it is a much more serious problem.

For  example, in Los Angeles, we were told tha t i t was so large that  
they could not concern themselves with the individual user, or the 
small peddler. Rath er they could only concern themselves with  the 
big peddlers.

Mr. J arman. Thank you.
The Chairman. Dr. Carter.
Mr. Carter. What were these tab lets which you saw the man take 

25 of?
Dr. Griffith. They were 10 milligram, DL amphetamine.
Mr. Carter. It  must have blown his head off.
Dr. Griffith. No, as a matter  of fact, in extremely la rge doses, the 

drug  does not seem to be a stimulant. In  fact, i t seems to be a depres
sant. This is one aspect of the research with which we are continuing ; 
tha t is, Wha t is the effect of large doses? We found then it  actual ly 
slows down mental processes quite markedly.

Mr. Carter. Of course, we know that  barbi turate s do that some
what, and sometimes they stimulate, too. Sometimes they are quite 
benign and certain ly I want to compliment you on your presentation  
here today.

Dr. Griffiths. Thank you, sir.
Mr. Rogers of Florida. Doctor, this  certainly is an interesting experiment and the results of it are certainly  pret ty star tling , I 

think. I wonder if you have made any study at all of where the 
pusher or the peddler was able to get the drugs?  Did you go into tha t problem at all ?

Dr. Griffith . Yes, we asked, and were told that  they got drugs 
from people in Califo rnia and from people who would make a round t rip  to Mexico.

Mr. Rogers of Florida. What would this indicate, tha t there is an 
organized ring  as f ar as Oklahoma City is concerned, tha t is brin g
ing this in, o r were there wholesalers that they would write to and get the drugs from, or manufacturers?

Dr. Griffith. Well, if they were organized, they certain ly don’t 
like one another. They are more like business competitors than  
they are an organized ring. They seem to have quite intermittent 
operations. Their  biggest problem, they say, is ge tting  drugs. They 
can sell any quanti ty they can get, but  of course they have trouble gettin g it.

I might say also th at we told some o f them about Mr. McMullens 
"business,"’ and they would say, “I d idn’t know about tha t, how does it
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work ? How do I  get a catalog,” and things  of tha t na ture. Ap par
ently there are very few men who can obtain large quanti ties of  
drugs. From  then on it is just a pyramid of independent business
men.

I don’t think th at there is an organized ring, as yet.
Mr. Rogers of Flor ida.  Wh at I wondered was this:  Did the ped

dler get his drugs from a wholesaler or  a manufacturer, say in Cal
ifornia? You said i t was in California.

Dr. Griffith. Well, this is rumor. As a person in research I  ha te 
to quote rumors, but this is th e best we have. They bought from a 
man who knew a man in a drug company.

Mr. Rogers of Flor ida. So i t would either have been a wholesaler 
or a manufactu rer, probab ly ?

Dr. Griffith. Th at is rig ht.
Mr. Rogers of Florida. Did any of them try  to go through the 

process o f setting  up themselves as fa r as you know, as a druggist 
with stationery, and then go through the same process as Mr. 
McMullen went through ?

Dr. Griffith. No, sir.
Mr. Rogers of Florida. None would do that?
Dr. Griffith. No, sir.
Mr. Rogers of F lorid a. None would do tha t ?
Dr. Griffith. They w’ere not that sophisticated.
Mr. Rogers of Flor ida. So far  as your research showed, those in 

Oklahoma, peddlers, received their drugs from outside the State?
Dr. Griffith. Yes, sir.
Mr. Rogers of Florida. Do you have any drug  manufacturers in 

the S tate ?
Dr. Griffith. No, not of these compounds.
Mr. Rogers of Florida. Were any of the users that  you talked to 

receipients of prescriptions from their doctors in Oklahoma ?
Dr. Griffith. Yes, sir, this is a big problem.
Mr. Rogers of Flor ida. Will you explain tha t problem to us, if  

you please?
Dr. Griffith. We found tha t some physicians will w*rite a pre 

scription for, say, amphetamines, for the purpose of helping someone 
lose weight. They will write a prescript ion that can be refilled in
definitely, long aft er the physician has died and the original 
drugg ist has died, if we want to choose an absurd example. We 
found that, many of the patients would not retu rn to the doctor or 
they felt so good taking the pill that they would think it solved 
all of their problems.

They would then become habituated, and go down hill. Some 
would then be taken to another doctor, who would help them to 
recover. I don’t want to appear to be critic al of my medical 
colleagues, but we did see this happen.

Mr. Rogers of F lorida. Was this  in a number of instances?
Dr. Griffith. Yes. We found that as far as middle- and upper - 

class people are concerned, tha t this is the usual route. They do 
not , go to drug peddlers. They obtain a prescr iption  or somebody 
else’s prescription to ge t a drug.

Mr. Rogers o f Florida. Now, is there any regula tion in your  S tate 
that, says a prescr iption  can only be filled once or is there any check 
on filing of prescrip tions ?
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Dr. Griffith. A doctor can write a prescrip tion tha t can only be 
filled once or he may say it can only be filled a finite number of 
times, but  if he does not so designate it, then the prescrip tion can be 
refilled indefinitely in Oklahoma. And it is refilled indefinitely in 
many instances.

For  instance, we found tha t this  was the favorite way for college 
students to get amphetamines to study. That is an overweight 
student, usually a girl, would go to a doctor and complain of being 
overweight. She would be given amphetamines and pass these out 
to her friends.

One student, we found, made $200 a week during  finals selling t ab
lets for 50 cents a piece. He used his mother’s prescrip tion.

Mr. Rogers of Florida. What would they do, take them to differ
ent pharmacies to lie filled, or could they go back to the same 
pharmacies ?

Dr. Griffith . I don’t want to be cri tical of my pharmacy friends 
either, but they most generally would take it  to the same 
pharmacy.

Mr. Rogers of Flor ida. The same one ?
Dr. Griffith. Yes.
Mr. R ogers of Florida. Flow does the drug  affect them, is i t in the 

weight problem, you say ?
Dr. Griffith. Yes. They would tell the doctor tha t is what they 

wanted it for, but actually  it was a pill to help them stay awake.
Mr. Rogers of Florida. Is it  help ful to hold weight down, or what?
Dr. Griffith. The research is conflicting. There is indication it 

will he lp people fo r about 28 days  or  less, and afte r tha t it only has 
a placelxi effect, that  is people think that i t helps them.

Mr. Rogers of Florida. Does it  cut down appetite, or appear to cut 
down the appetite, or what effect does it have ?

Dr. Griffiths. Actually, it distracts the person from his hunger 
pains. That is, it makes him feel happy, and happy people are able 
to forget their  unhappy stomach.

Mr. R ogers of Florida. Do you feel th at the penalt ies th at we have 
on the books and now are not sufficient or should there be some atten 
tion given to the problem of p rescriptions without end, as fa r as these 
drugs are  concerned ?

Dr. Griffith . I believe that if you were to take a survey of medical 
school professors, the vast majo rity would say there is absolutely no 
reason for a prescription to last longer than, say, 6 months, and most 
would say tha t 6 months is too long.

There are two reasons for that. If  a person is not sick, then he does 
not need the drug. If  he is sick, he should see his doctor more often 
than  every 6 months while he is taking the drug, because unpleasant 
side-effects might occur.

So tha t I think most physicians would support me when I say a 
prescrip tion should last no longer than  6 months.

Mr. Rogers of Florida. Is  there  any checking to see whether a 
pharmacist in your  State  has  been filling prescriptions that have ex
pired?

Dr. Griffith. Yes, this  has been done by Food and Drug Agents. 
I  would hate to speak for them, since they are available.

Mr. R ogers of Florida . Have you seen any instances of where this 
has happened?



DRUG ABUSE CONTROL AMENDMENTS OF 19 6 5 309

Dr. Griffith. Yes, sir.
Mr. Rogers of Florida.  This has happened ?
Dr. Griffith. Yes, sir.
Mr. Rogers of Florida. And have you any particular suggestions 

concerning the  penalties ? Should there be confinement penalties, are 
these more effective, or more penalties or what?

Dr. Griffith. It  is a little  more complicated than  tha t. For in
stance, in Oklahoma it is considered, by State law, a misdemeanor. 
This means th at aft er the county attorney has got ten all of h is felony 
cases off the docket, he can go to work on the misdemeanors.

It  also means that  the judge, when he tries a case, says: “Well, 
there can’t be much o f a problem, it  is a misdemeanor.” So when he 
sees a poor wretched man coming up before h im saying he will never 
peddle pills again, the judge will administer a very ligh t sentence. 
The Food and D rug maintains a list  of the  sentences meted out to peo
ple who peddle drugs, and it is quite abyssmal. A man m ight make 
$10,000 selling a stock of 100,000 tablets. He is then arrested and 
fined $500. Occasionally even this sentence is suspended.

Now, if  my research shows nothing  else, it shows tha t the lives of 
these people are for all in tents and purposes destroyed by these drugs, 
because it hits them during the most productive years of the ir lives. 
This is much worse than  spit ting  on the sidewalk, which is also a mis
demeanor.

Mr. Rogers of Florida . Then you don’t by any means agree with the 
philosophy th at there should be an easier access to drugs  by people?

Dr. Griffith . To be quite frank  I do not know how it could be much 
easier. Every  other prescription written in this country is writ ten 
for a drug which affects the mind. In  every large city, we found th at 
poor people who can’t afford to go to  a doctor, can buy their  drugs cut 
rate through a d rug peddler. 1 think  tha t we have inadvertently ex
perimented with free access to drugs  and it is a disaster.

During the past 10 years, we have seen the addiction rate go up 
astronomically, and I would say tha t the period of experimentation 
is over.

Now is the time to try  another  approach.
Mr. Rogers of Florida. Is confinement a better punishment than 

just a fine?
Dr.  Griffith. Well, I would have difficulty answering a question 

like that .
Mr. Rogers of  Florida. I just wondered if you had  looked into this 

to see how it affected those people, who had been taking  drugs, i f thi s 
is more effective there in the punishment?

Dr. Griffith. Every time a peddler is arrested, i t costs him approx i
mately $600. $500 is for a lawyer and a bondsman, and $100 is for the 
fine, and they seem to be worried by that  amount.

Mr. Rogers of Flor ida. Have there been any confinements because 
of this, tha t you recall ?

Dr. Griffith. Yes, in 7 years there has been 1 person who has been 
sent to prison for more than  1 year for this, even though there  are 
200 cases pending rig ht  now.

Mr. R ogers of  Florida. Was this the peddler or jus t a user?
Dr. Griffith. Both peddlers and users.
Mr. R ogers of Florida. What was the one that went to jail? Was 

he a peddler or a user ?
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Dr. Griffith. He was a peddler and is very well known. He told 
me he intended to reform and actually went on television to discuss 
the problem. He was one of our corroborators; he had very little  to  
lose by talking to us. Most of these people would not mind spending 
15 days in jail, however, because they do it all of the time anyway.

On the other hand, a stiff fine hurts  them. It  costs money.
Mr. Rogers of Florida. Now, I  have one last question. You say 

prescriptions on the overall probably should not  be effective for longer 
than 6 months. What about, say, four refills, or three  refills, of th is 
prescription? I thin k that  you mentioned tha t sometimes they would 
say tha t it may be refilled five times past the original figure—the original filling of the prescription?

Dr. Griffith. I don’t  think tha t tha t has much to do with it. It  
would depend on how much of the drug  was prescribed. If  you have 
a poor patient, he might not have enough money to buy a 4-week’s 
supply of drugs. You might have to refill it four times, so that  he 
could afford that one week.

Mr. Rogers of Florida. Th at is the way—that is what I  was saying. 
Suppose there was some restric tion, to say tha t drugs  of this type 
should not be prescribed on one prescription more than four  times, for 
three refills or would it be bet ter to say a 6-month period  ?

Dr. Griffith . Fo r drugs of this type, I don’t think tha t doctors 
would say that  a prescrip tion should be refilled any more often  than 
four  times, nor should the prescription last  longer than 1 or 2 months. 
There are exceptions, for ins tance a patien t with epilepsy will require 
phenobarbita l and he might not see a doctor any more often than 
once every 6 months. But let us ta ke amphetamines. Very, very few 
clinical indications exist tha t would require a prescrip tion tha t was 
older than  1 month. I could be wrong on that , but certainly not more than 6 months.

Mr. Rogers of Florida. Do you think under this law as it  is pro
posed, the manufacturer and the wholesaler should keep records of the ir sales, to whom they sell them ?

Dr. Griffith. Yes, sir.
Mr. Rogers of Florida. And the pharmacist. Now, should the 

doctors also be required, do you believe, after your study, to keep 
records of whom they prescribe to ?

Dr. Griffith. I  think every one agrees tha t any good business
man, or any good pharmacist or any good doctor automatica lly keeps such records.

Mr. Rogers of Florida. Fo r the 3 years, tha t is the requirement?
Dr. Griffith . Th at is right.
Mr. Rogers of Florida. Would you see any objection from the medi

cal profession for keeping such records ?
Dr. Griffith. I think th at they would go stra ight up in the  air, if 

they were asked to, not on the  basis of any reasonable thing. It  
would ju st be tha t they would hate to have legislated what they will 
do automatically. We found very few instances of doctors getting involved in drug traffic, on an illegal basis.

Dr. Carter. The question I  wanted to ask, the amphetamines are 
used in marcolepsy, and they would be used over 6 months in those cases, is that r'nrlit?
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Dr. Griffith. In  the t reatment of marcolepsy with amphetamines, 

that is quite true, b ut the patient should be reevaluated, at least every 
6 months.

Dr. C arter. Well, marcolepsy being a condition which is not rea lly 
cured and it goes on, more than  likely we would have to use that 
amphatemine over a longer per iod ; is tha t rig ht ?

Dr. Griffith. Yes.
Dr. Carter. It  should not be done without the patie nt seeing the 

physician of ten, much oftener.
Dr. Griffith. The point I was making  is tha t if he has the pre 

script ion he m ight not see the physician.
Dr. Carter. I agree with  you.
Mr. Rogers of Flo rida . Thank you, Mr. Chairman.
Mr. K ornegay. Dr. Griffith, I want to congratu late you and than k 

you for coming here with this very valuable testimony, and I want 
to express to you my appreciation for the fine work you have done 
in this  area.

Let me ask you two or three questions, the first of which is thi s: 
To what extent, if  any, did you find during the course of your re
search th at these users of barbi turate s and amphetamines  were using 
them in conjunction with alcohol, such as whisky, or beer, or other  
alcoholic beverages ?

Dr. Griffith. One of the uses they make of amphetamines is to 
keep from passing out if they drink too much, so that they will mix 
amphetamines and alcohol together. If  one does not have enough 
alcohol, sometimes they will mix alcohol with barbitura tes because 
it is cheaper. In other words, a bottle of beer and a seconal table t 
is a good drunk, and it is cheaper.

Mr. Kornegay. That is exactly the point I am trying to get at. 
I have heard it said tha t a bottle of beer and a yellow jacket, which 
is the common name for seconal tablets, I think, is enough to greatly 
intoxicate a person.

Dr. Griffith. I  have never t ried  it but I assume tha t it would be.
Mr. Kornegay. I wondered whether you have run into tha t situa 

tion in your experience?
Dr. Griffith. Yes, it was quite common. However, the way to 

spot a person who takes pills in a bar  for example, is to notice the 
man who orders a coke. Since I  could not possibly keep up with the 
drink ing tha t went on while doing this research, I  was forced to 
order a coke. They immediately assumed tha t I was one of them.

Mr. Kornegay. Now, you spoke awhile ago of the users using 
anywhere from, say, 3 to as many as 25 in a day. Is that a daily  
occurrence with them, and do they get on them for awhile or get 
off for awhile or do they stay on until  they seek medical atten tion 
or are put away ?

Dr. Griffith. Wi th amphetamines, they usually sta rt off with  a 
small amount and then increase the dose over a 3- to  5-day period. 
Then, regardless of how much they take, they can get no fur the r 
effect at  this point  they may begin to have psychotic symptoms, such 
as hallucina tions and delusions. At  this  point they usually  stop 
takin g the drug, and sleep fo r 24 to 48 hours. Then they sta rt over 
again. It  is a fai rly  repetitive sort  of thing.  This  explains  why 
they cannot work.
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Mr. Kornegay. I would say a chronic user, then, is out of com' 
mission, is tha t righ t?

Dr. Griffith. Exactly.
Mr. F riedel. Would the gentleman yield? If  tha t is the case, 

wouldn’t the parents be the first ones to find out tha t the ch ildren are 
using these drugs?

Dr. Griffith. I didn’t understand the question, sir.
Mr. F riedel. The sample th at you just  stated, where they use i t 1 

day and increase it  for 3 or 4 or 5 days, and then they would sleep 
for 24 or 48 hours. Wouldn’t the parents be the first ones to find 
out that their  children were using these drugs ?

Dr. Griffith. The real young teenagers usually don’t do it tha t 
way. They will have a party, tha t is they will take a pill and a beer, 
and they keep it  from their  parents. Of course, mothers and fathers  
who have children of this  sort really are not paying very close a tten
tion to thei r children anyway. So the children may escape detection 
very well.

Of course, since this study came out, we have gotten numerous 
calls from parents saying, “What can I do about my child ?” One doc
tor called and said, “ You were quite right when you said tha t these 
people could not be helped.

“I  have spent thousands of dollars trying to help my daughter; 
she is now 30 years old and she is still on drugs.”

Mr. Kornegay. Now, Doctor, in the case of hard drugs, I have 
heard tha t the percentage of cures of addicts, and I am ta lking about 
permanent cures of addicts, is not much more than  4 or 5 percent. 
Is tha t a fa irly  accurate estimation ?

Dr. Griffith. It is a little better  than  that .
Mr. K ornegay. A little  better than  tha t?
Dr. Griffith. Yes, sir.
Mr. Kornegay. Well, what are the lates t figures if you have them?
Dr. Griffith. Well, the figures depend upon the person’s education.
Mr. Kornegay. I am thinking in terms of percentages, now.
Dr. Griffith. I think  the percentages are around 10 o r 12 percent. 

You see, for some unknown reason, well, when an addict on hard 
narcotics start s passing 40, he starts  dropping off of his habit, and 
no one knows just why this is, so tha t finding a really old addict is 
quite unusual. Therefore one should expect a certain number of 
cures just because the addicts are growing old.

Mr. Kornegay. Now, do you have any figures or any information 
to compare the cures between those who are addicted to hard  nar
cotics, and those addicted to amphetamines and barbitura tes?

Dr. Griffith. No, s ir; these are very mobile people, and keeping 
long-term statistics over a period of years is very difficult. I cer
tainly  can’t do this, and I  am not aware of anyone who has.

Air. Kornegay. Rased upon your experience and training and 
expert knowledge in the field, could you give us any estimation or 
make any statement with reference to the difficulty of curing one 
who has been addicted to amphetamines and barbiturates?

Dr. Griffith. It  is extremely difficult to trea t a person who has 
become habituated to these drugs, especially if he has been habituated 
for any length of time. I base this on my own clinical experience, 
and on the disappointment of other physicians who have also tried 
to treat addicts.
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If  everything we needed to know about this condition was an un
abridged Webster’s Dictionary, we would know the first 10 pages. 
There is a great deal yet to be learned.

Air. Kornegay. But we do know that  once one becomes addicted, 
even to amphetamines and barbiturates , tha t they for all practical 
purposes are lost to society ?

Dr. Griffith. Yes.
Air. Kornegay. Approximately  how long, Doctor, does it take a 

user to become addicted, and tha t is a double-barreled question and a 
broad question, but can you answer it ?

Dr. Griffith. I saw the previous figures on the length of time re
quired to become addicted, and I wondered how these figures were 
obtained for the reason tha t this would be almost impossible to com
pute. It  could only be seen in retrospect, and then where would the 
cutoff be? Does an alcoholic become an alcoholic with the first d rink, 
or the  second drink, or the th ird  dr ink or when he loses his job, or his 
wife, or his position in society ? Is it when he says he is an alcoholic 
or his friend says he is an alcoholic. This is a very difficult question to 
answer. We do know7, however, tha t if you take enough people at 
random and introduce them to the drug, th at a certain percentage, for 
reasons we still don’t understand, will become habitual users of these 
drugs. For this reason drugs should not be used indiscriminately.

Air. K ornegay. I knew that the question would be rather broad, in 
fact, almost impossible to answer, but I thought if you did have some 
information it would have some value to us.

The sentencing of a  person is an individual m atter in each case, de
pending upon the circumstances which the judges must take  into con
sideration. I would ce rtainly hope tha t every judge would th ink in 
terms of what is the best way to de ter this par ticu lar individua l from 
repeat ing the criminal offense. In  some instances, of course, a fine and 
stiff suspended sentence might do it, and, of course, there are many 
tha t need to go to jail and ought  to go to jail.

The point is, th at I quite agree with you, th at I thin k that  thi s type  
of offense has been too long treated too light ly in our courts. Thank 
you very much for your  appearance here today.

Dr. Griffith . Thank you.
The Chairman. Now, Doctor, your reference to older people not 

continuing to have the habit, or to  reach tha t stage, would th at have 
anyth ing to do with life beginning a t 40?

Dr. Griffith. Perhaps I  can say better when I ’m 40.
The Chairman. I envy you.
Air. P ickle. Doctor, this  may be too broad a question also, but what 

is the best thing we could do as a representative  of government and in 
behalf of our society to stop the misuse of these amphetamines  or 
barbitu rates?

Dr. Griffith. I thin k exactly what you are doing is the most obvi
ous, and the. most logical step, and th at is to make i t difficult f or these 
drugs to fa ll out of legal channels. Once that has been tried, if loop
holes appear, go over the  problem again and plug up those loopholes.

I know that certain doctors have said that you cannot eliminate this  
problem by legislation, or by the enforcement of laws, but the f act  of 
the matte r is t ha t heroin is almost unknown in Oklahoma City today, 
and the reason it is almost unknown is tha t the criminals have stopped
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selling it, and the reason they stopped selling i t is because they can't 
get it. I t is as simple as that.

We hope to see the same thing  occur with drugs of the amphetamine 
and barb itura te class. I think  tha t there is another thing  that you 
might look into, and tha t is these compounds being available as a paten t 
medicine. Fo r several years we have been troubled by illicit traffic in 
an inhaler. There has been absolutely no way th at we can handle it 
as a State. The druggists  in Oklahoma all agreed not to sell the 
inhaler, but now it  is being sold by a peddler in Oklahoma City. It  
sells for $3 a tube, but its actual retail  value is only 79 cents.

Mr. P ickle. Which inhaler is it?
Dr. Griffith. This is the Valo inhaler tha t is manufactured by 

the Peiffer Co., in St. Louis.
Mr. P ickle. Would you say tha t we as a people have become too 

pill happy ?
Dr. Griffith . Being a dilettante of history, I can say tha t almost 

every major civilization has had a problem with drugs, and I think 
tha t there is a great deal of t ru th  in what  you say. Perhaps we have 
become p ill happy. But I don’t thin k tha t this  means t ha t we are 
deteriora ting as a society at all.

Mr. P ickle. Actually, I  get to feeling th at i t is a sort of social status 
symbol, that the number of pi lls you have, the bette r off you are.

Dr. Griffith. Well, that  might be true.
Mr. P ickle. You have a pill for everything, and your medicine 

closets are so full now tha t you have a problem in knowing which 
one to take.

Dr. Griffith . This is an age of insta nt happiness. We like to get 
things quickly, and if peace of mind can be obtained with a pill, 
then this is attract ive to a lot of people.

Mr. P ickle. Tha t is all, Mr. Chairman.
Mr. Murphy. As all members of the committee have expressed, we 

find your remarks  very illuminat ing. These 1,000 users, you put 
them in the addict  cl ass ?

Dr. Griffith. These are 5,000 people obtaining drugs through  
illegal channels.

Mr. Murphy. How many of those are addicts?
Dr. Griffith. I haven’t any idea. First, one would have to define 

an addict. But look at it this way: These people are not buying their  
pills to lose weight. They are not buying pills to cure an illness. 
They are buying and using drugs as stimulants. To me, this  repre
sents a state of mental illness.

Mr. Murphy. In your research, did you take people across the 
board, or did  you concentrate on a youth group, or just wha t type of 
people did you get to?

Dr. Griffith. We took what we could get, and t hat  was the  lower 
socioeconomic whites between the ages of 18 or 19, to 35 years of age.

Mr. Murphy. Did you run into any members of the  Armed Forces 
in this category?

Dr. Griffith. No, sir;  they wouldn’t fall in tha t socioeconomic 
group.

Mr. Murpiiy. They would be draf t exempt because of  low qualifi
cations. Did you conduct any research around military installations?

Dr. Griffith. We have a large mil itary installation at Oklahoma 
City, but we ran into no members of the milita ry who were using it.
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How ever, as an  A ir  Fo rce  ps yc hiat ris t, I  hav e enc ounte red  such 
pa tie nt s as clinic al prob lems.

Mr. M urphy. You would n’t say  th er e wa s any  problem in th e A rm ed 
Force s the n?

Dr . Grif fi th . Some wh at of  a pro ble m;  yes. We  see it, bu t I  
would n’t hav e any idea  as to the ac tua l num bers .

Mr. M ur piiy . I  ha ve no m ore  questions.
Th e Cha irm an . Mr.  Sa tte rfi eld ?
Mr. Satterfield. I  have one questio n, Mr . Ch airma n.
You  po inted  ou t the  fact  th at  her oin  was  vi rtu al ly  nonex istent  in 

Oklah om a City. I  am sure you  un de rs tand  th at under th e Fe de ra l 
Na rco tics Ac t, th e contr ols  exercised by the Bu rea u of Na rco tics fa r 
exceed th e contr ols  conte mp lated in II .R . 2. Fr om  your  experience , 
do you thi nk  it  is possible  to m eet an d control th e condit ion  that  we are 
ta lk in g abou t by imposin g less posit ive  c ontro ls th an  we find imposed  
by the Bu rea u of  Narco tics?

Dr . Gri ff it h . I  th in k so. Th e reason I  say th is  is, the mere  fact  
th at  I  was  m ak ing an inv est iga tion prac tic al ly  dr ied  u p th e su pp ly of  
drug s in Ok lah om a Ci ty.  Some people thou gh t th at my investiga 
tio n might  ge t the m int o tro ub le,  so they  ju st  sto pped sel ling  fo r 
a time. Ce rta in ly  it would  prev en t a lot of  people  who aren ’t very 
ing enius fro m ge tt in g dru gs.  These  are very sim ple  cri mina l typ es,  
who do n’t have the good  old  Am erican  ge t up and go th at  it tak es 
to ob tain any lar ge  qu an tit ies of  dr ug s fro m the  dr ug  com pan ies.  I 
th in k law s such a s you con tem pla te wou ld have  a very in hibi tin g e ffect 
on the ille gal  traffic  of  dru gs.

Mr. Satterfield. T hat  is al l of  the que stio ns I  have.
Dr . Gri ff it h . M ight  I  a dd  som eth ing  to th at ?
Ano ther  reason th at  l ig ht er  c ontro ls would  be effective is ha rd  nar

cotics  are  not  bulky  an d a re qu ite  expensive, b ut  these d rugs  we ar e ta lk 
ing about involve  la rg e qu an tit ies  an d sm all er prof it margins . So I  
don’t th in k you need the same strenuous controls  th at  you need  with  
narcot ics .

Th e Chairm an . You describ ed th e type  o f people,  D oct or,  th a t y ou 
contacted an d you stu die d in con nec tion  with  yo ur  r esearch, an d as I  
rememb er, you said  it  did  no t inclu de  certa in  classes. W ha t classes was 
th at  ? Were  tru ck dr iv er s one ?

Dr . Grif fi th . Tru ck dr ivers and nonwhites—N egroes  an d In di an s.  
They sim ply  wo uldn ’t  ta lk  to me abo ut it. I t  also did no t inc lud e 
middle-c lass people.  In  othe r words,  mid dle -class  and upper-c las s 
people who are  hab itu ated  to  the se d rugs  do not  kn ow one an othe r lik e 
the people in  t he  l ow er classes do, so t ha t th er e was no easy  way th a t 
we cou ld id en tif y the m unless they saw a doc tor.

Th e Chairm an . You r stu dy  and research  wer e pr im ar ily  in  th e 
low er classes?

Dr . Grif fi th . P ri m ari ly ; yes.
Th e Chairm an . An d some in the  up pe r echelon, so to sp eak  ?
Dr . G ri ff it h . Yes,  sir.
Th e C hairm an . Th e so phist ica ted  types.
Dr . Grif fi th . Yes , s ir. Th ere is  one th in g we l ea rn ed : th a t ne ith er  

ra nk  in  society n or  experience, eit he r profe ssional,  o r med ical , o r stat e 
of  me nta l hea lth  was  a good  insur ance policy aga inst  ge tti ng  hab itu at ed  
to  these  dru gs. We  found a ll of  these exam ples .
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The Chairman. Doctor, did  you make any research as to whe ther  
it was being used by athletes ?

Dr. Griffith. You hit on a very sensitive subject.
The Chairman. I know it is, and I  had  this brought to  my atten tion 

and I am not going to indicate where, because I don’t think it would 
help to do so, not too long ago, when apparently  a grea t many who 
participated in the  event decided among themselves what they would do. I just wondered if you run across anyth ing like tha t in your 
research ?

Dr. Griffith . To be absolutely frank, wre would get second- and 
third-hand reports, but we tended to reject such reports  out of hand 
anyway. Tha t was from all informants. When we would follow these 
up, we would find tha t they were nothing more than  rumor in our 
State. However, the medical lite rature does contain references to use 
by athletes.

The Chairman. Now, as a professional man and a psychia trist, do 
you think alcoholism is a disease ?

Dr. Griffith . Yes, si r; I do.
The Chairman. Do the addicts to drugs have a reaction simila r to the reaction of an alcoholic?
Dr. Griffith. It  is quite similar in many ways.
The Chairman. Do you th ink an addict to these drugs then is suf fering from a disease?
Dr. Griffith. Quite possibly ; yes.
The Chairman. Then I would assume from what you have said that 

not only should attention be given to the manufacturer, the  wholesaler, 
and the distributor , but some way of keeping up with the user, if possible.

Dr. Griffith. I don’t know exactly w hat you mean by “keeping up with them.”
The Chairman. Do you think in order to meet this problem it is 

nece ssary to  go so fa r as to make possession a violation ?
Dr. Griffith. We have this in Oklahoma. It  solves a lo t o f prob

lems in tha t if you catch a peddler with the pills on him, you don’t 
have to prove that he had those pills to sell. It  is up to him to prove tha t he got it from a doctor.

The Chairman. Suppose you catch an addict with some. He is 
the user, and he obtained them from a peddler.

Dr. Griffith. Punishing him is not going to change the situation materially .
The Chairman. I am inclined to agree with you.
Well, doctor, I want to thank you, along with the other members 

of the committee, for your very interesting presentation. It  is a 
refreshing th ing to have from you your analysis of the problem, and a 
description of the research w ork th at you have done. We appreciate  it very much.

Dr. Griffith. It  is equally refreshing to have a distinguished group 
of Congressmen interested in a very serious medical problem. Thank you, sir.

The Chairman. Thank you for your  appearance.
The committee will adjourn until 10 o’clock in the morning.
(Whereupon, at 4:20 p.m., the committee recessed, to reconvene at 

10 a.m., Wednesday, February  10,1965.)
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W EDNESD AY, FEBR U A R Y  10, 1965

H ouse  of R epresen ta tiv es , 
C o m m it t e e  on  I n ter sta te  a n d  F orei gn  C om m er c e ,

Washington, D.G.
The committee met at 10 a.m., pursuant  to recess, in room 1334, 

Longworth B uilding, Hon. Oren H arri s (chairman of the committee) 
presiding.

The Chairman. The committee will be in order.
This morning, as we resume the hearings on the  dru g control legis

lation, we are pleased to have our colleague, Mrs. Sullivan. Mrs. 
Sullivan is the author of  legislation on this subject, and she has shown 
a keen interest in the matter over the years.

Mrs. Sullivan, we have conducted hearings for some several days on 
the subject. Realizing you have been out of the city on very important 
business, we are glad  you did retu rn in time to get your statement 
before the committee during  the course of the hearings.

We are  glad to have you this morning. We will be glad to have a 
statement from you.

STATEMENT OF HON. LEONOR K. SULLIVAN, A REPRESENTATIVE 
IN  CONGRESS FROM THE STATE OF MISSOURI

Mrs. Sullivan. Thank you, Mr. Chairman. I great ly appreciate 
your giving me this  opportunity because I am interested in this type 
of legislation, and I consider it of vita l importance—vital in the  literal 
sense tha t our lives are in  danger from the continued widespread illicit 
traffic in barbiturates, amphetamines, and the related central nervous 
system depressant or stimulant drugs.

We know tha t many of the head-on crashes on our superhighways, 
* where a car or  truck  will suddenly careen across the median strip and

plow into a car going in the other  direction, wiping out entire families, 
can be a ttributed  to more than jus t fatigue on the pa rt of one of the 
drivers. As the work of the Food and Drug  Administra tion has 
demonstrated, illic it sales of the so-called pep pills at highway stops 
are so common tha t the use of such drugs constitutes a real and present 
danger to everyone who ventures out on a highway.

The barbitura tes and the amphetamines serve very useful medical 
purposes when properly used, and nothing in this  legislation, of course, 
would interfere with  the doctor’s freedom of action in prescribing such 
drugs  or with the patient’s opportunity to buy them through legi timate 
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channels. But when the Commissioner of the Food and D rug Administrat ion testified, as he did before this  committee, tha t probably one- half of the 9 billion doses of  barbi turate s and amphetamines manufactured in this country in 1962 ended up on the bootleg market, then, Mr. Chairman, we are compelled by our responsibilities as Members of Congress to wipe out this bootlegging of pills which are major causes of highway homicide, which also serve as handy-dandy little suicide kits, and do-it-yourself instruments of mental illness and delinquency among youth.
Of course, you are not going to wipe out all traffic in instruments of homicide and suicide and crime, no matter what kind of legislation you pass, but I want to point  out, before someone raises the question of firearms regulation and we get into a  long and emotional controversy on a completely different issue, there is nothing in the first, amendment about the right of the public to buy any kind of poison they want to.
In  fact, we have many laws, including the Food, Drug, and Cosmetic Act, which severely restrict the manufacture , distribution, and sale of unsafe products in commerce, and we have other laws which prohibit the illegal possession of narcotics regardless of whether they moved in inte rstate commerce.
We must stop the illegal traffic in nonnarcotic drugs which are f requent substitutes  for narcotics and which, when abused, are habit forming and dangerous not just to the user, but to the public. The legislation before you will go far toward accomplishing tha t purpose. It. prohibits unauthorized possession of the pills, permits surveillance of all stages of production and distribu tion, and establishes criminal penalties for violators, particularly for sales to youths.

STRONGER PROV ISION S IN  H .R . 1 2 3 5

Commissioner Lar rick pointed ou t in his testimony certain changes which he would recommend in H.R. 2, the bill introduced by Chairman Harr is. Mr. Chairman, I would like to point out tha t one of the sections of H.R . 1235, my omnibus bill to rewrite the Food, Drug, and Cosmetic Act of 1938, contains all o f the provisions of H.R . 2 on control of the dangerous and habi t-form ing depressant and stimulant drugs, and, in the respects cited by the Food and Drug Administration, also contains language covering most o f the additional points raised by Mr. Larrick .
For instance, my bill permits  seizure of any drugs for which there are not prope r records as required  under  the proposed law. There are safeguards in the bill to  protect  legitimate manufacturers, wholesalers, and retailers, of course, but  the burden of proof would be placed upon them to prove legal ownership of any drugs for which they failed to keep proper records. Unde r such tig ht restrictions, I cannot imagine half of the annual product ion of 9 billion doses disappearing out of legitimate trade channels.
H.R. 2 would extend to Food and Drug  officials the rig ht to carry firearms under certain circumstances in the administration of this new section of the  Food, Drug, and Cosmetic Act. H.R. 1235 would go fur ther , as Commissioner Larrick urged, and give such officials the
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pow ers not. only to execute  and serve ar re st  war rant s,  a nd  e xecu te s ei
zure by p rocess i ssued pur su an t to  libel, but  also to :

(a ) Make ar re sts  with ou t war ra nt  fo r offenses un de r th is  legisla 
tio n—
if the  offense is comm itted  in the  officer’s or employee’s presence or if he has  probable cause to believe th at  the person so arr es ted  has  committed, or is committing, such offense.

(Z>) Mak e, p rior to  in sti tu tio n o f libe l proceedings —
seizu re of drugs , containers, or conveyances if  such drugs,  containers or conveyances  are, or if he has reasonab le grounds to  believe th at  they are,  subject to seizu re and condemnation  under the  law, provided, however, th at  libel proceedings be in sti tut ed  imm ediately therea fter .

Mr. Ch airm an , the se are  very  s tro ng  powers , b ut the y are no t exces
sive. Th ey  are  sim ila r to the  powers now held by alcoh ol ta x agents 
an d by na rco tics ag ent s. In  the  case of h ab it- form ing,  dan gerou s drug s 
so widely bootle gge d, we are  deali ng  wi th criminal syn dicates and 
hoodlum s. W ith ou t such  powers, the  evide nce can quickly di sapp ea r 
before  war ra nt s a nd  libels  can be  issued.

FOOD, DRUGS, AND COSMETIC ACT NEEDS MAJOR OVERHAUL

My purpose in com ing  here th is  morning  is not  ju st  to sug ges t the  
subs titut ion of  the  str on ge r pro vis ion s of  section 6 of H.R.  1235 fo r 
H.R.  2, as a tighte r bil l and more inclusive in fig ht ing  bo otl eggin g of  
thes e da ngero us dr ug s. I  am even m ore  brash  th an  that .

Mr. Ch airm an , I  first int roduced th is  barbi tu ra te-amph etam ine con
tro l leg islation  m ore  th an  4 years ago, so I  am very anx ious to  see such 
leg islation  become law. I know th at  the  chair ma n of the commit tee 
has also been a sponsor  o f such leg islation fo r a n um ber  of  yea rs. But  
we both  recog nize , a nd  I  hope  al l of  th e members of  the  committee  also 
recognize, th at the sit ua tio n with  rega rd  to these dangero us mind- 
affe ctin g drugs, while very serious , is  on ly one of  a  whole series o f im 
po rtan t pro blems which  now’ exi st in the admin ist ra tio n of  effective 
food , dr ug , and  cosm etic r egula tio n.

We hav e pu t a lot  of  b low out patches on the  Foo d, Drug,  and Cos 
met ic Ac t o f 1938 o ver t he  years, bu t the act its elf  needs a m ajor  ov er
haul.  Inste ad , we have usually  t aken  up  one issue at a t ime, one Co n
gress a t a tim e.

In  1954, we pas sed  the bill  on pes ticides , bu t no th ing was done  on 
cosmetics, or  on foo d addit ive s, or  about othe r g la ring  ga ps  in  th e law. 
In  1958, we passed a Fo od  A dd itives A ct, bu t again  did  n othing  about 
cosmetics safet y, or  any of  the  o ther  deficienc ies in the act.

In  1960, when th e lip sti ck  maker s came  rush ing in fo r help, w’e 
quickly pas sed  th e Co lor  Ad dit ive s Ac t, requ iri ng  th at  all colori ng  
mat te r in food s, dr ug s, or  cosmetics (excep t h ai r d ye colors) be p rov ed 
saf e befo re be ing  used,  but  to th is day we h ave  done no t a s ingle th in g 
to assu re the pr etes tin g fo r safety of any  of  the  othe r ingred ients in 
cosmetics ex cep t co lor ing  matte r.

In  1962, un de r circ umstance s I  do no t hav e to  reca ll fo r th is com 
mit tee , which  wo rked  a leg islative mirac le in ge tti ng  the leg islation  
th roug h un de r tr em endous  difficulties, we closed th e m ajor  loopholes in 
the clearan ce of prescr ip tio n drug s fo llowing  the  tha lid om ide  di s
closu res, but  once ag ain  w’e did no th ing about cosmetics, or  ba rb itu ra te s
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and  amphe tam ines, or  thera peut ic devices, or  any of  the  othe r majo r 
loopholes in th e basic  act  which the  Se cretary of He al th , Ed uc at ion,  
and  Welfare , and the Com missioner of  FI) A  have rep ea ted ly de 
plored.

I  included these t hing s in my omnibus bill  as long ago as 1961. The 
cha irm an of  t hi s com mit te also p rop osed ma ny of these th ing s in leg 
isla tion  he also  in troduced  in t he  87th Congress.

I int rod uced an omn ibus  b ill in 1961, a ft er  h av ing  int roduced sepa
rate b ills  on cosmetics in f ou r prev iou s Congresses, w hen I  became c on
vinced we w ere proceeding too slowly by t ak in g up only  one phase  o f 
the Foo d, Dru g,  and Cosmetic Act  in each  2-y ear  ter m of  Congress. 
Th is is ou r bas ic consumer  pro tec tion sta tute.  It is 27 years  old. 
Many pro vis ion s of  it  are obsolete . Some  sections were bad  27 years  
ago, and  are  worse today.

Yet we hav e app roa ched th is  vast  problem a nibb le at a tim e, a 
Congres s at a tim e, even conceding th at  some of the  acts  which you 
have  spon sored in these past 10 ye ars , Mr. Ch airma n, have Ix̂ en very  
im po rta nt  and very sizable bites, indeed. Bu t we hav en’t ever done  
since 1938 t he  k in d of job done  by th is  committ ee 27 years  ago;  th at  
is, take a good, ha rd  look at the  en tir e act on foods,  dru gs, and cos
metics , and weed ou t the  obsolete po rtion s and  replace  the m with 
effective pro vis ion s which trul y prote ct the consumer in toda y's  econ
omy, r at he r t ha n th at  o f 27 years ago, when tech nolo gy and  marke tin g 
were fa r d iffe ren t.

MAY BE ONL Y CH AN CE  TO AM END ACT IN  THIS  CONGRESS

In  my rem arks  in the  Ap pend ix of  the  Record on Ja nuar y 26, I 
spe lled  out these necessary  and long ove rdue changes , as cal led  fo r 
in I I.R . 1235.

W ith  yo ur  permis sion, Mr. Ch air man , I would like to inc orp ora te 
those rem ark s as pa rt  of my tes tim ony tod ay.  I  would ha te  to tak e 
the tim e to  r ead it all, bu t I  w ould  l ike  to  have the  m ate ria l conside red 
pa rt of  my presen tat ion f or  purp ose s of  th is  hearing.

The C hairm an . You ma y let it be in cluded  as p ar t of  your rem ark s.
Mrs. Sullivan. Th an k you, M r. C ha irm an .
In  th at  sta tem ent, I went into det ail  on all of the  pro vis ion s of my 

omnibus  bill,  and the reasons why  the  h ea lth  and  saf ety  of the  public, 
and the  in ter es ts of  all consumers, req uire passage of an omnibu s 
bill such as II .R . 1235, ra th er  than  an othe r piecemea l appro ach as 
in II .R . 2.

My plea  is th is : Ple ase  extend  the  scope of these heari ng s to in 
clude  all phases of the  Food, Dru g,  and  Cosmetic Act requ iri ng  
improve men t and amendmen t. You hav e made a fine, ea rly  st ar t in 
thi s Con gress on a most im po rta nt  aspect  of the  prob lem. Bu t T am 
fea rfu l th at  if  we pass II .R . 2 by its elf , th at  may  be the only pa rt of 
the Food, Drug,  and Cosm etic Act  we can get to in th is Congres s. 
Fo r I  am mindful  of  the  heavy leg islative  responsi bil itie s of thi s 
committee in so many othe r fields—tran sp or ta tio n,  aviat ion , na tu ra l 
gas, power, the Pu bl ic Hea lth  Service program , ra ilroad ret ire me nt,  
com mun icat ions , the Secur itie s and  Exchange Commission and  the  
oth er regu la tory  agencies, and the fact  th at  once you pu t th is  one 
aspec t of  th e FD A Ac t behin d you, the pre ss of  hearings on othe r 
issues may  ma ke i t im possible to go back  to th is  subjec t.
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Imp orta nt as are the barbitura tes and amphetamines, they consti
tute  only one of the serious gaps  in food, drug, and cosmetic control. 
At the pace which has been followed in the past, it may be years 
before we can complete action on such major loopholes in th e law as 
those applying to—

1. Therapeutic  devices—which can be marketed today without proof 
of safety and without proof of effectiveness, and which in manv in
stances, are tools for the victimization of the elderly and sick, as 
Senator Williams’ Committee on the Aging reported just last week.

2. Cosmetics—which can also be earmarked without prio r clearance 
for safety, except insofar as the coloring matter is concerned (and in 
the case of hair dyes, the  colors can be virulent ly dangerous just so 
long as the label points out they may not be safe for some people to 
use).

3. Worthless  dietary foods—another major source of defrau ding 
the elderly and ill.

4. Factory inspection for foods, nonprescription drugs and cos
metics—the same loopholes in these fields which we closed for pre
scription drugs in the Kefa uver-IIarri s Act of 1962.

5. Deceptive labeling and packaging—the public is really becoming 
aroused over the tricks which can be perpetrated  under  present law. 
I firmly believe that, if  we do not solve this problem through  the non- 
controversial features of section 2 of H.R. 1235, you will soon be faced 
with tremendous demand for much more stringent  regulation .

6. Cautionary labeling of  foods, drugs,  and cosmetics—now exempt 
under the Hazardous Substances Labeling Act so t ha t no informa
tion need be supplied on possible dangerous uses or misapplica tions, 
or on first aid steps to be followed in case of mishap or accidental 
ingestion, parti cula rly by children.

There are many other changes in the basic Food, Drug, and Cosmetic 
Act of 1938 called for bv H.R. 1235, including a proposed ban on in ter 
state commerce in flavored or sweetened aspirin, a major cause of 
accidental poisoning of children under five. In extending my re
marks, I will list all of these provisions. Rut for righ t now, I fer 
vently ask tha t you expand your hearings on H.R. 2 to include all 
phases of the act, and give our consumers the first real top-to-bottom 
review in 27 years of the  many deficiences in this statute.

I greatly appreciate, Mr. Chairman, the opportunity  to express my 
views on this legislation.

The Chairman. Thank you, Mrs. Sullivan. We do apprecia te 
your long-continued interest  in this subject matter. We are glad to 
have the benefit of your views and suggestions and recommendations. 
The committee, of course, will give serious consideration to them.

With  refererence to the expanding  of the  hearings, I doubt that we 
will be able to do that  because we have outlined the schedule and the 
objective of this par ticu lar hearing. I do not pretend to speak for 
the admin istrat ion or the  agency involved, but I  have had it brought 
to my attention tha t there will be proposals coming up on many of 
these subjects in the near future. I am not making promises. I don’t 
know. I am just  re lating to you what I  understand the situation to be. 
If  they do come up w’ith their  recommendations, the committee will 
give consideration to them, of course.

Mrs. Sullivan. Thank  you, Mr. Chairman.
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(Mrs. Sullivan’s remarks in the Congressional Record follow:)
[From the Congressional Record, Jan . 26. 1965]

L et ’s H ave More, Not L ess  “P olitic s in  th e P antry”—and All  T hroug h th e H ouse—by Clos ing  Gaps  in  Con su me r P rotection Leg isl ation

(E xt en si on  of  R em ar ks of  Hon. Leo no r K. Su lli va n,  of  M isso ur i, in  th e  Hou se  of  
Rep re se nt at iv es , Tue sd ay , Jan u a ry  26, 1965 )

Mrs. Sul liva n. Mr . Sp ea ke r, I w as  gre atl y  ho no re d in  th e la s t Con gress by th e chai rm an  of  th e Co mmittee  on B an ki ng an d Cur renc y,  th e H on ora ble  W ri ght P at m an , of  Tex as , when he  na m ed  me  to  th e ch ai rm an sh ip  of  a ne wly  cr ea te d st and in g  su bc om mitt ee  kn ow n as  th e  Su bc om m itt ee  on Con su mer  Affai rs , a field to  which  I ha ve  de vo ted  so muc h of my ef fo rts  in th e Con gres s du ri ng  th e pas t 12 ye ar s.  And  you , Mr.  Sp ea ke r, fu r th e r ho no red me  fo r my  wor k on  co ns um er  issu es  by ap po in ting me as  1 of  5 Mem be rs of  th e  Hou se  o f R epre se nta ti ves  se rv in g o n th e  15-m ember  b ip ar ti sa n  N at io nal  C om mi ssion  on  F oo d M ar ke tin g,  c re at ed  by  P ub lic Law  88-35 4.
I am  th ere fo re  al w ay s in te re st ed  in  th e vie ws  of re sixm sibl e le ad ers  of  ou r food  in dust ry  and in an y di sc us sion  of  le gi sl at io n af fe ct in g th e co ns um er  a nd th e bu sine sses  which  se rv e co nsum ers. Co ns eq ue nt ly , I re ad  w ith g re a t in te re st  an  art ic le  i n th e  cu rr en t issu e of  Look m ag az in e— th e on e dat ed  toda y,  Ja n u a ry  26— w ri tt en  by th e ch ai rm an  of  th e  bo ar d of  one of  our  g re a te st  f ood pr oc es sing  co rpo ra tion s ab out th e  fine  j ob  th e A m er ic an  foo d in dust ry  is  pe rf or m in g in  mak in g th is  th e be st -fed  N at io n in  th e  wor ld , an d a t th e mos t re as ona ble  cost.

POLITICS AND THE PANTRY

T he  art ic le  is  en ti tl ed  “L et ’s Ke ep  Poli ti cs  Ou t of th e  P a n tr y .” In  it , Mr.  C ha rles  G. M or tim er  of G en er al  Fo od s po in ts  out  th a t w he re as  on ly  19 ce nt s of  th e  Amer ican  fa m ily’s take -h om e doll ar  goes fo r food, th e aver ag e fa m ily in  G re at  B ri ta in  sp en ds  29 ce nt s,  in  F ra nce  31 ce nts, in  Japan  47 ce nt s,  an d in  th e So vie t Unio n, 50 ce nts. F urt her m ore , he  t el ls  us , th ere  is  a  mu ch  g re a te r vari e ty  of  food s he re , more co nv en ienc e foods, and—t hanks to  Gov er nm en t sa fe guar ds and th e  c om pe ti tive  p re ss ur es  o f A m er ic a’s fr ee  e n te rp ri se  sy stem —Mr. M or tim er  sa ys  th e Amer ican  ho us ew ife  is  fu lly  pr ote ct ed  no t on ly again st  da ng er ou s an d un who les om e food s but  al so  again st  tr ic kery  an d de ce it in  th e  m ar ke tp la ce .N ev er thel es s,  th is  foo d ex ec ut iv e w ar ns,  th er e is an  om inou s clo ud  on th e  ho riz on , th re a te n in g  o ur  bes t-o f-al l-p os sible fo od  w or lds. Mr.  M or tim er  d ec la re s:“T he  m ac hi ne ry  of  fr ee  co mpe tit ion which  has  mad e ours  th e be st -fe d N at ion on  ea rt h  is  in  da ng er  of  be ing ta m per ed  w ith . I t  is be ing a tt acked  by ce rt ai n  peop le in  Gov ernm en t wh o ha ve  th e per ve rs e no tio n th a t th e  M ar y Jo ne se s of  Amer ica ne ed  mor e G ov er nm en t pro te ct io n th an  th e  am pl e sa fe guard s th ey  al re ady  h av e. ”
Th e fe a rs  o f the G en er al  Fo od s Co rp, bo ar d ch ai rm an  grow  o ut of  t he  a ct iv it ie s of  w hat  he  de sc rib es  as  “v ote-co nsciou s poli ti ci an s” wh o ar e.  as he  puts  it , “p la ying po li tics  in  th e  p an tr y ” by “p itch in g em ot ion- ch arge d ap pea ls ” to  co nsum ers . H e sa ys  th a t th e pol it ic ia ns  a re  in dul gi ng in  “h ea dl in em ak in g in nu en do s” im plyin g th a t Amer ica’s foo d m ar ket in g  sy st em  “nee ds  to  be  w at ch ed  and re gu la te d even  m or e c los ely  th an  i t is .”
The  G en er al  Fo ods ex ec ut iv e w as  d ir ecti ng  h is  fire p ri m ari ly  a t Sen at or H a rt ’s so-call ed  tr u th  in  pa ck ag in g bil l, w hi ch  is  ai m ed  a t th e  ju ngle  of  co nf us in g siz es m ak in g in te ll ig en t p rice  co m pa riso ns  s o e xtrem el y dif ficult  fo r th e av er ag e s ho pp er  in  th e su perm ark et;  a t Mr s. E st her Pet er so n, th e  P re si den t’s dy na m ic  an d effe ctiv e Sp ec ia l A ss is ta nt fo r Con su mer  A ff a ir s ; a nd a t th e po ss ib le  r ec om men da tio ns  of  t he  N ational Co mm iss ion  on Fo od  M ar ke tin g.

IF THE SHOE FITS—

B ut a lt hough h e does not  m en tio n me by nam e,  I  ca nnot  h el p bu t feel th a t I, too , m us t be on e of  hi s ta rg e ts  i n th a t ar ti cl e.  The  e vi ls  Sen at or  H a rt  se ek s to  el im inate  in  h is  bi ll pr op os ing re ad ily co m pa ra bl e siz es  of  bo tt le s an d ca ns  an d boxes in  ea si ly  co mpu ted m ul tipl es  or fr ac ti ons of  pi nt s,  quar ts , po un ds , an d so on, a re  al so  a tt ached  in th e  l ab el in g pr ov is io ns  of  one of  my  b ill s, al th oug h from  a muc h di ff er en t ap pr oa ch , an d in  a  les s con tr over si al  m an ne r.  B ut es se nt ia lly,  Sen at or  H a rt  and I seek  si m ilar  go als  of  b e tt e r in fo rm at io n to th e co ns um er  in  mak in g pr ic e an d q uan ti ty  co m pu ta tion s i n  th e  s to res.
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For a second thing, I think  Esthe r Peterson is doing a wonderful job, a nd I am 
all for what she is trying  to accomplish. I have worked very closely with her 
through my subcommittee, and I hope to continue to do so. And, for  a th ird thing,
I am, as I said, a member of the National Commission on Food Marketing, which 
Mr. Mortimer of General Foods hopes may do a good job in explaining the neces
sary roles played by the different levels of our food distributio n system, but he 
fear s we may, instead, do a very bad job by merely trying to expose the  so-called 
middlemen as profiteers.

Personally, I have no idea in the world what we will end up doing in tha t 
Commission, for  we have only jus t begun our work, and the first job has been 
to pick capable and unbiased staff expert s to do the basic research which will 
eventually  guide us in making our recommendations to Congress.

WE NEED MORE CONSUMER POLITICS, NOT LESS

But beyond all that, I am c ertain ly the food executive’s target because I must 
admit tha t I am a politician—and undoubtedly a vote-conscious one, too. Mem
bers of the House of Representatives of the Congress of th e United States must 
win reelection every 2  years in order to reta in and enhance their  seniority and 
thus accomplish t heir  objectives. To win elections, you have to get more votes 
than your opponents, and I have taken my chances in the ballot boxes of my 
dist rict seven times, so I am certainly aware  of the importance of consumers 
as voters.

Thus, I suppose I must plead guilty to at least some of the counts in the 
General Foods Corp, board chairman’s indictment in today’s Look magazine 
against “vote-conscious politicia ns” promoting what he calls the “perverse 
notion” tha t the supermarket customers of this country need more Government 
protections tha n the ample safe guards  Mr. Mortimer believes we a lready  possess.

If I didn’t have such notions—perverse or not, depending upon one’s view
point—I would undoubtedly feel a bit silly about putting so many bills into the 
congressional hopper to tighten the safeguards which a lready exist, or to create 
new safeguards  where none exist.

It  is not my purpose here to debate with the General Foods chairm an the 
quality an d wholesomeness and comparatively reasonable costs of American food. 
However, I certa inly challenge his theory th at  there is something ominous or 
reprehensible about “playing politics” on these issues, or th at we should, as 
he puts it “Keep Politics Out of th e Panry.” Instead, I would s ay : “Let’s Have 
More Politics in the Pantry, and All Through the House.”

POLITICS IS  SCIENCE OF GOVERNMENT

Perhap s the whole argument rests  on what  we mean by the word “politics.” 
As used in the  Look article  urging us to “Keep Poli tics Out of the Pan try,” it 
is a somewhat mild and gentle word, implying—in a not too angry fashion— 
hints  of self-seeking, of personal aggrandizement, demagoguery, voter deception, 
and perhaps a tiny touch of corruption. In this  connotation, “politicians” are 
not necessarily evil, not bad all through, but rath er forced by their  professions 
to “play politics” by deceiving the public into wanting things tha t are not good 
for them, so th at  the politicians can stir  up enough turmoil in giving these 
undesirable things to the public to make a lot of headlines and thus  get the 
politicians’ names in the paper, the better to gain attent ion and win votes.

To me, politics is a good many cuts above tha t level. To me, politics is the 
science and ar t of government in which every citizen has not only the right but 
the solemn obligation to partic ipate to the utmost of his abilities and opportu
nities. Without politics American-style, the free enterpr ise system which has 
made this country great  in so many ways could not possibly have grown and 
developed, for our economy is an outgrowth, and a corollary of our form of 
government and of the politics which make democracy function.

POLITICS AND WHOLESOME FOOD

Even the acknowledged greatness of the American food industr y is a direct 
reflection of American politics at work. For the very safeguard s the General 
Foods chairman  referred to in his article as now adequately protecting the 
American consumer against  unwholesome foods and deceptive sales devices were 
the hard-won—but never completely won—fru its  of pol itical effort and political 
achievement—by Teddy Roosevelt as well as by Frank lin D. Roosevelt, and by
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oth er Pre sidents and Cabinet officers and  bur eau cra ts and  Congressmen and 
Sena tors doing wh at the  General Foods execut ive calls “playing  poli tics”— 
put ting  pol itics in th e p ant ry, as it were.

There is a long histo ry of legal enactme nts—which were all bit ter ly contested, 
highly controver sial, touch-and-go poli tica l issues—when first  introduced in the 
form of proposed legislation  in the  Congress—but which resu lted in toda y’s high 
food qua lity  and wholesomeness. Each  was proclaimed in its time as the fore
run ner  of doom for the American free  ent erp rise  system. Opponents charge d 
in each instance that  the “vote-conscious  politician s” we re “playing politi cs” with 
free  ente rpris e.

ME AT AN D POU LTR Y INSP EC TION

We have had  compulsory Fed era l inspection of meat for  wholesomeness in 
inter sta te commerce for 59 years. Upton Sinc lair  and othe r wr ite r known in 
the ir day as “muc kra ker s” prese nted  such a sickenin g pic ture  of the conditions 
in our packing pla nts  th at  the people demanded th at  Governm ent take action, 
and it did. But it  was  not until 1957—41 yea rs lat er—tha t we had  the  same 
prote ction s wr itten  into  law for  in ters ta te  shipm ents of poult ry. When I first 
introduce d the  p oult ry inspection bill, th e poultry  industry was alarm ed. Today, 
fed era lly inspected poultry is accepted wi thin the  in dus try as one of its  bes t sales 
tools, and  Amer ican poultry  has  won tremendou s exp ort ma rke ts arou nd the  
world, based  on the reli abil ity and  acce ptab ility  of the lit tle  seal or  tag  which 
says  “U.S. Inspe cted for Wholesomeness.” Nevertheless, much meat in in tra 
sta te com merce is st ill not in spected fo r wholesomeness.

PU RE  FOOD AN D DRUG LAW OF 1 9 0 6

The Food and  Drug  Act of 1906 was our  firs t fora y into protect ing the  Amer- 
ican consum er again st adu lte rat ed  or uns afe  America n prod ucts  in the  two fields 
of foods and  drugs. It  took a scan dal involvin g the  sale  to the Army of meat 
tre ate d wit h formaldehyde, and  rev elat ions abou t tonics  and medicines (sup
posedly for  women b ut cons isting mostly  of alcohol or opium or oth er ingredients 
no la dy would have knowingly  us ed ), to spu r the public into  demanding remedia l 
legis lation and  Congress to  pass it.

COS METICS REGULATION BEGAN ON LY  2 7 YEAR S AGO

Bu t cosmetic s did not come u nde r Feder al supervision  unt il only 27 yea rs ago, 
in the Food, Drug, and Cosmetic Act of 1938, af te r numer ous women had been 
blinde d by uns afe eye preparatio ns. If  you read the  old congressional debates 
on th at  bill—a milestone piece of legislation then, bu t ter rib ly outmoded 
today —you will come across speeches predict ing th at  the  measure  would bank 
rup t every  busine ss in the field, discourage  rese arch  in medicines, and make 
every woman get  permission from some burea ucr at in Was hington before she 
could p owder her nose or use lipstick.

LOOPHOLES IN  THE FOOD, DRUG, AND  COSMET IC ACT  OF 1 9 3 8

The 1938  act, as I said, was  a good law for  its  time, bu t time quickly eroded 
holes in it, thro ugh  court decisions  and  changes in technology. Not all of those 
holes have  been repai red. Other loopholes sti ll in the  act were delib erate ly put 
the re when it was originally  passed, in ord er to ass ure  neu tra lity on the  bill 
on the  pa rt  of some business inte rest s, like the  soap manufacturers, for  ins tance, 
who othe rwis e would have joined  in the bit ter  ba ttle  to def eat  the controvers ial 
legis latio n in 1938. I will mention la te r a few of those  special  exemptions dati ng back to 1938.

But wh at abou t the  loopholes Congress did not  an ticip ate, and had  no i ntention 
of cre ati ng ? One of the first bills I intro duce d in my firs t term  in the  Congress 
was directe d at  closing such a gap cre ate d by cou rt decisions. The  cou rts had 
rule d th at  the  Govern ment’s food and  dru g inspe ctors  could not inspe ct the op
era tions of a pla nt if the  owner  o r manag er did not  w ant to adm it them. Well, 
thi s was not  the  i nte nt of Congress at  a ll, so we had to amend the  law  to make it explicit.

In 1954 we first, took notice of the gre at dang er to our food supply which was 
developing from unre gula ted use of pest icide s on raw agr icu ltural  commodities —tha t wa s only 11 y ears  ago.
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UNTESTED CHEMICALS IN  FOOD

It  was  only 15 yea rs ago th at  the  Delaney  comm ittee in the House, a specia l 
committee head ed by Congressman Jam es J. Delaney,  of New York, firs t spot
lighted the  dan ger s to consumers from a pro life rat ion  of new chemical add itiv es 
being used in food processing wit hou t pri or tes ting  and cert ificatio n as to their  
safety. I t took Congress 8 yea rs the reaf ter  to act on the  Delan ey comm ittee 
reve latio ns in the  Food Additives Act of 1958, which I cosponsored. By then,  re 
sponsible lead ers of the  food ind ust ry were  acknowledging the  need for  correc
tive legislation,  bu t the  ba ttle  over the  d eta ils of the  bill were  often  bi tte r ones. 
The 1958 ac t was  a gre at for wa rd step. Under it, the ma nu fac tur er now has to 
prove an  add itiv e is safe  before  he can use it in foods. Previously , the  burd en 
of proof  had  been on the  Gover nment; if the  Government could not provide 
legal proof th at  the add itive was  harmfu l, the ma nu fac tur er could continue to 
use it, even if the  weig ht of scientific evidence  indi cate d the  safe ty of the  
prod uct was  ser ious ly in doubt.

BURDEN OF PROOF ON COSMETICS SAFETY IS ON GOVERNMENT

The burden of proof, however, is stil l on the  Govern ment in the law ’s sections 
on cosmetics. There  is no requ irem ent th at  cosmetic  ma nufac tur ers  must pre
tes t their  pro duc ts for  safety. The consumer thu s can easily be a guin ea pig on 
a new cosmetic item. If  enough consumers get  hu rt—bu rned or scalpe d or 
disfigured or sca rred  or infec ted from a new and unte sted  cosmetic—th e Govern
ment  even tual ly hears  abou t it  and moves a gains t the  p roduct and  take s it  off the  
mark et. But,  oh, the  agony in the meanti me. Rememb er the  fal se finge rnail s 
which cause d such anguish  several yea rs ago, when i t was discovered th at  remov
ing them  could also  remove the  na ils ? Or the  ha ir dyes which  made women 
bal d? These  thi ngs  can happen und er our  present law on cosmetics.

So I say to women in thi s co un try: “This  is an are a in which  every woman— 
every woman—had bette r begin to play polit ics in every way she knows how, 
because  your skin  and your  ha ir and  your nai ls and your eyebrows and your 
lips and even you r lives may be at  stake someday .”

COSMETIC COLORS MUST BE SAFE----BUT NOT IN HAIR DYES

The only signif icant  improvement  made in the cosmetic sections of the  Food, 
Drug, and  Cosmetic Act in the  las t 27 yea rs has  to do with  the  coloring ma tte r 
used in cosmetics. How it came abo ut is a long story, and  a somew hat ironic 
one, but  color add itiv es mus t now be proved safe  in the  manne r used before 
inco rporation in a food, drug,  or cosmetic. Even if considered saf e in the man
ner used, a color add itiv e can stil l not be approv ed if it could caus e can cer in 
man or anim al. Th at is the  so-called Delane y clause, which we also wro te into 
the  law on food add itiv es in 1958.

But  outs ide of the  coloring ma tter, no oth er ingr edie nts of cosmet ics hav e to 
be pre test ed for  safe ty or subje cted  to any prec leara nce by the Governm ent 
before use. Only when the  Govern ment can produce legal proo f th at  a cosmetic 
is uns afe or con tain s uns afe  ingr edie nts can it act  again st it. Legal  proof, as 
you c an guess, mu st go fa r beyond r easo nabl e d oubt as to safety—it  m ust  be proof 
of harm. And often  th at  is impossible to asc ert ain  wit hou t yea rs of labo rato ry 
research.

In the case of ha ir  dyes, it does not  mat ter how dang erous  they are —they  can 
be sold anyway, as long as the  label clea rly wa rns  the  pu rch ase r th at  the prod
uct may be dangero us to use. Th at  is all the  law requ ires . In  a beau ty shop, 
how many women ever get to see the  lab els on the  bo ttles or drums in which ha ir 
dyes are shipp ed?

GAPS IN  OUR FOOD LAWS

So to go back to the  thes is in the food exec utive’s art icle in tod ay’s issue  of 
Look magazine—t ha t the  Food, Drug, and Cosmetic Act alread y fully  prote cts 
the  consu mer of foodstuffs, and  th at  those who would fu rth er  tigh ten  consumer 
prot ectio ns are cynical poli ticia ns “play ing polit ics in the pantr y,” I would say 
th at  legi slat ive his tory  of the Food, Drug, and Cosmetic Act in the  12 years  in 
which I have served, and for long before th at , shows th at  it is overop timistic, 
and  usu ally  prem atur e, to make sweeping  defenses of the  s ta tus quo in consumer 
prot ectio n legis lation. Even if we concede the  accu racy  of Mr. Mortimer’s claim 
th at  the  provision s of the  act  dealing wit h foodstuffs are  gene rally  adeq uate —
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and on the whole they are very good—it is clear  tha t other sections of the law 
are terribly inadequate—dangerously so—and th at some of the food sections need 
modernization, too.

For instance, the law we passed in 1960 on cautionary labeling of hazardous 
household products such as bleaches, paints, insecticides and so on, does not 
apply to foods, drugs and cosmetics; including those packaged in pressurized 
containers, which can be dangerous when carelessly handled. Furthermore, the 
section of the Food, Drug, and Cosmetic Act dealing with informative labeling of 
foods—giving the consumer information she is legally entitled to have—has 
been held by the courts to be too vague to prevent some processors from hiding 
the information in tiny type in a cluttered  panel, or in pastel inks on noncon
trasti ng backgrounds, defying the  housewife’s efforts to find the information on 
weights, ingredients, and so on.

I am not a lawyer, so I cannot argue with the judges on whether the present 
language on labeling is too vague. It sounds clear enough to me. It says the 
required information on a food label must be “prominently placed thereon with 
such conspicuousness—as compared with other  words, statements, designs, or 
devices, in the labeling—and in such terms as to render it likely to be read and 
understood by the ordinary  individual under customary conditions of purchase 
and use.”

READ TH E LABEL— IF  YOU CAN

As I said, t ha t sounds pre tty clear and straightfo rward  to me. But the  courts 
have nevertheless blocked Food and Drug Administration  efforts to crack down 
on some flagrant violators. The law therefore needs a simple amendment 
authorizing the  Government to issue regulations specifying—as is done now in the 
prescription drug sections of the law—how the required label information 
must be presented on the label—the location of the data  on weights and on 
ingredients, the comparative type sizes to be used, and so on.

Otherwise, the housewife will continue to find it difficult, if not impossible, 
to find the net weight on some bags or boxes, or cans or bottles, if only to try  to 
figure out the better buy between different sizes of the same brand. And she 
will continue to find it a real challenge to find the listing of ingredients to make 
sure the contents do not include any thing to which some member of the family 
is allergic.

There is not widespread enough violation of the spiri t of the labeling law to 
an extent tha t it is a serious national crisis, but violations are  common enough 
to constitute an unpardonable nuisance to the careful, label-reading shopper— 
who must take extra  hours to do h er marketing. These violations also victimize 
the casual shopper who is quickly discouraged from making the complex price 
computations to determine the more economical among competing products or 
among different size packages of the same product. So she buys the “large 
economy size” on faith  tha t it is the better buy—and often it is not as good a 
buy as a smaller size—believe it or not.

LOOPHOLES ENDA NGERING  HE AL TH

Much more serious, however, a re the gaps in the food, drug, and cosmetic law 
which affect not your pocketbook and disposition so much as your life and 
safety. I have described the free and easy manner in which cosmetics can be 
manufactured and put on sale without pretesting or clearance for safety and 
the fact tha t coal ta r hai r dyes are  subject to no regulation, no matt er how 
dangerous, as long as  the label w arns you of the possible consequences of using 
them. The cosmetic and hair  dye manufacture rs won these special exemptions 
for thei r products during the battle over passage of the original act in 1938.

They have been successful ever since in fighting off attempts  to make them 
prove the safety of t heir  products before marketing. They ap parently  want  us 
vote-conscious politicians to keep politics out of the beauty parlor. I hope you 
agree with me th at more politics, not less, is needed in coping with this problem.

TH ERAP EU TIC  DEVICES

Let us look at another loophole in the law. Therapeutic  devices—medical de
vices of  all kinds—can also be marketed, as cosmetics are. without safety  clear
ance, and can be removed from the market only if proved dangerous or frau du
lent. In this case, we should require not only proof of safe ty but also proof of 
effectiveness, too—particu larly when someone with a serious illness or disability
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delays  seeking  medical att ent ion  in the hope some useless mach ine or device can 
cure  him. But the  problem is serious also in the  devices and  ma ter ials used  in 
good fa ith  by physicians and den tists . Wh at a tragedy it has been for  some 
pat ien ts who underw ent  surgery involving  the use of a rtifi cal bone ma ter ial  only 
to have the ma ter ial  deter ior ate  in the body ; the n they have had  to go th rough 
the ordeal all  over aga in—mere ly because the  ma ter ial  used had not  been suffi
cient ly tes ted  for  safety  and  effectiveness before  being put on the  market.

H.R.  1 2 35 , AN OM NIBU S BILL TO REW RITE TH E FOOD, DRUG, AND COSMET IC ACT OF 19 38

Ra the r tha n catalog all  of the  possible dangers  of living in todays fast 
chang ing world  with its  amaz ing new technology, I would like  to list wh at my 
omnibus bill to rew rite the Food, Drug, and  Cosmetic Act of 1938 would actual ly 
do. Its number is H.R. 1235. I introduced it  originally  on the  opening day of 
the 87th Congress, in January , 1961, 4 years ago. Brie f hearing s were held in 
Jun e 1962 on the  whole range of issues covered in the omnibus bill, af te r Pres i
den t Kennedy’s consumer  message  th at  year endorsed most of its  provisions. 
As orig inally introduced, the  bill provided the procedures la te r adopted by Con
gress  to saf eguard prescription drugs , in the  historic  Drug  Contro l Act of 1962 
which was  enacted  a fte r the  thalidomide trag edy  came to public atte ntion.

IT  HAS EVERYTHIN G IN  IT , INC LUDIN G TH E KITCH EN  SI NK

I revised and  rein trod uced the  bill in the 88th Congress, 2 years ago, bu t no 
action occurred in the  House on any  of its  features. I have now rein troduced  it 
in th is Congress, bringing  it  up to da te once again . I t is 45 pages long and 
covers everyth ing you eat,  all the  medicines you use, any thin g rubbed, poured, 
sprinkled , or sprayed on, introduced into, or otherwise applied to the  human 
body for the  pu rpose of cleansing, beautify ing,  promot ing attract iveness, or al te r
ing the appearan ce, to give you th e official definition of  a cosmetic ; it applies also 
to ther ape utic devices, fake cancer cures, wor thle ss ingredients in special die tary  
foods; over-the-counter drugs, anima l foods, sleeping pills, jiep pills, and other 
habit-fo rming stimulan t drugs.

In oth er words, it  has everyht ing in it, inclu ding  the kitchen sink, along  w ith 
the ref rigera tor , the  bathroom medicine cabinet, the  dres sing  table , and  the 
nursery.  I am going to  spel l o ut some of the  provisions, Mr. Speaker, so th at  the  
Members can decide whether the  loopholes  which this bill would close ar e serious 
enough to war rant  action. I also hope t hat  throu gh publication of thi s ma ter ial  
in the  Congressional Record, many  citizens, particu lar ly women, are able— 
thro ugh  newspapers, radio , and  television programs , magazine articles, and 
through  their churches  and  clubs and  orga niza tions—to lea rn more abo ut the  
need for  thi s legislation , for  I am convinced th at  they then  will  ins ist and de
mand  tha t Congress act.

As I told  the  women atte nding  the  convention of the  N atio nal Ru ral  Electric 
Cooperative Associat ion, along those lines, if enough women are made  a wa re of 
the  deficiencies in our  basic  consumer law and are  encouraged to wr ite  to their 
congressional deleg ation  about these deficiencies and the need fo r co rrec tive  legis
lation, such legislat ion will be enac ted promptly. As I expla ined, “Congress is 
like the  acc eler ator of your car—t ha t is, very sensi tive to pres sure . You make 
it  go by puttin g yo ur foo t down.”

SECTION-BY-SECT ION EXPLA NATION OF H.R . 1235

Now here , in the  or der  in which they  ar e covered by H.R.  1235, are  some of the  
tilings on which all  of us, and par ticula rly  the  women of th is country, mus t 
put  their foot down hard.

Section 1 is the t itl e of bill.

MAK ING TH E LABEL SERVE IT S FU LL  PURPOSE

Section 2 deals with amendments to the  require d label ing provis ions of the 
present law—to make sure the consumer can readily  find the ne t weight  and  in
gredients  and  oth er information  she is ent itled to have on food, drug, and  cos
metic labe ls ; also to require  cau tionary label ing on pressurized food or cosmetic 
con tainers so a s to prevent accidents, and on medicines and drug s to preven t u n
safe  use by children  or by adu lts with pathological conditions. Labels  would 
have to carry  ins tructions fo r firs t aid treatm ent , when necessary.
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For  instance , in the  case of cosmetics which are  fr equently swallowed by children, the doctors ju st  have to guess as to wh at is in the  products. This  section  would also apply to ha ir sprays, which are usually  dangerously flammable—but  you see women using  them while smoking, and  in the beau ty shops you see c louds of the sp ray with no one apparen tly aware  of the  fa ct th at  they can be dangerous  to inhale.
Section 2 also removes a 27-year-old loophole pu t in by the  da iry  industry, exempting butter, cheese, and ice cream from having to revea l on the package or label the presence of artif icia l color. Eve ry other food label must show the presence of arti ficial co lor; why not but ter,  cheese, and ice cream? Of a ll of the provisions of my bil l, I guess this  one on art ific ial color in  d airy  products is probably the leas t urgent  from the stan dpo int of heal th and safe ty, but  I included it because this exemption is typical of how every industry wan ts to hide  from the consumer fac ts which  are  perhaps a lit tle  emb arra ssing—such as the  fac t tha t the beautiful yellow color which butte r claims as its own is often  pu t there with a chemical.
Some consumers, for  reasons of the ir own—and sometimes they are  good rea sons—want to avoid artif icia l coloring  mat ter in food whenever possible. The color a ddit ives  in use in food are  proven to be sa fe in the man ner in which they are  used, hut  it should be remembered  that  the law had to be changed  several years ago to rei»eal a previous requirement that  these colors mus t be absolutely  and complete ly harmless unde r any and all circumstances . The  Governm ent discovered that  many of the coal ta r colors were no longer able  to pass this  requ irem ent of the 1938 act because the testing devices, like those used to find pestic ide residues in milk, were so much improved and so extremely  sensitive.

SPEC IAL  DIET ARY  FOODS

Section 3 of  my bill deals with  worth less ingredients in special die tary foods. This is a very cont rove rsial  issue among h eal th food manufacturer s. It  prohibits the  use in a  prod uct repre sente d as a special die tary food of  exotic-sounding ingredients which have  never been shown to have the leas t nu trit ive  value, or any die tary  usefulness  whatsoever. Sale of the ingredients themselves would not be touche d; the bill would apply only when the products  a re  represen ted as having special die tary value.

PRET ESTING  OF MED ICAL DEVICES FOR SA FE TY  AN D EFFIC ACY

Section 4 applie s to the pretest ing of the rap eut ic devices for  safe ty and  proof of effectiveness  before  they can be sold. I covered th at  earlier.
CER TIF ICA TIO N OF AL L AN TIBIOT ICS

Section 5 requ ires  the certification by the  Food and Drug  Administ ratio n of the pur ity and potency of veterin ary  antibiot ics, sim ilar  to the  requirement we wrote into the law in 1962 applying to ant ibio tics  intend ed for use by man. When these powerful, and often unst able  drugs are  used on mea t animals, we should be c ertain  they are from certifi ed b atches, test ed and  approved by Uncle Sam.
THE MIN D-AF FE CT IN G DAN GER OUS  DRUGS

Section 6 deals  with  the barbi tur ate s, amphetamines, and othe r habit- forming cen tral  nervous system stim ulants—the sleeping  pills, and the pep pills, the “goof balls” and  “bennies,” and  oth er drugs so widely bootlegged as  to consti tute a nat ional menace. How many  dea ths  on the  highways that  can be at tributed to the  use of these pills we can never know. They are  dangerous, and doctors who prescr ibe them tr ea t them with respect.
II.R. 1235 would not inte rfe re in any way  with prop er medical  dispensing  of any of these drugs; the target s of the bill are  the  fly-by-night outfits  which obtain  and dis trib ute  them in the same way that  narc otics are  sold and  whisky used to be sold dur ing prohibition. My bill uses weapons similar to those  we use in fighting nar cot ics ; possession itse lf would be a crime for  any excep t those having a legitimate reason for  hav ing the  drug s on hand.
We a re deal ing here  with a vast illi cit traffic  in death -dealing drugs which are  majo r ins truments  of suicide, and major causes of highw ay deaths , and  major causes of mental inju ry to youth. A Pre sident ial  Advisory Committee called them psychotoxic, or mind-affecting drugs. There is now such widespread
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awareness of the dangers from these drugs tha t the Senate las t year i>assed a 
bill containing most of the features  of this  section of my bill.

I oppose the piecemeal approach, howev er; there are so many deficiencies in 
the Food, Drug, and Cosmetic Act, of which this is only a part, tha t I decided in 
1901 to seek a single overall solution to all of them at one time, in one bill. That 
is how my omnibus bill was develoi>ed. I got tired of the snail’s pace at which 
we were correcting  fault s in the old act, like putting  blowout patches on an old 
automobile tube long after it needed replacement for safety. I am sure we could 
quickly pass a bill dealing with the bootlegging of these so-called psychotoxic 
drugs, but I am afraid  it might be a t the expense of early action on other neces
sary reforms in the Food, Drug, and Cosmetic Act, such as on cosmetics safety 
and so on. Of course it all depends on the Congress and on the public. If  
enough Americans insist upon a complete overhaul of the entire act, it can be 
done. But if Members of Congress a re not made more aware of the problems, 
then the piecemeal approach will undoubtedly continue to be followed.

FAKE CANCER REMEDIES

Section 7 of H.R. 1235 deals with fake cancer remedies, and drugs or devices 
intended for the prevention or cure of cancer. This is an area of widespread 
trickery and fraud,  and it is tragic. On the other hand, we do not want to dis
courage the search for any really effective treatment  for this disease, on which 
so much research money and time and effort are now being spent.

This is a section of my original bill of 1961 which I have retained in succeed
ing versions of the measure, even afte r the passage of the 1962 Drug Control Act 
which covered the testing of new prescription drugs in comprehensive fashion. 
I left this section in, however, because I think  tha t in evaluating drugs or 
devices intended to prevent or cure cancer, the Government must have every 
possible assistance—the complete facts—everything about the trea tmen t—with
out any holdback of information, so a determination can be made of t he circum
stances under which it can be tested and used. This section, by the way, would 
apply primarily  to racketeers in health, not legitimate researchers.

PRETESTING COSMETICS INCLUDING A DELANEY ANTICANCER CLAUSE

Section 8 is the basic foundation on which the rest of the omnibus bill was 
originally built 4 years ago: the pretesting of cosmetics for safety. It con
tains an anticancer clause such as we have in the food additives and color 
additives acts—under it no ingredien t could be used in a cosmetic if it could 
cause cancer in man or animal. The law on cosmetics does not now say that . 
Under the present law, the Government, as I noted, must prove a cosmetic harm 
ful in order to block its sa le ; under H.R. 1235, the manufacturer would have to 
prove the product is safe to use, and, in addition, tha t it does not contain any 
carcinogens, whether used in a safe fashion or not.

THE SOAP AND HAIR DYE EXEMPTIONS

This section would also repeal the old special interes t exemption for soap, which, 
since 1938, has been held by the law not to be a cosmetic. Soap manufa cturer s 
are therefore  subject to nothing more than thei r own consciences and the risk 
of possible damage suits for what they might include among ingredients of 
a soap, and they do not even have to tell you the net weight of a b ar of soap.

More importantly, this section of H.R. 1235 also repeals the h air dye exemption 
now in the law. Ha ir dyes, too, would have to be proved safe for use before being 
placed on sale.

FULL DISCLOSURE OF COSMETIC INGREDIENTS

All of the significant ingredients of a cosmetic item would have to be revealed 
on the label u nder H.R. 1235. Actually, the re are few secrets in the cosmetic in
dustry  ; most competing products use similar basic ingredients. But for the 
woman who is allergic, there is no way but painful tria l and erro r—and some
times i t is very painfu l—in finding suitable cosmetics. When a formula is sud
denly changed in a product she has been using, she is back in the dark, and per
haps also back in the doctor’s office. Even the Food and Drug Adminis tration 
sometimes has to guess what is in a part icul ar cosmetic. The Government 
should be informed about ingredients, and so should the  buyer.
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AD MIN ISTR AT IV E SU BPE NAS

Section 9 provides for admin istrative subpena powers, partic ularly  in devel
oping information for the establishment of food standa rds. Food s tanda rds is
sued by the Government, in cooperation with the processors, spell out exactly 
what  ingredients must be included in a processed food once it is covered by a 
part icula r standard. Subpena power may be needed, too, in pesticides hearings. 

carr ier’s ex em ption is  too broad

Section 10 repeals an exemption enjoyed for many years by the railroads, 
trucking firms, and other common carriers , which are now relieved of respon
sibility under the act for transp orting adulterated foods, drugs, or cosmet
ics even when the adulte ration  occurred as a result  of their own actions or omis
sions. Under my bill, the carriers would continue to be exempt only in those cases 
where they did not cause the adu lteration.

A TOU GH FACTORY IN SP EC TI ON  PRO VISION

Section 11 is a tough factory inspection amendment, giving to the Food and 
Drug Administration stronger powers in inspecting facilities  used and methods 
used in the manufacture,  processing, warehousing, packaging, and distributio n 
of foods, cosmetics, and nonprescription drugs. The Food and Drug Adminis tra
tion already has these stronger factory inspection powers in checking on pre
scription drugs, under the 1962 act. These powers include the right to see 
all relevant files, including complaint files, and to check on the professional 
qualifications of personnel responsible for performing certai n technical func
tions in the plant. Factory inspection is a vital area of consumer protection, 
even though food and drug inspectors can still touch only a tiny fraction of 
the existing plants in the country each year. But when they do go in to inspect, 
the inspectors must have sufficient powers to determine whether the products 
are  made in a sanitary, wholesome or safe manner and i f t he production controls 
are adequate to maintain the necessary standards.

CA NC ER -CAU SIN G COLORING MAT TER  IN  MEAT A NIM A L FEEDS

Section 12 repeals a special-interest exemption in the law for cancer-causing 
coloring matte r used in animal feeds. I have never been able to get an under
standable story from anyone on why this exemption was written into the law or 
what  purpose it is to serve. If  the Government finds any residue of a cancer- 
causing feed ingredient in the carcass  of meat animals he can order a hal t to 
the use of the animal feed responsible; and it is on this basis tha t the growth 
stimu lant hormone stilbestrol is now widely permitted to be used in animal 
feeds. But why should we permit the use of cancer-inducing coloring of animal 
feeds?  The coloring matter  serves no nutr itive  purpose, and no economic pur
pose. It  is c ertainly not intended to make th e feed more appetizing to th e steer. 
It  merely helps the farm er to identify different feeds by color. But permitting  
the use of carcinogenic coloring mat ter for this purpose is a completely unneces
sary and unjustifiable additional hazard. H.R. 1235 repeals this glaring exemption.

U .S . IN SP EC TI ON  OF FOREIGN FACTORIES

Section 13 would require foreign manufacture rs of foods, drugs, or cosmetics 
who export substan tial quant ities of their  products to the United States to 
permit  on-the-scene inspection by U.S. officials of their  plants overseas. At 
present, only a small percentage of the food, drug, and cosmetic imports into this 
country are inspected on arr iva l—on a sampling basis, but not necessarily a 
random one—to make sure they are  safe, wholesome, uncontaminated, and ot her
wise eligible for admission under our laws. This spot check a t the docks is often 
concentrated on the exports of firm whose products have frequently reflected 
a high percentage of violations. Under H.R. 1235, the  United States could send 
inspectors to inspect the plants of foreign firms it has reason to believe a re not 
observing proper sani tary or production control practices on foods, drugs, or 
cosmetics sold here. We would inspect on the same basis as we now inspect 
American plants. If the foreign plant cannot pass our domestic inspection re
quirements, or if it refuses to permit our inspectors to enter on request, its 
products would be denied admission to this country. I think this is a useful reform.
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A BAN ON FLAVORED A SPIR IN FOR CHILDREN

Section 14 of H.R. 1235 pro hibits the  sale in in ters ta te  commerce of flavored 
or sweetened asp irin . Thi s is a new provision, ju st  pu t into the  bill thi s yea r 
for  the  lirs t time. It  grew ou t of a let ter  from a St. Louis res iden t on a com
pletely  different ma tter, but  in checking  into some fac ts on household accid ents 
in connection with inqu iries made in th at  lett er,  I discovered to my amazement 
and  hor ror  th at  candy asp irin , the  special  baby aspirin,  is fa r and awa y the 
lead ing cause of acciden tal poiso ning of child ren und er 5.

Aspir in poisoning is the  most fre quent  caus e of dea th among young chi ldre n 
from  accid enta l ingestio ns. The child ren lear n to regard  flavored asp irin  as 
candy,  and thou sands of them each year risk  dea th by eat ing  an entire  bot tle of 
flavored  asp irin  in the  belie f it is candy. If  the mother or the  bab ysi tter dis
covers  the  empty bott le in time, the  child’s life  is saved, bu t in 125 to 150 
instanc es a  year, the  child  dies.

The re is no reas on in the  world why a paren t can not  crush ha lf of a reg ula r 
aspir in tab let  on a spoon, usin g the  bottom of the  bowl of ano ther spoon to do 
the crushing, and  then  add  sug ar and  wat er, or jelly  or some oth er sweet ener 
to the  crush ed asp irin to help  p ush the  medicine down, if the child needs aspirin.  
The  child  would a t l east kn ow this  was medicine, not candy.

Since addi ng thi s asp irin  provision to H.R. 1235, I have hea rd from moth ers 
from diffe rent  pa rts  of the  cou ntry  telling me of hair-r ais ing  experienc es in the ir 
homes when chi ldre n or gra ndc hild ren  found the  flavored  asp irin  bo ttle, prie d off 
the  so-called s afe ty cap, and ate  th e con tents.

If  the re were no chanc e wha tsoever of the  pro duc t being misused by pre
schoolers—who af te r all, can not  read  war nin gs on labels—my bill would perm it 
cer tain exem ptions  and  waivers und er thi s provisio n, bu t otherwise flavored 
asp irin  could not be sold in in ters ta te  commerce, except for  stocks  man ufa ctured  
pri or to 1965.

CONSUMERS MU ST MAKE THEIR VOICES HEARD

I do not  think the  asp irin ma ker s will like  section  14 of H.R. 1235, ju st  as the 
cosmetic ma nu fac tur ers  do not like section 2 or section 8 and oth er affected  
intere sts  do not like  oth er sectio ns of H.R. 1235. The  big quest ion to me, how
ever, is whethe r the  people of thi s country  like  thi s bill—enough to join me in 
fighting f or it.

Consumer bat tle s can be won in the  Congress only when consum ers make it 
cle ar th at  they  wa nt them  won, and will work  at  it and, yes, “play poli ties” 
a t it. Th at is why I say—in con tra st to the  General Foods execu tive I quote d— 
let  us have  more politi cs in the  pan try,  and also in the  bathroom  medicine  
cabine t, and all thr oug h the  house, as H.R. 1235 would requ ire—more politics 
in the  sense of more active citizen  int ere st in more effective safe ty laws  affecting 
consum ers an d consume r products .

The re are  oth er cons ume r issues in Congress besides those  involv ing the  
Food, Drug, and Cosmetics Act, of course, and  I hope the  people of thi s country  
will “play polit ics” on those, too.

TIRE SAFETY

In  addi tion to more poli tics in the  pan try,  and all thro ugh  the house, as 
exemplified by H.R. 1235, we need more politics on the  highways, too. Passage 
of the  provisions of H.R. 1235 apply ing to the  mind-a ffecting  drug s which are  
such freq uen t cause s of high way accide nts will cer tainly  save  lives, bu t so also 
will ano the r bill of mine on highw ay safe ty—H.R. 688, to provide for  Fed eral  
sta nd ard s for  autom obile tires, to and the  mass mu rde r on the  highw ays from 
shoddy tires which  the  consum er purc hase s in a jungle of price  and perform 
ance claims, bu t with no way of knowing for  sur e wh at the  qua lity  of th at  tir e 
reall y is. H.R. 688 was  orig inall y dra fte d and intro duce d in the las t Congress 
by form er Congressman  Ken neth  Rober ts, of Alaba ma who, as we all  know, 
Mr. Speaker, was  our  lead ing expert in Congress on automobile safety  legisla
tion. Unf ortu nate ly, he was defea ted in the  Goldwa ter sweep of Alaba ma las t 
November. I cosponsored his bill on tire s las t session, and since he cann ot 
rein troduce it this y ear, I introd uced it on my own and will work for its adopt ion. 
The Fed eral  Tr ade Commission hearing s on tir e adv erti sing earlie r thi s month  
cer tain ly proved the need for  reliable grad es and sta nd ard s for tires.
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SAFE HANDLING OF INDUSTRIAL MATERIALS
In  sti ll ano the r are a of consumer safety, let ’s have more politics  in job safe ty, too. One of my bills this  year, H.R. 1179, never before  introd uced,  provides for the establis hme nt by the Secreta ry of Labor of Fed era l regu lations  for the safe  han dlin g of haza rdous ma teri als  in ind ustry and commerce. At present, the  Sec reta ry of Labor issues guides and suggestions for  work er protection, but  he has  no powers to enforce safe ty standard s. Sta te laws  vary widely in thi s respect and  few if any Sta tes have the resou rces to keep ab rea st of all of the  new solvents, chemicals, bleaches, dyes, and oth er dang erous ma ter ial s coming i nto use ea ch year, sometimes with  very limited  applica tion. The Fed era l Governm ent ca n do thi s job, and should be given i t to do.

FULL DISCLOSURE OF CREDIT TERMS

Wh at about more polities at  the  loan company, or dep artm ent stor e cre dit window, or the automobile agency’s finance dep artme nt?  As cha irman of the Subcommittee on Committee Affairs of the House Committee on Ban king and Currency, I introd uced on our side of the  Capitol, in the  88th  Congress, the  truth-in-le nding bill dra fted by Senator  Dougla s to require  disclo sure of actual  int ere st rates and the full costs of credit, and I have  rein troduced  it  in the  89 th Congress as H.R. 155.

UNINSPECTED MEAT GOING INTO OUR CITIES
Citizens of urb an are as must  become more aw are  of the dang er to the ir healt h from mea t coming into the ir city from  uninspected slaugh tering houses located with in the  same State . If  this meat does not cross Sta te lines, it  is not subje ct to Fed era l inspection.  Since Pre sid ent  Kennedy  firs t suggested in his 1962 consumer message an expans ion of Fed era l inspection to cover much of this  20 percent of our  mea t supply which is not  now subj ect to such controls, I have sponsored  bills  to accomplish this purpose. In this Congress, my bill on Federal inspect ion of intra sta te  shipm ents of me at in cer tain  designated  “maj or consuming area s” is H.R. 149. It  follows th e same princ iple in the desig nation  of ma jor consumin g are as as we establish ed originally  in the  Pou ltry  Prod ucts  Inspection Act of 1957 for  poultry  moving only in in tra stat e commerce but  burd enin g or affect ing intersta te commerce in  wholesome poultr y.

PRICE GYRATIONS IN SUGAR AND COFFEE FUTURES
In 1954 an inve stiga tion  by the  Fed eral  Tr ade Commission reveal ed the  pa rt played by unre gulated  speculat ion, and abuse s in tradi ng, in coffee futur es contra cts in brin ging  abou t and accelera ting  th e tremendous leap  in ret ail  prices of coffee th at  year.  Ever  since then, I hav e consis tently proposed placing tra din g in coffee futur es  under the Commodity Excha nge Act, a s the FTC recommended 11 yea rs ago. Investig ation in the last Congress into sug ar price  gyration s convinced me th at  sug ar fu tur es  tra din g should also be regu late d unde r th at  act. Consequently , I have amended  my previous bill on coffee future s tra din g to includ e suga r also, and have  intro duce d it in this Congress as H.R. 8.Excessive spec ulati on in fut ure s con trac ts, usua lly at  very  low margin_thus , large ly on borrowed money—can send prices  of any commodity skyro cketing, if  th e fu tures t rad ing  is not pro perly regulated .

THE  NEED FOR POLITICAL ACTION TO ACHIEVE CONSUMER GOALS
Mr. Speaker , I have outlined many of the  gre at glar ing gaps in our consumer legislat ion, and the  kind of legislation which is neces sary to close those gaps. This  legislation  can be passed only if a gre at many more citize ns activ ely “play politic s,” as the  cha irman of General Foods calls it, on these  important issues But. t his  is no game. Politics  is a serio us business, because  t he stak es of polit ical actio n—or i nact ion—are high.
The bat tles are not won overnight. Sometim es it takes years. Bu t often res ults  are  won even before the  legis lation is passed. For  instance, the  food processors do not  like Sena tor H ar t’s bill on packaging—not one bit;  but  his introducti on of the  bill and the hear ings  he conducted  in supp ort of it, did a gre at deal to brin g abou t volu ntary refor ms in food packaging by the  processors themselves.
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Many consumers have now begun to do the same thing I do; th at is, try  to favor 
those grocery store products which are packaged in pounds or half pounds or 
quar ts or s imilar standard  sizes in preference to competing products which come 
in sizes such as 75/i6 ounces, or lD31,^  ounces. I j ust  think it gives the consumer 
a bet ter basis for judging comparative values, particularly  on the two-for-so-much 
deals, and I show my appreciation  to the manufacturer accordingly. So far  as 
this one consumer is concerned, and I th ink there are now many like me, it is good 
business for a firm to package its wares in containers using easily understood net 
weights.

Senator Ha rt’s hearings have made many consumers aware  of this method 
of fighting back, and increasing numbers of manufactu rers are therefore paying 
heed—getting the message—changing their packaging practices accordingly.

But in many of the situations  I have described today—involving the safety of 
the consumer ra the r than pennies or nickels on a grocery item—we cannot depend 
merely upon the manufac turer ’s sense of intelligent self-interest  to provide us 
with the protec tions we should have. We have had consumer protection laws for 
many years, but the laws always need updating, because the products they regu
late are constant ly changing in composition and in manufacturing technology.

As consumers we are fa r from helpless in solving these problems if—if, tha t is— 
we put more, not less, politics into the pantry  and into our stra tegy for achieving 
consumer protection.

Th e C hairm an . F ir st , w ith  p lea sure an d grati fic at ion , l et  me recog
nize  the presence of  a fine, and  ce rta in ly  a fine loo kin g grou p of  stu
den ts, ni nt h grad e s tud en ts,  from  Damascus H ig h Scho ol of M ontgo m
ery  Cou nty .

We are  encourag ed b y the att endance of  s tud en ts to these heari ngs. 
We  a lwa ys welcome you here . We  a re glad  t hat you  sough t t hi s com
mittee fo r yo ur  observ ation  and  stu dy .

We  have at  th is  tim e hea rin gs  un derw ay  on a s ubjec t invo lvi ng  some 
young people and  t h a t is t he  use of  cer ta in  d ru gs  a lleg ed to  have been  
channe led  t hr ou gh  i lleg al sources in  the  co un try . Th e e ffo rt here  is  to  
do som eth ing  abou t pr op er  and effective  cont rols. We  h ope  th at you  
wil l ge t som eth ing  out of  these hea rin gs .

We  are int ere ste d in th is because of the publi c int ere st,  p ar ticu la rly 
fro m the stan dp oi nt  of  y oung  p eop le an d the necessity  fo r prote cti on  
of t he  un fo rtun ate p eop le who w ould become hab itu ated  to these  dru gs .

Our  witness at  t he  m oment  is Mrs . L eonor K . Su llivan, a U.S. Rep 
res entat ive  fro m St . Louis , Mo. We wil l hav e, in a few m inu tes , fu r
ther  tes tim ony fro m the C ommission er o f th e Food and  D ru g A dm inis
tra tio n.  You may have  th e pr ivi leg e of  he ar ing him  in hi s fu rther  
tes timony  to  th e committee .

Mr. Frie de l, have  you  any comments  or questions  ?
Mr. F riedel. I  ha ve  no questions, bu t I  would  like to  com plime nt 

th is  grou p of  stu de nts fo r lis ten ing at tenti ve ly to  such  an im po rtan t 
witness as  Mrs. Su lliva n. Th is is  very  im po rtan t legis lation.

One  of  the th in gs  about th is  bil l is th at the  enf orc ement  end  of  
it  is  not  s tro ng  en oug h. We  hope  to  go int o th at  in executive sessions 
an d come ou t w ith  a more fo rce ful  provis ion .

Tha nk  you.
Th e Chairm an . Mr . Younger ?
Mr.  Younger. Tha nk  you, Mr. Ch airma n.
I  wa nt  to  comp lim ent  my colle ague  fo r the very fine contrib ut ion 

she has made,  pa rti cu la rly  in po in tin g out some of  the  short comings 
th at  we have o verlooked in th e pa st.

I  hav e one question. On page  2 of  yo ur  sta tem ent, where  you 
are  fo llowing  the  rec ommenda tion  of  the  Comm issio ner  to m ake  arr es ts
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wi thou t war rants, and  so fo rth , have you any  idea at all th at  such a 
measure would  be appro ved by  the  Suprem e Court ?

Mrs. Sullivan . No, I  could n’t answer th at , Mr.  Young er.
Mr. Younger. The rules th at  they  are fol low ing  now, certa inl y 

on any  bill  th at  we wou ld pass, if  it  would allow  ar re st  wi tho ut 
war ra nt  or  w ith  ju st  suspicion, would  ce rta inly  be t urne d down, and  
any  cu lp ri t so arr es ted  wou ld be tu rn ed  loose on the publi c again , 
as they hav e been in the past .

Tha t is th e on ly comment I  have.
The Chairm an . I  th ink the rec ord  shou ld also show th at un de r t he 

law, any citi zen  is au tho rized  to make a citizen  ar re st  if  t he  citizen  so 
desi res an d feels compelled to, if  th at  citizen  obse rved  th e vio lation 
of  the  law. In  th at  pa rt icul ar  ins tance,  it has  been up he ld  by the  
Supre me  C ourt.

Mr. Va n De erl in ?
Mr. Van Deerlin . Mr . Ch air man , I  wa nt  t o exp ress  my gr at itu de  

to  Mrs. Su lli va n fo r opening  my eyes to  a new phase of the peril 
here . As  the fa th er  of  three gi rls , an d the  husba nd of  one, I  find 
thes e th ings  in cosmetics are a constan tly  ris ing cost item  and I  am 
int ere ste d in kno win g th at  the y are dan gerous , as well. I  will  have  
new arg um en ts to take  home.

The Chairm an . Le t me say fo r th e benefit of  the  gentleman,  you 
wa it un ti l the beaut icians  come b efo re us. They might hav e anoth er 
thou gh t. You can look fo r some reaction in the  m ail on th at  subject, too.

Mrs . Sullivan . I  can tel l the chair ma n the y hav e been af te r me— 
not, my own people in St . Louis , tho ugh, because the y know th is 
leg islation  wou ld prote ct the m fro m dam age  suit s, ra th er  th an  hu rt  
them. Th e hai r dye man uf ac tu re rs  an d di str ub utor s are the  most voca l oppone nts .

Th e Chairm an . Mr . Broyliil l ?
Mr.  Broyhill . Mr. Ch air ma n, I  wa nt  to  join my colle ague s and  

welcome Mrs. Su llivan to the comm ittee , and  to  th an k he r f or  bri ng ing 
to  ou r at tent ion the  b road  vie wp oin t whi ch she has so very efficiently and force fully  pre sen ted  to  us.

Mrs. Sulliv an. Th an k you, Mr . Broyhil l.
Th e Chairm an . Mr . Sa tte rfi eld  ?
Mr. Satterfield. Mr . Ch air man , I  w ould  l ike to jo in,  too , in  tha nk 

ing  ou r colleague  fo r th is  very en lig hte ning  prese nta tio n. I  have  no ques tions .
Th e Chairm an . Dr . Car ter?
Dr . C arter. No comments, M r. Ch airma n.
Th e Chairm an . Mr.  Ronan  ?
Mr.  R onan. I  wish  to com plime nt ou r coll eagu e also,  Mr.  Cha irman .
Th e Chairman . Mr. Mackay ?
Mr. Mackay. Mr. Ch airma n, I  hav e no ques tions, bu t I  th ink thi s 

presen tat ion  has been very he lpfu l and has  ill us tra ted that, the re is a 
broad field of  concern here  as well as t he  specific field with which H .R.  2 deals.

Airs. S ullivan . Tha nk  you, an d if  you find a m oment ’s time, I hope  
you have the op po rtu ni ty  to read  my fu ll sta tem ent on H.R.  1235 in 
the  Con gressio nal  Rec ord  of  Ja nuar y  26, whi ch I  have also inserted
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in th is  he ar in g reco rd . I t  goe s in to  th e ba ck gr ou nd  of th e en ti re  b ill .
The  Chai rm an . Mrs.  S ul liv an , t han k  yo u v ery m uch. W e sha ll re ad  

with  gre at  in te re st  th e ar ticl e re fe rr ed  to  wh ich yo u ha ve  includ ed  
w ith yo ur  statem en t. I f  th er e is suffici ent  ur ge nc y from  th e pro per 
sou rce , an d it  a ppe ar s th a t it  is th e th in g  t o do, I  wi ll say  th e co m m it
tee  wi ll go in to  th e bro ad er  sco pe of  th e cosm eti c prob lem, but th is  
hea ri ng has to do  w ith  th e d ru g  co nt ro l p roblem .

The  s chedule  of  t he  c om mittee  w ill  pe rm it an y bi ll th a t is pr es en ted 
to  it  to  be co ns idered , a nd  t h a t includ es  th e cosm eti c p roblem , too . But  
I  ag ai n re m in d my co lle ag ue  th a t th e ge nt lewom an  know s we ha ve  
been in to  th is  su bj ec t m att er be fore.  The  co mmittee  co ns idered  ce r
ta in  ph ases  of it  2 ye ar s ag o a t le ng th , because of  th e wid es pr ea d in 
te re st  th ro ugho ut  the  co un try.

I  d o k now  t h a t th e Foo d an d D ru g  A dm in is tr at io n ha s a  kee n a w ar e
nes s of  th is  prob lem an d  th ey  ar e co ns ta nt ly  gi v in g it  th oug ht  an d 
co ns iderat ion.  The  co mmitt ee  is qu ite co nc ern ed  an d in te re sted  in  it,  
an d we sh al l co nt in ue  to  give  it  ou r a tt en tion , too .

Mrs.  Sulliv an . T hank  y ou.
The  Cha ir man . T hank  y ou  ve ry  muc h fo r your presen ce  he re  an d 

fo r your  te st im on y an d in fo rm at io n give n to  th e comm itte e.
Wrs . Sulliv an . T hank  y ou , Air. Cha irm an . I t  is  a lw ay s a pl ea su re  

to  come  b efor e you an d be fo re  t his  i m port an t co mmittee  o f th e Hou se  
on  wh ich  m y hu sb an d wa s p ro ud  to  se rve d u ri ng  h is  ye ar s in Co ng res s. 
F ro m  h is  p ri de in  t he  r espo ns ib le  m an ne r in  w hich  t h is  co mmittee  m et 
m an y serio us  prob lem s, I  c am e t o Co ng ress  12 y ea rs  ago  a lrea dy  c on di 
tio ne d to  recogn ize  th e im po rtan ce  of yo ur  wo rk. The consum ers of  
th is  co un try owe  th is  co mmittee  deep  ap pr ec ia tion  fo r th e m an y bi lls  
yo u ha ve  e na cted  o ve r th e ye ar s in  s tr en gth en in g the  F oo d,  D ru g,  an d 
Co sm etic Ac t. B ut th er e is st il l so muc h which  need s do in g in  th is  
field th a t I  fee l on ly  an  omnibu s b ill  ca n now  m ee t th e ur ge nt  problem s 
on  a  broa d e no ug h f ro nt.

The  Cha ir man . Co mmission er  L arr ic k  ?

STATEMENT OF GEORGE P. LARRICK, COMMISSIONER, FOOD AND
DRUG ADMINISTRATION; ACCOMPANIED BY WINTON RANKIN,
ASSISTANT COMMISSIONER FOR PLANNING, FDA; WILLIAM  W.
GOODRICH, ASSISTANT GENERAL COUNSEL, FDA; AND THEODORE
ELLENBOGEN, ACTING ASSISTANT GENERAL COUNSEL, LEGISLA
TION DIVISION, OFFICE OF THE  GENERAL COUNSEL, DEPART
MENT OF HE ALTH , EDUCATION, AND WEL FARE—Resumed

The  C hai rm an . Co mmiss ione r, we ha ve  in m in d th e pr es en ta tio n 
you ma de  to th e co mmitt ee  a t th e ou tset  of  thes e he ar in gs , in  wh ich  
yo u ma de  a br oa d st at em en t on th e ov eral l prob lem, w ith  yo ur re c
om men da tio ns  co nc er ni ng  th is  pro gra m  which  ha s been a p a rt  of  th e 
re sp on sibi lit y of yo ur  agency .

W e ha ve  ha d m an y wi tne sse s since.  W e ha ve  ha d comments on 
an d reac tio ns  to  yo ur  reco mmen da tio ns . The re  ha s been co ns iderab le  
stud y.  The re  ha ve  bee n sugg es tio ns , in ad di tion  to th e su gg es tio ns  
yo u ha ve  m ade, ab ou t th e legi slat ion.

Be fo re  we conc lud e these he ar in gs , we wan t now  to  give  you an 
opport unity  to  give  th e co mmittee  th e ben efi t of  yo ur  views on  mo re
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positive items in connection with this program. If  yon want to discuss any of the amendments which you have recommended, which arepart  o f the record, or if you want to comment on the amendments proposed by others, we want you to do so.
You have a statement on the  testimony that  we have received. To sta rt with, we will be glad to give you an opportunity  at this  time to  

give the statement.
Commissioner Larrick. Thank you again, Air. Chairman.
Several members, both from the bench and in conversations after - ward, asked what these pills looked like. We happen to have a series 

of pictures of these pill s that we prepared in 1961 to give to police departments and law enforcement officials throughout the Nation, so tha t when they found these products in the possession of persons *who appeared to be under the influence of drugs, they would recognize them.
I ask that  each member of  the committee be given an opportuni ty, if they care to, to look at a copy of this group.
Also, Mr. Chairman, we have prepared a ra ther  lengthy staff memorandum which I believe is too long to  read, bu t which outlines and i llustra tes the methods of  diversion of barbiturates, amphetamines, and related drugs, and i t also deals in considerable detail with  the various questions raised during  the hearings and the amendments proposed by the various organizations.
I will, of course, as always, proceed in any manner tha t you wish.
The Chairman. Did you intend for this chart  to be included in the record ?
Commissioner L arrick. I will leave tha t entirely to you, sir. The members wanted to see what the products looked like, and I just brought it along.
The Chairman. It can be included in the record, but there is a question about the color.
Commissioner Larrick. I don' t believe it would serve any useful purpose without the color.
The Chiarman. Pri nting difficulties make it impossible to include- the colors. Without color it wouldn't serve any purpose ?
Commissioner Larrick. That is correct. *The Chairman. We will receive it for the files, then.
Commissioner Larrick. Rut  I would like the memorandum to be included.
The Chairman. The memorandum, da ted February  10,1965, will be included in the record.
Commissioner Larrick. Thank you, Mr. Chairman.
(The staff memorandum referred to follows:)

F ood an d  D rug  Ad m in is tra tio n  S ta ff  Mem or an du m  on  H .R . 2  Conc er ni ng
Met ho ds of  D iverso n of  D epr essa n t  an d Stim u l a n t  D ru gs  W it h  Spe cim en
Ca se s  an d Co m m en ts  on Qu estio n s  Ar is in g  D u rin g  t h e  H ea ri ng

Thi s is  a co lle cti on  of  some  re p re se n ta ti ve  ex am pl es  of our more succ es sfu l ca se s which  show  how di ve rs io ns  co ve red by  th e bil l occur. The se  dive rs ions  may  oc cu r a t an y po in t in  th e  c om plex  ch ai n  of  l eg it im at e d ru g  d is tr ib u ti on  from  th e m anufa ctu re r of  th e  b as ic  c he m ic al s to  th e  p oi nt  a t which  th e  f in ish ed  dosage  fo rm  o f t h e  dru g r ea ch es  t he co ns um er .
The re  a re  7 m anufa ctu re rs  of ba si c am ph et am in e an d 10 m an ufa ctu re rs  of  ba sic barb it u ra te . The se  m ate ri a ls  a re  s yn th es ized  from  in te rm ed ia te  ch em icals , m an y of  which  ha ve  an  in dust ri a l use. F or in st an ce , one  of  th e  in te rm ed ia te
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chemicals produced for the manufacturer of barb itura tes is also a component 
for a jet engine starting fuel. The intermediate can be converted to barb itura te 
powder in a clandestine laboratory with equipment t hat  is readily available.

The distribu tion of the basic chemicals may be handled in two fashions: (1 ) 
Direct shipment to dosage form manufacture rs or (2 ) shipment to chemical 
brokers, exporters, and dealers throughout the country. There are several hun
dred such brokers.

DIVERSION OF BASIC CHEM ICALS

We have found illegal traffickers ordering large quant ities of basic depressant  
and stimulant powder from dealers and brokers by using fictitious names indi
cating the firms were engaged in research. We have recently prosecuted two 
firms, Delta Chemical Works, New York, N.Y., and Calbiochem, Los Angeles, 
Calif., for shipping stimu lant drugs to unauthori zed persons. We obtained 
a preliminary injunction in 1963 aga inst the fo rmer firm, which was fined $10,000 
in November of 1964 fo r violating the injunction. The latt er firm pled guilty to 
four counts and was fined a total of $800. A third  case involved anothe r firm 
tha t distributes rare  and fine chemicals to research and educational institutions . 
During the past 3 years we received reports tha t this  firm was selling LSD, 
mescaline su lfate, and amphetamine to persons not entitled to handle the drugs. 
On checking we found students  and a drug peddler o rder and received quantit ies 
of LSD/25 from the firm also tha t mescaline s ulfa te was sold to a man in New 
York City who used a fictitious firm name in ordering the chemical. He used the 
product for personal nonmedical use. When this firm was given a notice under 
section 305 of the Food, Drug, and Cosmetic Act, it adopted methods to insure 
tha t its futur e customers had a legitimate use  for the drugs  they were purchasing.

DIVERSION AT THE  DOSAGE FORM MANUFACTURER LEVEL

Some companies make di rect sales of large quanti ties of depressant and stimu
lant drugs to illegal pedders and there have been a number of convictions under 
the Food, Drug, and Cosmetic Act for such violations. For instance, the Phy
sicians Drug & Supply Co., of Philadelphia, Pa., and various individuals  in
volved were fined $8,550 in September of 1962 after pleading guilty to charges  in
volving sales to unauthorized persons. Our inspectors without identifying them
selves as Government agents obtained about 11,000 amphetamine tablet s without 
the firm making any attem pt to determine if the sales were being made to 
authorized persons.

William L. Palmer, Jr., a short-line jobber who was involved in co unterfeiting  
and illegal sales of sti mulant drugs obtained the following quantities of ampheta
mines to carry out his illegal busine ss:

(a ) From a Detroit, Mich., firm—8 million amphetamine tablets  in a 9- 
month period in 1962 and 1963.

(5 ) From a small manu factu rer in Union City, N.J.—over a half  million 
amphetamine tablets between December 1961 and September 1962.

(c ) From a manufa cturing  firm in Greenville, N.C.—over 2 million tablets.
(d ) About 3 million amphetamine table ts from two firms—one located in 

Chicago, Ill., and the other in Philadelphia, Pa. The Philadelphia  firm also 
shipped Palmer 150,000 ba rbitura tes.

William L. Palmer, Jr., was convicted of violating the Food, Drug, and Cos
metic Act and was sentenced to 3 years in the penitenti ary. A criminal pro
secution is pending against the  Philadelphia  firm.

William L. Palm er. Jr .’s fathe r. William L. Palmer. Sr., was  involved w ith one 
John McGee, of Nashville, Tenn., who also obtained shipments of these drugs 
from some of the above firms. The Philadelphia firm shipped McGee about 2%- 
million ba rbitu rate and amphetamine tablets during 1962. William Palmer, Sr., 
was sentenced to 4 years in jail  and his conviction was affirmed by the circuit 
court of appeals; however, he is free on an appeal bond while his motion for a 
rehearing is pending. McGee, who supplied truck stops throughout the South 
and who bought many of his drugs from the Palmers, was sentenced to  one and 
a half years in jail.

Diversion at the dosage manufa cture r level is also accomplished by th eft from 
the manufacturing plant or by thef t from interstate shipments. In April 1964, 
an informant introduced a Kansas City inspector to Bob Marshall, a known 
hoodlum. The inspector purchased a bottle of 1,000 barb iturate tablet s from 
Marshall and noted he was driving a part icula r car. The number plate on the
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car w as checked as belonging to Eddy Tra der , a shipping clerk at  a local Squibb warehouse. Marshal l made a second sale  of 5,000 b arb itu rat es to our  inspector during which time arrangemen ts were made  with  him for  a larg e buy. Because  of Marshall’s record, his hos tility and threat s, the  Kan sas  City Police were notified. They raide d his apartme nt where  48 bottle s each containin g 1,000 tablets  of phenobarbi tal tablets  were  seized. They were identified as a Squibb prod uct and under questioning Eddy Trader adm itted stealin g them. Tra der was prosecuted in county cou rt and  his sentence is cur ren tly  on api>eal. Marshall was also convicted by a county cou rt and is cur ren tly  serv ing a 4-year sentence.
We have  also encountered diversion of depress ant and stimu lan t drugs from the dosage form manuf acture r because of illegal  activities on the  pa rt  of the ir salesman. We have found salesmen invoicing l arge quan titi es of d epressant  and stim ulant drug s to fictitious physicians  and  druggists , or inte rcep ting  shipments to exis ting accounts  when they  reach shipping term inal s. Another scheme involves shipm ents to bona fide physic ians or drugsto res withou t thei r permission or knowledge, and  later  ret rieval  of the shipm ent a fte r i t arr ives .
In J une  1962, one of our inspec tors was inform ed by an Int ern al Revenue agent  th at  an Ind iana motel owner was suspected of dealing in drugs. This suspicion was  based on a  number of checks writte n to Drug Salesmen Joseph  and Richard Fau lkn er (broth ers ) who represen ted Wa lker Corp., Syracuse, N.Y., a drug manufacture r. The  inspector made a num ber of amphetamine buys  from the motel owner  while  posing as a truc kdriver.  Through the  motel owner  he was introduced to Richard Fau lkner who made a number of amp hetamine sales  to him. He was also able to make amphetamine buys from Joseph Faulk ner who acknowledged he was acquainte d with  dealings between bro ther Ric hard and the  inspec tor. Over 20,000 amphetamine  tab lets and more tha n 20,000 tab lets  of amphe tam ine-barbitura te combination were purchased from the  two brothers. While  negotiating sales, the brother s indicated  a desire  to supply drum s of 25,000 ampheta mine tab lets  at  a price  of $625. Joseph  Fau lkn er was given a 1- yea r susi*ended sentence  and placed on 6 months probat ion. Richard was fined $1,400 plus  costs. The drug  company fired the  brother s as soon as it learned  of their  activ ity.

DIVERSION FROM DISTRIBUTORS

The method of divers ion is essentia lly sim ilar to those employed to divert these drugs from dosage form m anu fac ture rs.
Drug Salesman Stephen Kaba la, Jacksonvi lle, Fla., was  employed by a St. Pet ersburg wholesale drug  house. In the  course  of his business, he supplied several truck  stops in the Nor th Caro lina-South Carolina area with amphetamines  and barbitura tes . He also suppl ied drug peddlers.  One of our  inspectors purchased 399,300 amphetam ines and  ba rbitu rates  from Kabala who was  subsequently convicted and sentenced to 3 yea rs in ja il and 3 yea rs proba tion. It  was ascerta ined  that  he ordered the  merchandise for  h is illi cit operations direct from the ma nufac turer in the  who lesaler’s name. Shipm ents were made to fictitious drugsto res where Kabala  would obta in the  m erchandise from the  tru ck term inal .
DeW itt Clinton Bowman tra din g as Carolina Drug  Associates, Salemburg, N.C., sold our  inspec tor 81,000 amphetamine and ba rbitu rat e drug s during a 4-day period. Bowman operated  under an expired Sta te license  and  dur ing the 14-month period prio r to March 1961, he purchased 4,196,000 amp hetamines from the  Philadelphia,  Pa., firm mentioned ear lier . Over h alf  a million amphetamines were seized in his possession. Bowman was supplying drug s to ano the r large illegal dis tribu tor  in Georgia and  seve ral truck stops and drive rs. A $1,000 fine and  30 months imprisonment was  imposed for  Bowman’s illega l activitie s.In Jun e 1963, an FDA dis trict received a call from Sta te police repo rting a ba rb itu rate suicide. The victim had been a barbitu rat e addict, who at  one time had committed himse lf to a New York hosp ital to overcome his  addic tion.  By represen ting  h imself  a s an medical doctor , he w as able to obtain  larg e q uan titie s of ba rbitu rat es  from a small New Jersey  dis tributor. The final order placed by the victim  was for  20,000 phenobarbital  sodium capsules. Two of our inspectors ordered drugs  from the  firm by mail, using an M.D. af te r their  names. In  response to the ir orders, the  firm shipped them amphetam ines in bottles of 1,000. and oth er drugs. A c riminal action was  filed aga ins t the  firm. Arraign ment has  not yet taken place.
Dur ing FDA investiga tions  of the  amp hetamine peddling act ivi ties of Paul  Anness, Covington, Ky., and  his associates  in  1963, info rmation  was ob tained t ha t



DRUG ABUSE CONTROL AMENDMENTS OF 196 5 339

one of his sources  of supply was  the  Cincinnati Economy Drug Co. Followup 
investiga tion of the  drug wholesaler revealed th at  unknown to management , 
several hundred  thousand amphetamine tab lets and about 5,000 ba rbitu rate 
tab lets  or capsu les had  been stolen  dur ing  a period  of a few months . Poor  
security and fau lty  recordkeep ing perm itted thi s situ atio n to exis t as long as it 
did. Complete correction in the  firm’s operations  appe ared  to have occurred. 
Anness was charg ed wi th violating  the  Food, Drug, and Cosmetic Act and 
sentenced to  6 months  in jai l.

DIV ERSIO N FROM RE TAIL DRUGSTORES

We have encountered substan tia l diversion of depressant and stimu lan t drugs 
thro ugh  re tai l drugstores .

In March 1962 George Graves tradin g as Graves Drugstore , Tazewell, Tenn., 
a town of about 1,200, was  arr est ed  by Sta te autho riti es af te r making sales of

* amphetamines. Graves was supplying seve ral are a truck stops. A Louisville, 
Ky., drug  sales  represent ative purchase d 1,371,000 am phetamin e tab let s from an 
east coas t manufac turer. Most or all of these were subsequently  sold to Graves  
for  illega l dis tribution. Graves was  prosecuted  in Sta te court and was placed 
on probation  for  3 years . His  license  t o practic e pharmacy  was also revoked.

Edw ard M. Ha rva th,  an employee at  Western Electric Co., Baltimore, Md., in 
1960 engaged in the peddl ing of amphetamine  tablets, barbitura tes , and othe r 
drug s to other employees. He was  ass isted by a woman employee, Anna 
Henniger.

The drug s were sur rep titiously  obta ined  by a pharma cist , Manuel Highkin , 
from a Balt imore dru gstore  where he was  employed. Buys  of quanti ties  up to 
3,000 amphetamine tab lets were made by Food and  Drug inspectors. A crimina l 
action , which included conspiracy charges, was filed Ja nu ary 19, 1962, in  Federal  
court . Nolo contendere pleas were  ente red and  the  defend ants were  sentenced 
March 30. 1962. Ha rvath  and  Highkin received 3 months impr isonm ent and 
fines of $250 and  $750, respec tively.  Mrs. Hennige r was  sentenced to 1 year, 
suspended, and p laced on proba tion.

We have requested  the  ins titu tion of cr iminal proceed ings again st the manager  
of a New Castle, Del., dru gstore  for unlawful sales of amphetamine tablets . In 
December 1963, an undercover FDA inspector purchase d 75,000 amphetamine 
tab let s from the  owner  of a dru gstore  in Mary land.  The Maryland druggist 
volunteered to introduce the  undercove r inspector to the  New Castle, Del., drug 
gist  who could furnish larger qua nti ties of amphetam ines.  Undercove r in
spectors made an initial purcha se of 16,000 amphetam ine tab lets from the  New7 
Castle, Del., druggi st in December 1963, followed by the purcha se of 50,000 
amphetamine tablets  in Jan ua ry  1964.

In May 1964 the  general  safety  man ager of a larg e trucking firm repo rted  to 
FDA th at  amphetamines and  ba rbitu rat es  could be purchase d at  a cer tain are a 
in Chicago from a woman know7n as “Big Linda.” Two of our  inspectors made 

„ sep ara te contact s wi th the  woman and made buys of 5,000 amphetamines each
at  different times. One of the  inspectors  identified himself to “Big Lin da” and 
she agreed to cooperate. He r source  was a drugsto re and an orde r for  100.000 
amphetamines was  place d with the  pha rmacist owner  through “Big Linda.” 
On October 14, 1964, the  merchan dise  was seized af te r it had been delivered to

* two lockers in the Illin ois Cen tral  Rai lroa d stat ion. Since there w7ere only 98 
bot tles  contain ing 1.000 tab lets  each in the  delivery the  inspector and  “Big 
Lin da” went to the  drugstore  to complain. The owner was not present but  an 
employee w7hen apprised of the  situ atio n delivered 2 add itional bott les of 1,000 
tab lets each to them. We are prosecuting the  dru gst ore ; the  case has  not  yet 
been adjudica ted.

Joh n D. McCutcheon doing business as North Hig hlan d Drug  Co., Birming
ham, Ala., on May 28, 1964, was fined $750 on nine counts of illega l sale  of 
amphetam ines and  placed on 3 years probation  in Fed era l court in Birmingham, 
Ala. The Fed era l prosecution was  based  on the illega l sale of 9,000 amphe ta
mines by Joh n D. McCutcheon in a period of 8 days. A review7 of the  dru g
stor e files covering receipt  of drugs for a year’s period  revea led no invoices 
whatev er to cover the  purchase of amphetamines.  A review7 of records of two 
local drug wholesale rs revea led shipments of 407,000 amphetamine tab let s to 
North Highland Drug Co. dur ing  a year's  period of time. An interview with a 
former employee of McCutcheon indicated that  shipm ents of larg e qua nti tie s of 
amphetamines may have been received from other wholesale deal ers.  He re-
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rai led  th at  McCutcheon had bought ampheta mine s in lots of 100 ,00 0 tabl ets or 
more from a Houston. Tex., firm pri or to our investiga tion.  This  inves tigat ion 
followed leads  from the Sta te board  of pharm acy, the  Sta te dep art me nt of public 
heal th, the  Sta te departm ent of public safe ty, and the Fed eral Bureau of In 
vesti gatio n which indica ted th at  Joh n D. McCutcheon was  engage d in the illegal 
sale of amphetam ines.

DIVERSION FROM PH Y SIC IA N S

Diversions of depr essa nt and  stimu lan t drug s also occasio nally occur throu gh 
physic ians, othe r licensed pra ctit ion ers , and  the ir officeworkers. A few  examples 
of th is type  of div ersion follow.

On August 10, 1961,  Dr. Leroy E. Callah an was arr est ed  in a to ur ist  cabin in 
De Queen, Ark., by a U.S. mar shal. The mar shal seized, und er a Feder al cour t 
orde r, 200,0 00 amph etam ine tablets  which  Dr. Call ahan was deli veri ng to an 
unde rcover FDA inspect or. An add itio nal  150 .000  amp heta min e tab lets were 
lat er  seized at  Dr. Cal lah an’s residen ce. At the  time  of his ar re st  Dr. Call ahan  
was car ryi ng a pistol. In add ition , two rifles were  found  in the  automob ile 
used to brin g the  ampheta mine tab lets to the  tou ris t cabin . It  was la ter de
termi ned th at  Dr. Call ahan  had purc hase d over 360 ,00 0 amp heta mines from two 
eas tern  dru g dis trib uto rs in 1 month. We were unab le to dete rmine whethe r he 
had also purc hase d lar ge qua nti ties from oth er mail -orde r dis trib uto rs. Dr. 
Cal laha n was lat er  fined $1, 000  and given a suspended 2-ye ar priso n term  in the 
Fede ral dis tri ct cour t at  T exa rka na fo r the unla wfu l sale of drug s. The Ark an
sas Sta te Medical Board subse quen tly revoked Dr. Cal lah an’s license because  
of th e unl awf ul sale  of amp heta mine s. This  inve stiga tion  was ini tia ted  by FDA 
af te r rece ipt of info rmation  thro ugh  the Tre asu ry Dep artm ent,  the  Bur eau  of 
Narcotics, and the Fede ral Burea u of Inv esti gati on to the  effect th at  D r. Call ahan 
was involved in t he “dope” traffic.

On May 29,  1963 , U.S. ma rsh als arr est ed  Dr. George H. Spri ngs tun  in his 
Oaktown , Ind ., office as he delivere d 16, 000  amp heta mine tab lets  and capsule s to 
two unde rcov er FDA inspectors.  The  ma rsh als seized an add itio nal 273 .00 0 
amp heta min e tablets  and capsu les in  Dr. Spri ngs tun’s possession. The doctor 
was la te r fined $1,8 20 in Fed eral  di str ic t cou rt af te r plead ing guil ty to six counts 
of unl awf ul sales  of amph etam ines.  This  inve stiga tion was ini tia ted  by FDA 
af te r info rma tion  was received ind icat ing  th at  Dr. Spri ngst un was supplying 
amp heta mines to illegal peddl ers in the  Midwest  and as fa r dis tant  as Texas 
and Alaba ma.

The  Car roll  Chemical Co., of Balt imo re, Md., had supplied  smal l qua ntit ies of 
drug s for  year s to a Bal timo re psy chi atr ist.  During the  summ er of 196 4 man
ageme nt at  the  firm became suspicious when the  frequency and size of orders 
from the  psy chi atr ist’s office incre ased  sub stan tial ly. They rep orte d their  sus
picions to the Food and Dru g Adm inis trat ion  which investig ated  the case with  
the Balt imo re City Police Depar tme nt. The ps ychia tris t’s ass ist an t, a woman, 
and her  boy frie nd had illega lly obta ined  200 ,00 0 amph etam ines and  barbi tur ate s 
for resa le. The docto r’s as sis tan t used  pres cription  blanks to ord er the  drugs  
which she or her  frie nd picked up at  the chemical company. Balti mor e city 
police arr est ed  both indi vidu als and  charg ed them with illegal possession and 
cons pirin g t o make illegal sales. Sho rtly  before the  tri al,  the  woman committed 
suicide  by tak ing  an overdose of ba rbi tur ate s. On Septem ber 2, 1964 , the boy 
frie nd was  acqu itted  since the  doc tor’s a ssi sta nt could not tes tify .

Bal tim ore  dis tric t FDA office received a complaint  from the  Mary land Sta te 
Police and Hage rstown city police th at  Ralph Young, M.D., Will iams port,  Md., 
was selli ng “diet  pills” to are a resi den ts. A 17-year-old  son of a Hage rstown 
policem an was  hospi talize d follow ing an overdose of these drug s. Police re 
port ed a number of other youth s and  local unde sirab les obtained  drug s from 
Dr. Young. Our inspec tors made freq uen t buys of amphetam ines from Dr. 
Young in April and May 1962 . Whil e makin g these they  w itnes sed purc hase s of 
“diet pill s” by teena gers  and oth er indiv idua ls. Dr. Young was fined $5,0 00 in 
Fed eral cour t.

In Augu st 1962 . an info rme r told one of our  insp ecto rs abou t a physicia n 
selling amph etam ines.  He intro duce d the  inspector to D.r. Pearce Johnson,  
of Birm ingham. Ala., and made  a pur cha se of over 3,5 00  amphetam ines.  The 
inspe ctor la te r purc hase d over 35 ,00 0 amph etam ine tab lets  dur ing  fou r differ ent 
contacts with  Dr. Johns on. The  inspector placed an ord er for a 50,000 - 
tab let  buy of amp heta mines wit h Dr. Johnso n. Subsequentl y a seizu re of 
40,0 00 tab let s shipped to the  doctor was accomplished. In Jul y 1963 , Dr. Joh n
son pled guil ty in Fed eral  cou rt and  he was  placed on proba tion.
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In  ea rl y 1962 C in ci nna ti  d is tr ic t was  ad vi se d th a t a ph ys ic ian,  Am brose 
Sc hn eide r, M.D ., w as  su pp ly in g am phet am in es  th ro ug h th e mai l. Thr ou gh  
in ve st ig at io n it  w as  det er m in ed  th a t a nu m ber  of  un iv er si ty  st uden ts  from  
Mich igan  c oll eges  w er e ord eri ng  a nd re ce iv ing am ph et am in es  f ro m Dr. Sc hn eide r.  
D ur in g a 6-mon th pe riod  tw o of  our  in sp ec to rs  pur ch as ed  th ro ug h th e  m ai ls  
an d pe rs on al  vi si ts  ov er  6,000 am phet am in e ta ble ts . A check of  th e  doct or’s 
office re co rd s di sc lo se d he  had  purc ha se d and  d is tr ib u te d  ov er  600,(XX) am phet 
am in e ta ble ts  du ri ng  1962. I t  w as  es ti m ate d  th a t he  ha d ap pro xim at el y 
1,000 cu stom er s m an y of wh om  w er e co lle ge  st uden ts . O ur  in ves tiga tions 
un co ve red th e ca se  of  on e fe m al e st uden t su pp lie d by Dr. Sc hn eide r wh o ha d 
bec ome ad di ct ed  to  am ph et am in es . T his  nec es si ta te d her dr op pi ng  out of co llege  
an d su bs eq ue nt  hosp ital iz at io n . Dr. Sch ne id er  pl ea de d gu il ty  in  F ed er al  co urt  
on De cembe r 20, 1963, an d w as  fined $1,500 an d plac ed  on pr ob at io n fo r 2 
ye ar s.

Io w a N ar co tics  B oa rd  in sp ec to rs  in fo rm ed  us  th a t a do ctor  of  os te opa th y 
w as  se lli ng  dan ge ro us dr ugs.  Th ey  pr ov id ed  a fe m ale in fo rm an t wh o in tr o 
du ced one of  our in sp ec to rs  to him. Thr ou gh  a se ri es  of  bu ys  an d co nta cts  
ou r in sp ec to r, w or ki ng  w ith  a  co lle ag ue , purc has ed  ov er  67,000 am ph et am in es , 
over  2,000  b a rb it u ra te s  an d o th er dru gs fr om  th is  man . A la rg e ord er  was  
placed  w ith him  an d ap pro xim at el y  324.000 pi lls  w er e sei zed in hi s po ssessio n. 
The  ca se  has  n ot  y et  been file d f o r p ro se cu tio n.

DIV ERSION FROM CL AN DE ST IN E SOU RCES

FD A m us t al so  a tt em p t to  lo ca te  depre ss an t an d st im ula n t dru gs  which  ne ve r 
e n te r le git im at e ch an ne ls . Com mission er  L arr ic k  de sc ribe d in his  st a te m ent 
be fo re  th e co m m it te e on Ja n u a ry  27 how  tw o C al if orn ia  me n sm ug gled  LSD -2 5 
in to  th is  co unt ry  an d a tt em pte d  to  d is tr ib u te  it  ill eg al ly . C ounte rf eit ers  also  
m ak e depre ss an t an d s ti m u la n t d ru gs which  of te n ne ve r leav e th e  ill eg al  
tra ffic. F u rt her,  su rr ep ti ti ous unre gis te re d m anufa ctu re rs  ac co un t fo r a su b
s ta n ti a l am ou nt o f thes e dr ug s.

F o r ex am ple,  on J a n u a ry  5, 1965, C al if or ni a au th ori ti es,  act in g  on an  an on y
mou s ca ll and su bs eq ue nt  su rv ei llan ce , ra id ed  a co nv er te d gr oc er y st o re  in 
Berke ley.  The  au th o ri ti es fo un d a ra th e r el abora te  la bora to ry  an d a  nu m be r 
of  ch em icals us ed  in  th e sy nt he si s of  am phet am in e po wde r. The  lone  oc cu pa nt  
of  th e pr em ises  w as  a r r e s te d ; th e  lega l ow ne r is now a fu git iv e fr om  ju st ic e.  
Thi s is  bu t one il lu s tr a ti on  o f s ev er al  su ch  c as es  w e h av e e nc ou nter ed .

RE QU IRE ME NT  FOR PH AR MACISTS  TO MAK E RECORDS AVAILABLE,

As a no rm al  p a r t of  th e ir  bu sine ss , pharm acis ts  ke ep  re co rd s sh ow ing w hat 
pr es cr ip tion s th ey  fill. T he  qu es tio n is  w heth er th e re co rd s re la ti ng  to  dr ugs 
co ve red by II .R . 2 sh ou ld  be avai la ble  fo r in sp ec tion  as a p a rt  of  th e  a u d it  
sy st em  en vi sion ed  in  th e  bil l.

One arg um en t aga in s t hav in g th e au d it  ap pl y to  pharm acis ts  is  th a t th e  aud it  
wou ld  in  some  way  in va de  th e  pr of es si on al  re al m  oc cu pied  by  th e  phar m ac is t.  
B ut th e  Amer ican  M ed ical  Assoc ia tio n an d th e phar m acis ts  them se lv es  ra is ed  
no qu es tio n on th is  po in t, to  ou r kn ow led ge , ab ou t aud it s of th e ir  fil es  m ad e to  
de te rm in e co mpl ianc e w it h  l aw s a dm in is te re d  by o th er a ge nc ies.

A no th er  cl ai m  is  th a t FD A  in sp ec to rs  wou ld  not kn ow  w h at th ey  w er e loo king  
a t whe n th ey  re vi ew ed  pre sc rip tion  fiil es.  O ur  in sp ec to rs  ha ve  th e  ty pe of  
ed uc at io n,  tr a in in g , an d ex pe rien ce  th a t wou ld en ab le  them  to  ex am in e p re 
sc ript io n file s in te ll ig en tly.  I t  has  bee n st a te d  th a t whe n th e  FD A be lie ve s a 
cert a in  d ru ggis t m ay  be  a  poin t of  di ve rs ion,  w e ca n ch eck w ho le sa le rs  to  see 
if  th e dru ggis t is  get ti ng  unusu al ly  la rg e quan ti ti es an d us e th is  as  a bas is  fo r 
obta in in g a se ar ch  w arr an t.

O ur  cou ns el  t e ll s us  t h a t such  ev iden ce  m os t pr ob ab ly  w ou ld  no t pr ov id e a ba si s 
fo r ob ta in in g a  se ar ch  w arr an t.  The  cr im in al  ru le s,  Rul e 41 Fed er al  R ule s of  
C rim in al  Pro ce du re , pro vi de  fo r th e  is su an ce  of  w a rr a n ts  to se ar ch  fo r an d 
se ize an y pro per ty  de sign ed  or in te nd ed  fo r us e o r w hi ch  is  o r has been  us ed  a s  a  
m ea ns  of  co m m it ting  a cri m in al  offense. Su ch  w a rr a n ts  a re  issu ed  on ly  w he n 
th e  judg e,  or U.S . Com m ission er  has sw or n fa c ts  be fo re  him which  es ta bli sh  
pr ob ab le  ca us e to  be lie ve  th a t th e  gr ou nd s fo r is su an ce  ex is t. T his  m ea ns  we  
wou ld  ha ve  to  be  ab le  to  est ab li sh  th a t th e  dru ggis t w as in  po ssession  of  pil ls  
in te nd ed  fo r il le ga l sa le . The  m er e fa c t of  purc has e of  a la rg e num ber  of  pi lls 
fr om  a w ho le sa le r wou ld  not es ta bli sh  th is , an d ev en  if  i t  wou ld  th e  se ar ch  
w a rr a n t wou ld have to  be  so ug ht  an d obt ai ne d w ith in  a sh o rt  tim e a f te r  th e
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wh ole saler  ma de his sale . Ev idence  of wh ole sal e tra nsac tio n,  even a few days af te r the  sa le was  made, wou ld or dina ril y he con sidered too rem ote  to es tab lis h th a t the  dr ug gi st had the  pil ls in his  possession wi th in tent  to sell  the m in vio lat ion  of  law.
W ha t is needed  here—and  wha t th e bil l ca lls fo r—is  ac cu ra te  and com plet e rec ordkee ping a t al l levels of leg itimate  tr ad e so th at au di tin g tec hn iqu es  can  be app lied  to determine  precisely  wh ere  th e div ers ion s of the se drug s into the  ill ici t traf fic ar e occurring.  The fa ct  th a t rec ords  ha ve  to be ma in ta ined  and  hav e to be read ily  avail ab le for ins pection  wil l its el f accomplish a gr ea t dea l in d ry ing  up th e supply  to t raff icke rs.
The drug gist now has man y possible supp lie rs— estim ate d in the hu nd reds  or even thou sand s—an d we know  of no feas ibl e w’ay of app lying checks  on the  divers ion  of the se drug s wi thou t access to  th e com plet e lin e of acqu isi tio n and  disp osit ion . Th e reco rds  a re  es senti al to t he  reg ulator y p lan.Tighten ing  up the rec ordkee ping and rec ord  inspec tion  provisio ns a t the  man ufac tu rin g and whole sal e levels, w ith ou t th e sam e impro veme nt at  the  dru gg ist  leve l wo uld  no t solve th e problem.
One of th e ph armac is ts who  tes tifi ed sug gested th a t th er e sho uld  be a pro vision for access  to rec ord s of drug s dispen sed  ou tside  th e scope of the dis pe nser’s pro fes sional prac tic e. We do no t know how  we could de ter mi ne  w ha t wa s dis pensed in the course of pro fes sio na l pr ac tic e an d wha t wa s not, w ith ou t looking a t the  com plet e pic tu re  of pu rcha ses a nd  sa les  by the  druggis ts.

Se ct io n3 (a ) of  th e hill— Questions  about  d efinit ion s
I t ha s been  sug ges ted  th a t cla use  (C)  of subp arag raph  201 (v ) (2)  be dele ted as  necessa ry an d dupli ca tory of sect ion 201 (v) (3 ). How ever , th e two sect ions  ar e no t du pl icatory and del etion  of sec tion 201 (v) (2) wou ld na rro w the control  wh ich  th e Se cretary could exe rci se ove r hab it- form ing  drugs .
In  rev iew ing  the record  of th is  hear ing , we do not find any object ion  to reg ula ting  am ph eta mi ne s and  ba rb itur at es  which  mus t be disp ens ed un de r the  pr escr ip tio n legend. The  dis agree me nt cente rs around  sec tion  201( v ) (3)  of sec tion  3 of the bill, which wou ld define  a de pres sant  or sti mul an t dr ug  as “any  drug  which  co ntain s any  qu an tit y of a sub sta nce which th e Secre tar y, af te r inv estig ati on , ha s found to have, an d by regu lat ion  desig na tes  as  hav ing , a po ten tia l fo r abuse because of it s de pr es sant  or sti mulan t effect on the  centr al nervo us sys tem  or  it s h al lucina to ry  effect.”
Ce rta in  gro ups pre sen ted  argu men ts fo r na rro wi ng  the  appl ica tio n of th is  sec tion  to any dr ug  “su bs tant ia lly  involved in drug  abu se bec aus e of  its  depr es sa nt  and st im ulan t effect on the  ce nt ra l ner vou s sys tem  or  its  ha llu cina tory  effect * * • ” or  “havin g a po ten tia l fo r abuse leadin g to ad ve rse effect on the public he al th  because of its  de pres sant  or sti mulan t effect on the centr al ner vous sys tem  * *
It  is, of course,  scient ifically  possible to  pred ict  the  prop er tie s of  a new dru g in rev iew ing  the  clinical exp eri enc e with  th e drug  du rin g it s developmental stage.  Ind eed , LSD -25 ha s nev er been cle are d fo r com mer cial  dis tribu tio n bu t enough  is known of its  ha llucin ogeni c prop er tie s to requ ire  th a t it  be made subje ct to the  provis ions o f  th e bill. Th e De pa rtm en t is req uir ed  by law  <26 U.S.C. 47 31 (g ))  to give tec hn ica l advic e un de r the  Har riso n Act as  to the addicti ve  qu al iti es  of  new synthe tic  na rcot ic  dru gs.  We also  have an ar rang eme nt wi th the Bu rea u of Na rco tic s to br ing  to it  any  kno wle dge  we obtain  through th e new drug  procedure s ab ou t the addicti ng  po ten tia l of new syn- the nt ic na rcoti cs , so th at  the y may pla ce them under na rcoti c controls  befo re abuse develops.  Under  the def init ion  offe red by the  Ph armac eu tic al  Ma nufa ct ur in g Associatio n, we could no t prom ulg ate  reg ula tio ns  to con tro l the traffic  in new dr ug s subje ct to H.R . 2 u nt il su bs tant ia l abu se of the se drug s ha s become est ab lished. Th is sugges tion  is a cl ea r de pa rtur e from the  preven tiv e the ory  upon which  the Food, Drug, and Cosmet ic Act  is founde d. To allo w such new drug s to fa ll ind isc rim ina tel y into th e ha nd s of the pub lic and then  at tem pt  to stop th e ille gal traffic which is flo uri shing  by the tim e su bs tant ia l abuse  can be es tab lished is un thinkable.  Fur th er , the  pa renthe tic al  lan guage in the  proposed am endm ent wou ld confine “dr ug  ab use” to si tuat ions  wh ere the  dru gs invo lved  ar e used for non medica l pu rposes an d obtain ed through ill ic it channe ls. Th is is t oo restr ic tiv e.
The PMA also prop osed  to ame nd th e def inition of “de pressant or sti mulan t dr ug ” to exc lud e an y drug  which may be sold with ou t prescr ip tio n and  ce rta in  com bin ation  dru gs.  The  bill now exem pts  nonpres cription  drug s and  com binations of de pr es sant  or sti mulan t drug s with  othe r drug s wh ere th e com binatio n
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does not have a habit-forming stimula nt effect or a potential for abuse. So 
there is no difference in the objective we all have in mind. But if these exclu
sions were writte n into section 201 (v)  as par t of the definition of depressan t 
and stimula nt drugs, we would have to prove on a case-by-case basis tha t the 
drug involved in a violation was not a nonprescription or combination drug. 
This would involve presenting a complex and difficult medical-scientific question 
to the jury before it could decide wh ether the drug was one subject to the new 
law. As the bill now stands, these scientific questions can and should be decided 
in advance of enforcement by the  FDA. Then all persons involved would know 
what drugs are subject to the new recordkeeping, inspection, and possession 
requirements. Also the proposed amendment would exempt a combination the 
principal effect of which was not depressant, stimulant, or hallucinatory . We 
are concerned with the depressant, stimulant, or hallucinatory effect, whether 
it is primary or secondary so long as the effect at  which the bill is aimed is 
achieved.

THE TR AN QU ILIZE R PROBLEM

In our testimony of J anu ary  27, we stat ed tha t “tranquil izers are being increas
ingly implicated by medical evidence as agents of drug abuse.” H.It. 2 is aimed 
not only at amphetamines and barbit urates, but also at  other drugs capable of 
causing simila r or related effects. We believe tha t sufficient evidence has been 
presented to show tha t some tranquilizers, like barbi turates, can cause tolerance 
and psychic and physical dependence.

A question h as arisen whether or no t specific tranquilizers should immediately 
be incorporated, by name, into the scope of section 201 (v) . If the committee 
were to attem pt to do so, it will be necessary for it to go into the scientific 
questions involved, in depth, to the exten t tha t we would have to. Moreover, if 
this were done, it will become necessary for use to come back from time to time 
to ask tha t the list be kept up to date by congressional action. And we would 
have to ask Congress to devote the necessary time to study the mechanism of 
action and the potentia lities for abuse to decide the medical questions involved in 
keeping the list cur rent with emerging medical knowledge.

We suggested in our testimony of Jan uar y 27 th at  the committee may wish 
to consider shortening such delays by using the rulemaking procedure spelled 
out in section 4 of the Adminis trative Procedure Act as a method for bringing 
depressant  and stimu lant drugs under the bill’s controls. The procedure speci
fied in the Adminis trative Procedure Act calls for a notice of proposed rulemaking 
and invi tation for comments. After a review of comments submitted, the agency 
then issues a final rule. This procedure will work properly here, together with 
the advisory committee’s recommendations, to protect the rights  of the pharm a
ceutical indus try ag ainst  arbitr ary  or capricious action.

We have obtained some information and are prepared  to propose a rule on a 
number of tranquilizers, but at this time we are  not in a position to submit to the 
committee a complete list of specific tranquilizers  to be named in the bill if 
the committee decides to adopt tha t approach. One reason for this is tha t we 
want to be certain  tha t we have fully considered all of the curre nt information 
available on these drugs. Also, the naming of specific tranquiliz ers for  inclusion 
in the bill at this time undoubtedly would result  in protests by the industr y 
tha t the initial listing in the bill is incomplete and lends itself to competitive 
bias. It  seems to us th at  this competitive situation would be greatly  magnified 
if the dangerous potent ial of each candidate for the list had to be explored as 
a basis for congressional action.

THE ADV ISORY COMM ITTEE

An amendment to the provision for a minimum number of members of an 
advisory committee was proposed. Sometimes more than three and less than 
seven may be necessary. We feel the present provision in the bill is satis factory 
as to th e composition of the advisory committee. There are specialities in some 
fields, particularly medicine and science. As new and different compounds are 
invented and synthesized, we will need to call upon persons representing  various 
specialties. For one drug we may wish to obtain the advice of one group of 
experts. For anoth er drug, we might well wish anothe r group’s counsel. Some
times we seek the advice of part icula r individuals. To make the advisory com
mittee a standing committee would rest rict  the scope of the scientific advice 
available to us. But we could work with such a committee, perhaps supple
menting it with consultants as needed on special problems, if  th e Congress should 
decide to call for a stan ding committee.
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PROPOSED SEC TIO N 5 1 1 ( A ) ( 4 )

It  ha s a lso been recommended th at  the proposed section 511 (a) (4) be amended 
by chang ing the  subparagraph  to read : “ (4) Pra cti tioners licensed by law to 
prescribe , adminis ter, or dispense d epressant  or stim ulant drugs,  while  a cting in 
the  course of their  professiona l practice.” It  is said  th at  this would express ly 
include pha rmacist s as persons  author ized  to possess stimu lan t and  depressant drugs.  The word “pra cti tioner s” as here used is inten ded only to ref er to phy
sicians, osteopaths, dent ists, and  si milar  p rac titioners  of  the  healing ar ts,  ra ther  
than  pharmacists . Secondly, such an amendment would weaken the  bill and 
is unnecessary  since subparagraph  (3) of section 511(a) expressly  allows 
pharm acies,  hospt ials, clinics, and  public hea lth  agencies  ma intain ing  establish
ments  in conformance with applicable  local law and  which regula rly  dispense 
prescription drugs in accordance wi th Sta te law to manufacture , compound, 
process, and  possess depressant and stimu lan t drugs,  so tha t there is no problem 
on that  score. We recommend again st enac tmen t of the  proposed amendment.

Commissioner L arrick. With  that  introduction,  Mr. Goodrich, on 
my right , and Mr. Rankin, Assis tant Commissioner, will be very happy 
to try to answer questions the members may have.

The Chairman. Thank you very much.
In the first place, I  want to ask you a question about the Durham- 

Humphrey Act on the refilling of prescriptions. It  was brought to the 
attention of the committee yesterday th at prescriptions were filled and 
refilled rather promiscuously.

Wha t is your comment on that ?
Commissioner Larrick. The Durham-Humphrey Act provides, as 

I am sure you recall, th at a prescription can be refilled whatever num
ber of times the prescribing physician authorizes. A prescription can 
be transmitted to the pharmacist by telephone. The pharmacist must 
record the oral prescription immediately, but this, again, may be re
filled, legally, whatever number of times the physician authorizes.

The C iiairman. I know, but I  don’t think that  tha t was the problem 
discussed yesterday. The problem discussed yesterday was tha t some 
prescriptions are filled innumerable times without the physican 
represcribing.

Commissioner Larrick. Tha t is illegal i f not specifically authorized 
by the physician, and we bring many cases based on tha t action each 
year.

The Chairman. What about a prescription where a physician says 
it may be refilled four times or a dozen times ?

Commissioner Larrick. I t can be refilled t ha t many times with the 
amount of d rug that  the physician original ly provided.

The Chairman. Wha t is the usual procedure?
Commissioner Larrick. I would think tha t the average, careful 

physician limits the number of refills to the period of time tha t he 
thinks  the patien t should continue the medication without returning 
for a fur ther examination. A grea t bulk of doctors in this country 
follow tha t practice. There are others that do not, and there are some 
physicians who write on the prescription tha t it can be refilled in
definitely. We don’t like tha t practice, but it is not illegal under the 
statute.

In  addition to that, there is a grea t deal of illegal refilling of p re
scriptions.

The Chairman. Dr. Griffith was here yesterday, and he had com- 
leted a ra ther  interesting research project for a period of about a year. 
I was very much interested in his very frank and open statement on
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this subject. lie seemed to pull no punches, regardless of who might 
have gotten in front of him.

Commissioner Larrick. I know Dr.  Griffith, and I certainly a give 
with your appraisal of his fearlessness.

The Chairman. li e made the statement that a person who was 
not sick d idn’t need a prescription. If  they needed a prescription, 
therefore they were sick, and he didn't  think tha t a sick person ought 
to go a period of 6 months without seeing a doctor.

There may be some exceptions to tha t, but I thought there was 
something to  tha t idea, myself.

Commissioner Larrick. As the statu te now stands, the Durham- 
Humphrey Act provides no limitat ion on the  number of times that the 
physician may authorize  a prescr iption’s refilling. That was dis
cussed at  grea t length, as you will recall, when we had tha t bill up 
several years ago.

The Chairman. 1 certain ly can well understand the at titude of the 
doctors, particularly, the medical profession, on Congress endeavoring 
to place limitations on the ir better judgment in t rea ting  a patient.

1 also recognize these abuses that  might develop. Tha t is the kind 
of a problem where you have a ha rd decision on what to do. You get 
the public interest on one hand, which must be considered.

I suppose we ought to try  to solicit information from the medical 
profession and the pharmacists on this problem i f it continues to  grow'. 
There are reported  incidences of abuse. I assume th at your  agency 
would be called upon to obtain and preserve as much information on 
the subject mat ter as is possible.

Commissioner Larrick. We have a great  deal of informat ion on that 
subject, pa rticu larly  when people commit suicide and we try to ascer
tain whether they obtained the barbiturates legally or illegally. I 
thin k the great bulk of physicians are carefu l in this area. There are 
some, unfortunately , who are not.

The Chairman. I hope my colleagues w ill pardon me if I take these 
things up as they have been presented, but I  do want to get them into 
the record in order to try  to  get f rom Commissioner Larrick  his reac
tions.

Have you had an oppor tunity to consider the suggestion made by 
the pharmaceutical association on the “potential,” so fa r as your au
thor ity is concerned ?

Commissioner Larrick. Yes, Mr. Chairman, we have. When a 
new drug is proposed to us, under the H arr is bill enacted 2 years ago, 
there is a grea t mass of  data  tha t is submitted. This  includes, first, 
the testing  on animals, as we have discussed before.

Second, it includes clinical w'ork of  a very substantia l nature . If  
tha t clinical work shows conclusively tha t there is a habit- forming 
drug,  like the amphetamines and the barbiturates , or simila r in its 
action, I  don’t th ink the American public  should have to have a situa
tion develop where majo r abuses, major tragedies  occur before we put 
that  drug on the list.

I would think tha t in general the drugs th at  have been on the mar
ket, where we have had clinical experience with them, t ha t those th at 
have shown abuses would be the first ones that  we should give attention  
to. But as of now, under the Narcotic Act. as a new drug is dis
covered, and if in the clinical testing and clinical tria ls it is shown 
that that, drug has  capabilities paral leling  narcotics, morphine, opium,
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and whatnot, the laws of the land do not provide that it be sold so 
tha t the public can take advantage of those addic ting proper ties or, 
rather,  take disadvantage of the addict ing properties, but a procedure 
is set up whereby as the drug goes on the market, it is under the control 
of the Narcotics Act. Our view is very strongly tha t that same process 
should be involved here.

The Chairman. What would you think about the proposal recom
mended by the representat ive of the American Medical Association to 
include the language “leading to adverse effects on public health” ?

Commissioner Larrick. I don’t think we would have any objection 
to that. We don’t think it adds anything to the statute.  It  is, in 
our opinion, surplusage, because the whole bill, the tit le of the bill and 
everything else, has to do with abuses th at adversely affect the public 
health.

I think tha t is the  sort of thing  that you can put  into the committee 
report , i f you cared to, but all the  testimony and everything else is to 
the effect that that is what we are aiming at.

The Chairman. Have you read Dr. Austin Smith’s testimony?
Commissioner Larrick. Yes, sir.
The Chairman. He is in accord with the legislation. He feels that 

there is need for it. But he proposed an amendment and I  wondered 
if you would want  to comment on his amendment, or have Mr. Good
rich comment.

Commissioner Larrick. I think  in general I have commented but I 
wTould be glad to have Mr. Goodrich supplement it from the legal 
point of view.

Mr. Goodrich. Dr. Smith made two suggestions. One was that the 
drug  had to be shown to be subs tantially involved in abuse before it 
could be put on the list. Mr. Larrick has answered that. He raised the 
other question about over-the-counter-----

The Chairman. I would like a fur the r clarification of the answer 
tha t he has given about the broad term “potential.”

Mr. Goodrich. The situation  is simply this, Mr. Chairman, tha t 
when LSD-25 was first used in investigational medicine, it was shown 
pretty promptly to be quite an addictive hallucinogenic drug. I t has 
never been approved for marketing. Its  poten tiality  for abuse has 
been developed through these investigational tria ls.

We think if the evidence developed tha t type of reaction from the 
drug, it ought to go onto the li st before  it is shown to be substantially 
involved in drug abuse.

As Mr. Larr ick said, we made an arrangement  with the Bureau of 
Narcotics some time ago where, when new synthetic narcotics are 
developed, the ir potential ity for abuse, and this is thei r action similar 
to morphine as an addict ing drug, is shown through the trials , wtp 
notify  the Bureau of Narcot ics and they put the d rug  on the list and 
it is subject to narcotic control before it is ever marketed.

The difference between Dr. Smith and us is whether we try to act 
in advance on a potentiality  fo r abuse, or whether  we wait until a sub
stantial abuse has developed. We would, of  course, have to make-----

The Chairman. Tha t is the full effect of his language. He does 
clarify it with  this language:

Drug abuse being deemed to exist when drugs are used other than as thera
peutic media prescribed in the course of medical treatment, and when they are obtained through illic it channels.
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Mr. Goodrich. Those added two additional factors are proof tha t 
would have to be made that  drug abuse could only arise in those two 
instances. At least tha t ought to be in the alternative, one or the 
other.

Also, you have some abuses which arise out of the course of profes
sional practice in abusing a dru g which is actually prescribed for you, 
when you exceed the  amount or use it for another purpose. All this 
bill does, remember, is to require  the keeping of records and the main
tenance of  controls over these drugs so tha t the points of diversion 
can be identified. Nothing in this bill puts any such drug  off the 
market or  anything of  the sort. This  is a control bill over the people 
who manufacture it, and so forth.

The Chairman. If  you decide that a particu lar drug has a potent ial 
for abuse, then you can do something about it.

Air. Goodrich. We can make them keep records and we can audit  
the records, but that is all. We can keep it within the legitimate  scope 
of medical practice.

Commissioner Larrick. Let me give you a concrete illustra tion tha t 
would perhaps clear it up.

Amphetamine inhalers  would be dealt with specifically under this 
statute,  but under our present authority,  about 6 years ago we found 
that  these inhalers were being broken open and the contents put  in 
water and the wa ter eithe r injected into the vein or taken orally. The 
persons would thus get the drug  effect of this amphetamine.

Amphetamine inhalers were widely used in penitentiaries. There 
were all sorts of problems tha t came out of it. So we put  it in the 
category where it could only be sold on prescriptions, and we have 
stopped tha t practice.

Well, then a new drug came along, and this new drug was a modifi
cation of amphetamine. It  was called methamphetamine. It,  too, 
was put in inhalers. Our doctors and the medical profession generally 
were well aware tha t this methamphetamine had virtually the same 
potential for misuse that the amphetamine had, but there had been no 
actual abuse.

We did not feel under the law that we now have that we could do 
anyth ing about it. We kept our eye on it. We knew it was going to 
come. In  1959 we got reports of six cases where it had been misused. 
We didn’t think  tha t was substantial enough to call it abuse.

The next year there were five, and the next year there were five. In  
1963 there were 54. Some of them came to my attention through this 
document, that  you referred  to. Then, in 1964, they jumped up to 153 
people who had abused it. Then we put it on prescription.

If  we had had  the  power fo deal with  the potential misuse, this d rug 
would have been put  on prescription in 1959. Under this new law, 
the choice would be to put it on when we know it is going to be mis
used, where it has this potential, or wait, as Dr. Austin Smith has 
proposed, until there is actual abuse and there has been a lot of damage 
to fhe public health.

The Chairman. What law do you have on the Ixioks today by which 
you put tha t drug  on prescription  yesterday tha t you didn ’t have in 
1959?

Commissioner Larrick. We felt tha t we had to have very substan tial 
evidence of a general misuse lie fore we could put it on prescription.
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We were so adv ised  by ou r counsel, and I th ink there  is no quest ion  bu t 
that  ou r au thor ity  was  so limited.

Ou r last  con tac t t hat  b ro ug ht  th e numb er of  cases up was when th is 
docto r you  spoke of  came in to see me on J an uar y 11. We have pursu ed  
the  cases he spoke of dil ige ntl y, and we have put mesam phetamine 
inh ale rs on  the li st.

The Chairm an . You hav e done th at , and I  com plime nt you  fo r it, 
bu t you hav en’t answered the  question. W ha t law do yo u have  tod ay  ?

Com missioner Larrick. Th e Du rham -H um ph rey.
The  Chairm an . The Durha m-H um ph rey bd l was pas sed  in 1951.
Com missioner L arrick. Yes; bu t there  wasn’t the  evidence of  the  

gen era lize d misuse. I f  Dr.  Sm ith ’s p roposa l is accepted, we will  not  
have th e power to  p ut  it , to  pu t the  d rug,  un de r the  add ition al  co ntro ls 
of th is H ar ri s bill  un til  there is a subs tan tia l eno ugh  a ctu al  m isuse  to 
sat isfy the language th at he ha s p ut  fo rth .

The Chairm an . In  othe r words, if his lan guage here was  accep ted, 
it wou ld be more res tri ctive  than  the lan guage is i n the  l aw today for 
drug s to  be made p rescrip tio n d ru gs  ?

Com mission er Larrick. Tre mendously  more,  and defi nite ly more 
de tri men tal to t he  public  hea lth , in  ou r op inion.

Th e Chairm an . I f  you  hav e been as cau tiou s abou t moving on to 
som eth ing  like  th is unde r presen t law, as ap pa rent ly  you  hav e been 
under the actio n t ha t you took  yesterday, I  do n’t know why the  ph ar m a
ceu tica l people would be con cern ed abou t it.

Com mission er Larrick. I don’t th in k they  sho uld  be concerned  
abo ut it.

The Chairm an . 1 believe  you  star ted to ta lk  abou t the  oth er 
suggestion .

Mr. Goodrich. The ot her sugg est ion , si r, was to  br ing th e except ions  
fo r ov er- the -co unter  items up  as  a p a rt  of tlie def init ion. We  discussed 
th at , you  will reca ll, du ring  Dr . Sm ith’s testimony,  bu t since some of 
the  m emb ers were not here , pe rhap s I  s hou ld rep ea t i t.

Th ere  is no diffe rence of op inion  between us an d Dr . Sm ith  th at  
the p rodu cts  th at  ar e legal fo r sale over the counter  do not  come under 
these special con trol s, bu t wh at  he is proposing  is th at  these drug s be 
made exe mp t as a par t of the  def ini tion of  sti mulan t an d dep ressan t 
dru gs.  We a re pro posin g t ha t t hey be specifically  exe mpted  by  name, 
under reg ula tions , so th at  th ere will  be no confu sin g point  o f medicine  
invo lved  in a la te r enforcem ent  case.

I f  you  pu t th at  exceptio n in the def ini tion  of stimula nt  and depre s
sant dr ug , when  you  find a tru ck  s top  th at  is s ell ing  a dr ug  a nd  ch arge 
them wi th possession outsid e the  leg itima te cha nne ls, you  would not  
only  have to prove th at , bu t you also  would have to pro ve th at  it was 
not  an ov er- the -co unter  dru g.

Wh en you  passed the  Durha m-H um ph rey law in 1951, you will re
call , there was a proposal th at  there be com plete and comprehensive  
lis ts o f w ha t were p res cri pti on  d ru gs  an d wh at were  not. Th e decision 
of  the  Con gress was that  wi th a .broad  defin itio n of wh at was a pre
scrip tio n dr ug  in terms  of  any  dr ug  which, because of tox ici ty or 
othe r po ten tia l fo r abuse, or  co lla ter al measu res  necessary, and  some 
oth er lan guage, could  only be u sed on the  pre scrip tio n of a physician , 
< hat typ e d ru g had to be sold on prescr ipt  ion.
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But that leaves it as a factual matter in each case, to prove the type of 
drug involved. Then it would be up to the jury in the enforcement 
case on the truck stop, to decide whether or not this was an over-the- 
counter drug. But in substance, there isn’t any difference here. We 
have handled the low-dosage b arbi turates by exempting regulations 
under the Durham-Humphrey Act itself, as you authorized us to do. 
There has been no trouble with that.

Over the years, the State  of Pennsylvania required a prescrip tion 
for one drug we allowed over the counter, but other than tha t there has 
been no problem a t all with handl ing the problem by exemptions. It  
would keep out of the enforcement cases medical questions that really 
don’t belong there.

Mr. D ingell. Mr. Chairman, could I inter rupt to ask one question?
You referred to th is point, I believe, in your  staff' memorandum on 

pages 10 and 11,1 believe.
Mr. Goodrich. Yes.
The Chairman. I haven't had a chance to read this memorandum. 

I have, therefore, taken  this  occasion to try  to get some clarification of 
the proposals made.

I do think this record needs to be brought up to date and some of 
these problems clarified. T have two or three other things  in mind, 
but maybe some other  members will get to them and 1 won t lx* using 
all the time.

Mr. Dingell. Mr. Chairman, I was just making mention of the 
fact so tha t members who may want to could pursue this on those pages.

The C hairman. 1 am sure there  will be other questions that will be 
asked, but I will give others the opportunity  at this time.

Mr. Younger, have you any questions?
Mr. Younger. Yes; than k you, Mr. Chairman.
Mr. Larrick, there is one statement in the memorandum that rath er 

bothers me. I take it that  when your  investigators buy drugs  in the 
illicit market they pay the regular price to the  seller, do they not ?

Commissioner L arrick. They are operating as undercover agents, 
and they do pay whatever it is. They may dicker with them, but they 
pay what they ask.

Mr. Younger. If  t ha t is true, why do you buy in such great quan
tities? For instance, on page 5 you buy 75,000 pills in one case, 50,000 
in another. It  seems to me tha t you are making a great contribution  
to the illicit seller to get the money by which to hire attorneys to de
fend himself.

Commissioner Larrick. Our experience has been. Mr. Younger, that 
if you buy 50 and take it in to court, the judges and juries aren't very 
much impressed, but if you buy 500,000, which is the amount the man 
is regularly engaged in selling in the illicit market, you pesent the 
court and the jury  with a set of facts which they need to help them in 
deciding what the penalty should be in case of a conviction.

We find it is much more efficient enforcement to proceed in that 
manner.

Air. Younger. But there is a tremendous difference between 50 and 
500,000. There is a tremendous difference in the profit to the seller 
between 50 and 500,000.

Commissioner Larrick. Sometimes we get to the 500,000 point. If  
you give us this legislation and we have made a buy of 50, paid the
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Government’s money fo r it, and you give us this legislation to detain, pending the filing of a libel, the inspector who has offered the  500,000 
will take it and seize it and won’t pay  him the money, but he will have 
it as evidence.

Mr. Younger. That  is all right. I think  tha t might solve the problem.
Commissioner Larrick. Thank you for the suggestion.
Mr. Younger. I didn’t think the Government ought to be in the 

business of fatten ing the salesmen in a manner to  get evidence of th at kind. It  is kind of like the overkill problem.
Commissioner Larrick. I think you have a good point.
Mr. Younger. Commissioner, you have a fund now, some $300,000, 

to make a study as to the State  enforcement activities.
Commissioner Larrick. That is right.
Mr. Younger. When is tha t report  going to be ready?
Commissioner Larrick. That report was actually due on Februa ry 

1, but the independent agency th at is conducting the study asked the 
Secretary if it might have a little, more time to round out the report and get it in good form, so we expect it sometime this month.

Mr. Younger. Do you think it might  be well to hold up the report 
on this bill until we could get that  repor t and get the benefits of that report ?

Commissioner Larrick. I don’t think there is anything in the offing tha t would cause me to recommend that you hold up this bill. We have 
an abuse, we have a problem, it is an inters tate problem, and no matter how much the Sta tes pitch in and help on this matte r—and T hope 
they will recommend that  they pitch in and help—we need this bill, in my opinion.

Mr. Younger. Can you give us any possible h ighlights of that report  at this time?
Commissioner L arrick. No, sir. The report hasn't been submitted. I have talked to the people. They have let me see certain part s of it to 

check for accuracy, but they have not finished their  report. 1 don’t 
think it would be proper fo r me to discuss it unt il they tu rn it in.

Mr. Younger. Then you couldn’t advise the committee as to whether cooperative contracts between the States and your Department might help in better enforcement ?
Commissioner Larrick. 1 could give you my opinion tha t i t would, 

but I can’t tell you what the Public Administration Service will rec
ommend. I don’t th ink there is any question but that this problem is so big tha t it will require the best efforts of the Federal , the State, 
and the city people to begin to control it, and that won’t control it completely.

Mr. Younger. I have one other question. Yesterday, in Mr. Mc
Mullen’s testimony, T couldn't understand whv all of these manufac
turers  were able to supply t lie great quanti ty of pills that were ordered 
and nothing was done about it. Apparent ly no investigation is made of these various concerns except maybe once every 2 years, which I think was the report, as to their  records and who tliey sold to.

A manufacturer is not required to even inquire who the purchaser 
is, or whether he is a legitimate purchaser, or whether he has a license. What is the status on that ?
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Commissioner Larrick. Tha t is what we are  try ing to fix with  this  
bill.

Mr. Younger. The present law doesn't require you or the manufac
turer to inquire as to who the purchaser is or whether he is a legiti
mate purchaser, or whether he has a license?

Commissioner Larrick. No. He could be subjected to a penalty if 
we can prove tha t he sells a prescrip tion drug  in channels which are 
not in the regular drug trade.

Mr. Younger. But there is no requirement for the manufacturer to 
inquire even of a prescription  drug ?

Commissioner Larrick. No; there is no specific requirement of tha t 
sort at  all.

Mr. Younger. But  there is in this bill ?
Commissioner Larrick. This bill, yes. This bill would require him 

to keep a record of how much he makes, it would make him keep a 
record of who he sells to, and make him show those records to us.

Mr. Younger. But is the re anything  in this  bil l tha t requires him 
to make an inquiry as to the purchaser and whether the purchaser is 
a legitimate licensee to handle the drug ?

Commissioner Larrick. There is nothing that requires him, that 
makes it a penalty for failu re to inquire, but there is a provision which 
makes a penalty for failu re to keep it in legitimate drug  channels.

Mr. Younger. Don't you think it would be well to have a penalty in 
there and put  the burden on the manufacturer ?

Commissioner Larrick. I wouldn’t object at all.
Mr. Younger. Don’t you think it would be helpful, in the ligh t of 

the evidence we received yesterday ?
Commissioner Larrick. 1 think this  would be helpful.
Mr. Younger. That is all, Mr. Chairman.
The Chairman. Mr. Fr iedel.
Mr. Friedel. Commissioner Larrick , what is the procedure—or the 

chain from the manufacturer  down to the dist ributor? What kind  of 
records are required to be kept ?

Commissioner L arrick. Under the bill, Mr. Friedel , o r the  present 
law ?

Mr. F riedel. Und er the present law today.
Commissioner Larrick. None. The only thing tha t is required 

under the present law in the way of recordkeeping is tha t the p harm a
cist, at the end of the chain, is required by the Durham -Humphrey 
amendment to keep and make a record of all prescriptions tha t he fills. 
But he is not required to let us see it.

Mr. Friedel Und er this bill he will be required to let you see it?
Commissioner Larrick. That is right .
Mr. Friedel. We had Dr. Mattia here, and he recommended t ha t 

records be kept by pharmaceutical manufacturers, wholesalers, dis
tributo rs, retail drugg ists, and the medical profession. Does this bill  
take all of those in?

Commissioner Larrick. Does this bill take them all in ?
Mr. F riedel. Yes.
Commissioner Larrick. No; it does not. I t does not take in the 

physician.
Mr. Friedel. Does it take in the pharmaceut ical manufacturer?
Commissioner Larrick. It  does.
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Mr. F riedel. The wholesaler?
Commissioner Larrick. It  does.
Mr. F riedel. The distributor?
Commissioner Larrick. It  does.
Mr. F riedel. The retai l druggist?
Commissioner Larrick. It  does.
Mr. Friedel. But nothing about the medical profession?
Commissioner Larrick. That is right.
Mr. F riedel. Why?
Commissioner Larrick. As Ave testified in our original testimony, 

the incidence of violations among the medical profesion in the enforce
ment that we have done in the last 10 years has been very small. We 
did say, the  Department in its letter  and in my testimony, t ha t if in 
the judgment  of the committee the physicians should be included, the 
Department would see no objection to the inclusion of the physician.

Mr. F riedel. Would there  be any objection if we put  a limitation on 
time, a limitation, for example, where a prescrip tion could not be 
renewed afte r G months, when the doctor presently says it can be 
renewed repeatedly?

Commissioner Larrick. I haven't consulted with the Department , 
but I certainly  would see no objection to that.  On some drugs 6 
months would be too long.

The Chairman. Doctor, there would be quite a lot of objection 
if we include a lot of stuff in this that  would endanger the passage 
of the bill, wouldn’t there be ?

Commissioner Larrick. Yes, sir.
Mr. F riedel. I just wanted to know if doctors should be included.
Commissioner Larrick. We have tr ied to be practical and not put 

in so many things as to reasonably make it unlikely tha t it would 
pass.

Mr. Younger. Would the gentleman yield ?
Would  i t not  be possible to put  in a requirement t ha t those doctors 

who sell and dispense drugs from their  own office would be required 
to keep records? That is only a small number. If  they do not sell 
and dispense drugs, they wouldn’t be covered. Couldn’t that be done ?

Commissioner L arrick. As we have said in our letter, if the com
mittee decides that they wished to do that, we have no objection.

Mr. Younger. Thank you.
Mr. Friedel. I have nothing  further.
Dr. Carter. Will the gentleman yield ?
Mr. Friedel. Dr. Carter .
Dr. Carter. Mr. Larrick , we have noticed tha t over a period of 10 

years, I think  it was, there were only 13 convictions in the medical 
profession. Is tha t true  ?

Commissioner Larrick. That is correct .
Dr. Carter. Tha t shows a pret ty good record that  we are not, 

as practitioners, afra id of any regulations  concerning this. On regu
lations that  you might want to give those who dispense, I certainly 
don’t think physicians would object to them. Certainly I don’t 
believe many physicians would want to have a prescription be re
filled over a period of time of G months, as some people have sug
gested. We would want to see our pat ients more often than that.
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In  giving an amphetamine drug  for weight reductions, as they 
commonly are used, rarely does a good physician give more than 
15 to 30 of those a t a time, and more than  likely not more than 15. 
Certainly you would see tha t patient within tha t time, it  seems to me.

The Chairman. Mr. Nelsen ?
Mr. Nelsen. I have no questions.
The Chairman. Mr. Dingell ?
Mr. Dingell. Thank you, Mr. Chairman.
Commissioner Lar rick, I am happy to see you before the committee 

this morning.
Commissioner Larrick. Thank you, sir.
Mr. Dingell. There is an exemption given in the bill at the bottom 

of page 5, dealing wi th persons who use depressant or stimulant drugs 
in research, teaching, or chemical analysis and not for sale. Tha t is 
on lines 23, 24, and 25. Similar exemptions are given in other drug 
regula tory hills and legis lation; isn’t tha t so ?

Commissioner Larrick. Tha t is correct.
Air. D ingell. This exemption is, however, somewhat di fferent than 

the exemptions which are accorded in other  legislation of a similar 
type. Am I correct?

Commissioner Larrick. I don’t know that, Air. Dingell.
Air. Dingell. I have some concern about this. I would like to limit 

as narrowly as possible the exemption to really sincere and honest re
searchers and chemical analysts and not simply to those who may so 
designate themselves.

As I recall the regula tory bill tha t was passed by this Congress a 
couple of sessions back, it has quite different language. Can you 
remember the language, Mr. Goodrich?

Air. Goodrich. I don’t remember tha t offhand. If  you are talking 
about the control of investigational use drugs, there was some more 
comprehensive language there. Under this language, if we could 
prove tha t the drug was not being used in the course of research, 
teaching, chemical analysis, and was for sale, we could still take action. 
I don’t see tha t it has any loophole in it.

Air. Ellenbogen. Are you referring fo Ihe use of the term “bona 
fide” in the 1962 amendment ?

Mr. Dingell. Yes. It  is not limited  so narrowly to persons who are 
doctors of medicine, but to persons who were, 1 believe, qualified by 
train ing, research, and experience.

Commissioner Larrick. Experts  qualified by scientific train ing and 
experience.

Air. Dingell. Why  should the exemption be any different or broader 
in the case of this bi ll than  the exemption in the previous legislation?

Air. Goodrich. Th at previous language related to the use of the drug 
in clinical investigations, before the drug  was approved, in obtaining 
the evidence of safety  and effectiveness; tha t is, actual use on man. 
This is a use in teaching, research, and chemical analysis which 
wouldn’t involve that. It  could be made clear that this meant research, 
teaching, and chemical analysis not involving administ ration on man, 
but we think tha t is implicit in the exemption

Air. Dingell. I don' t want to lm it it so narrowly. The reason I am 
concerned is that I remember the college student who got hold of  some 
LSD-25 for use in investigation, and I  believe there are other  incidents 
tha t could be cited to the committee.
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Mr. Goodrich. But in the LSD-25 case, where Copely and his 
associate claimed they were using i t for  research, we were able to show 
tha t they actually sold i t to our agent and were not in any sense in
volved in teaching or research, so we made tha t case under existing 
law.

Mr. Dingell. Are you sal isfied that  this exemption is so narrow that 
you will be able to make a case in any set of circumstances th at might 
arise where someone professed himself to be a researcher , a teacher, a 
chemical analyst of one kind of another?

Mr. Goodrich. You can never be 100 percent sure on legislation that 
passes. The day it passes, we all think we understand completely what 
it is all about, and then the next day apparently there is a blank on it. 
But we think  this is a satisfac tory provision tha t could take care of 
these abuses.

Mr. Dingell. Thank you, Mr. Chairman.
The Chairman. Mr. Curtin,  have you any quesl ions ?
Mr. Curtin. Thank  you, Mr. Chairman.
Commissioner Larrick, we were privileged to see a film yesterday 

tha t showed certain purchases of these drugs made throughout the 
United  States. Are you familiar  with that  film ?

Commissioner Larrick. Yes, I  am.
Mr. Curtin. Was there any prosecution on the par t of  your agency 

as a result of the disclosures in that film ?
Commissioner Larrick. Do you mean the purchases tha t CBS News 

made or the pictures of our agents making buys ?
Mr. Curtin. I  mean the picture tha t CBS showed on various 

wholesalers, or perhaps, manufacturers of these pills. Did you fol
low it up in any way ?

Commissioner Larrick. Yes, we followed up every one of those 
firms and had our own dummy corporation. I  suspect largely because 
the firms had been alerted, we were not  able to make any buys. We 
then undertook to discover whether or not we could use the actual 
purchases by Mr. McMullen and his associates as the basis of a prose
cution under the Federal law.

But it happened tha t in a letter to me, Mr. McMullen made the 
following statement:

Presently,  und er the name  of McMullen Services, we have  been orde ring  quantiti es of the  above-mentioned drugs . Lette rs to the drug companies bea r my signature. The dis tric t attorn ey of Ma nha ttan  has  been informed and has assured us th at  in tak ing  thi s actio n we are  not  viola ting the  Sta te law since McMullen Services is acting as the  tempora ry purc hasing agent of the CBS Medical Office which is, of course, licensed to receive drugs.
I think the action t ha t Mr. McMullen and his group had was very 

useful, because the firms who made the sales didn ’t know th at he was 
acting as the agent of a physician. But we could not go into court 
and prosecute on those sales when the evidence would be that he was 
acting as an agent for the physician, and the physician is legally 
entitled to receive the drugs under  the present statute.

Mr. Curtin. Do you mean you could not prosecute the  firms from 
whom McMullen Services purchased on the evidence tha t they bad?

Commissioner Larrick. Because they wrote me that  they were acting 
as the agent of their  doctor in CBS, and a doctor is entitled to buy 
these drugs. Unders tand, I  am not critical of what Mr. McMullen 
did. I think it was very dramatic.
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Mr. Curtin. Mr. Commissioner, last week we had evidence as to 
the number of these pills t ha t get into the illicit market, and my recol
lection is that it was 4.5 billion pills a year. Is tha t correct ?

Commissioner Larrick. Yes. I t is approximately 4.5 billion 1- 
grain  barbiturates,  and 4.5 billion amphetamines.

Air. Curtin. It  seemed so fantastic,  I  wanted to verify  my recollec
tion. Thank you.

Tha t is all, Mr. Chairman.
The Chairman. Air. Rogers?
Mr. Rogers of Florida. Doctor, we have gone over some of the 

problems, of course, and have had some discussion about the possibility 
of having wholesalers who have a regis try number with you anyhow— 
do they not?

Commissioner L arrick. Some do and some don’t. If  they engage 
exclusively in wholesaling, they are not required to have a number 
with us. If  they engage in making  drugs and become manufacturers , 
then they have a number.

Mr. Rogers of Florida. Do they have to, under this bill, have a 
number ?

Commissioner Larrick. They do have to register.
Air. Rogers of Florida. I thought tha t would be true, that they 

would have to register under  the provisions of this act.
Commissioner Larrick. That is right .
Mr. Rogers of Florida. And you would assign them a number, 

I assume.
Commissioner Larrick. That  is right .
Mr. Rogers of Florida. But  I don’t believe there is any provi

sion in the bill, and I am considering offering an amendment, but I 
wanted your idea about it, requi ring wholesalers when purchasing 
drugs from the manufacturer to submit the ir regist ry number with 
their  order  for purchase. What would be your feeling about tha t?

Commissioner Larrick. I do endorse that.
Air. R ogers of Florida. I think this would be a quick way to  stop 

what we saw in  the CBS film, because these numbers can be verified 
with you afte r they establish their p roprie ty in obtaining such a num
ber, and this could be checked, it seems to me, very quickly by the 
manufacturer in contact  with FDA.

Commissioner Larrick. Air. Rogers, I  don’t think you ought  to set 
up a situation where the m anufacturer’s responsibility, moral or legal, 
would be completely satisfied by getting the number, because we don’t 
get around often enough and it is p retty easy fo r somebody to make 
a false represen tation to us and get the number, and it may be some 
months before we check him, maybe 2 years, as a matter of fact, and 
he could operate. This w’ould be a help to him rathe r than a hindrance.

Air. Rogers of  Florida.  I would agree th at this should not take the  
responsibility away from the m anufacturer to go beyond the number, 
but this would certain ly help, in any event, and righ t off.

What about prescriptions? It  is my understanding from test imony 
we heard yesterday tha t prescriptions for these types of drugs are 
often given without an end, so tha t they are an open prescription, or 
they may be designated two, three, or four times for refills, without 
having to go back to the doctor.

43-S76—65---- 24
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What objection would there be to requiring tha t these drugs sold by prescription may not  be sold or those prescriptions filled without a check with the doctor, or whatever language might be necessary, but 
to require that  there be only one filling of the prescription.

It  is not tha t you would necessarily have to  go back to  the doctor 
to get another prescription,  but it would require the doctor’s approval for a refill within the 6-month period.

Commissioner Larrick. The idea o f t ha t is excellent. You have a 
practical problem here of having a very wide variety of d rugs poten
tially subject to regulation under th is statute, and you have also a great 
variety of different types and kinds of illnesses tha t may be involved, particular ly when you get to the stimulant drugs. Pati ents  will in
clude old people, young people, and babies.

I am very sure t hat  your suggestion would be helpful to us in en
forcement. I am not sure but what it would make some problems, some legitimate problems, in medical practice tha t might outweigh 
the advantages.

Mr. Rogers of Florida. I understand this is done in many States. 
Is th at true ?

Commissioner Larrick. It  is done in many States, but it is re
stricted to drugs ordinarily tha t are specifically designated. If  you 
wranted to give us or delegate to us the  power to ta ilor the restriction 
to the drug , perhaps make your initia l restric tion to the amphetamines 
and barbiturates tha t are specifically mentioned, maybe if you saw 
fit to delegate the same general sor t of authority , but  to ta ilor it to the 
problems of th at drug, perhaps  it would be worth p utting in.

Mr. R ogers of Florida. I would think this study would show7 how 
many States  have this sort of law7. I understand Florida does, for 
instance; tha t they cannot reta il the prescr iption unless the pharmacist 
at least calls the physician and gets his approval. That prevents exactly what we are trying to get at and exactly the thin g we had testimony about yesterday, where people w ill get a prescrip tion per
haps because they are overweight and then they sta rt going around 
getting it  refilled, refilled and refilled, and then they sell it even in the colleges.

Commissioner Larrick. I think tha t is very wrong. I don’t think 
tha t is good medical practice. If  it gets refilled and refilled and re
filled withou t the doctor’s permission, it is illegal now.

Mr. Rogers of Florida. I t is being done.
Commissioner Larrick. Of course i t is being done, because w7e have 56 inspectors to cover this w hole problem.
Mr. Rogers of Florida. What makes it illegal ?
Commissioner Larrick. The Durham-Humphrey Act makes i t an offense to refill a prescription drug  unless the doctor has stated it may be refilled.
Mr. R ogers of Florida. Suppose he ju st gives a person a prescrip tion ?
Commissioner Larrick. It  cannot  legally be refilled at all. The 

practice tha t is bad in th is connection is for the doctor to write on the 
prescrip tion that  it can be refilled at will. Tha t doesn’t happen often, but that does happen. We deplore it.

Mr. Rogers of Florida . From the testimony we heard yesterday, it 
happens fair ly frequently in one area of the country anyhow.
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Commissioner Larrick. I think  that gentleman referred not enti rely 
to the practice of the physician, but  to the practice of refilling pre
scriptions where they had not been authorized to be refilled, which 
would be a violation of the law.

Mr. Rogers of Flor ida.  No, 1 didn’t get that  from his testimony. 
Well, we will not argue tha t.

You see no objection, do you, to try  to put some language in, pa r
ticular ly as it concerns these two types of drugs, to say that  the pre
scription shall not be refilled without the permission of the  physician?

Mr. Goodrich. When those laws came out before, when we were 
considering the Durham-Humphrey, there was a proposal kicked 
around—and I don’t know how far it ever got—like the Flor ida law 
and some of the  other laws, to allow unrestricted  refilling for a period 
of 6 months.

The decision was that tha t was very wrong; tha t each refilling 
should be on the doctor’s authorization, under his supervision. He 
could indicate one time, two times, three times, or 6 months. But 
what the State laws tended to do was encourage refilling during the 
6-month period withou t going back to the physician, which could be 
very dangerous.

For example, if you allow a b arbi turate to be refilled for 6 months,, 
a person could get very shortly enough to kill himself.

Mr. Rogers of Florida. Couldn’t we say “Without  the permission 
of the physician?”

Mr. Goodrich. If  he did that , there may be instances where the 
physician, in his medical judgment, could well authorize the use of 
the drug  in limited amounts for longer than  G months, with some of 
these tranquilizers.

Mr. Rogers of Flor ida. What I mean is tha t afte r the first filling, 
they must again have the permission of the physician before the p har
macist would fill the prescription.

Commissioner Larrick. I would think it would be necessary to take 
care of the medical needs under many circumstances for a physician 
to authorize at the time tha t he gives the prescrip tion tha t it be re 
filled. For example, I spent the entire month of December in your 
district . I took my wife with me. She had some medicine. She 
was going to be gone a month. Before she left, the physician, know
ing tha t, gave her a prescription for a small amount and authorized 
its refilling twice.

I think  t ha t sort of practice  is necessary to adequate medical care, 
but if you were to  say tha t the physician could authorize a reasonable 
number of refills at  the time he writes the prescription—I think you 
would be repeating what  is in the present law—and tha t no refilling 
could be had without  going back to the physician, unless he has au
thorized it, I  think you would have it in good shape.

Mr. Rogers of Florida. Would that  help to say that, do you think  ?
Commissioner Larrick. I th ink so; yes.
Mr. Rogers of Flor ida. What about the penalty?  Do you think  

the penalty is sufficient in the bill as proposed?
Commissioner Larrick. The penalty, in my judgment, in the sta tute  

is sufficient. I think we have a major problem of educating the courts 
to the relative seriousness of these crimes, and I  think  t hat  is part  of 
our responsibility to do that.
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Mr. Rogers of Florida. I notice in your proposal that you would 
allow any officer or employee of the Department of Hea lth, Education, 
and Welfare, designated by the Secretary, to conduct investigations 
or inspections under the Federa l Food, Drug,  and Cosmetic Act. 
Should it be “Conduct investigations  or inspections for part icular 
drugs”? Should we name the drugs there? This is r ather a broad 
authority, to allow the Secretary, not tha t he would, but that he might, 
to allow any employee to conduct any investigation?

Commissioner L arrick. Basically, the statute , as you know, gives 
no authority  by statute to the Commissioner. Everything is delegated 
to the Secretary. Tha t language simply follows the patt ern  of the 
bill as a whole. But there are limitations in the proposal.

It  says on page 18 of the statute, under (g )—
officers or employees of the Department designated by the Secretary to conduct investigations or inspections relating  to depressan t or stimulant drugs.
So it does do what you are speaking of.

Mr. Rogers of Florida. And you feel tha t the other does not wipe 
tha t out by the amendment to  section 1114 of t itle 18?

Commissioner Larrick. No, sir;  I think i t is limited. We are pro 
posing tha t this be amended to cover counterfeit drugs as well as the 
drugs mentioned there now.

Mr. Rogers of Florida . Thank you.
Thank you, Mr. Chairman.
The Chairman. Mr. Broyhill.
Mr. Broyiiill. Mr. Chairman, I jus t want to say tha t I certainly  

appreciate  the Commissioner making  his second appearance  before 
the committee. His statements have been helpful and constructive, 
and I know they have cleared up a number of questions in my own 
mind.

Commissioner Larrick. Thank you very much, Mr. Broyhill.
The Chairman. Mr. Kornegay.
Mr. Kornegay. Let me pursue the question of penalties a little  

furth er, please. I think  generally speaking the judges, both State 
and Federal, view the severity of the offense to some degree with the 
amount o f punishment which the legislative body has prescribed for 
it. They also say tha t when a maximum, as is generally the case, is 
prescribed by the legislation, it was appa rently  the intent  of Congress 
tha t the worst possible case should receive the maximum punishment, 
and they work from there on down.

Human nature being what it is, we say “This is a bad case, but it 
is probably not the worst case to come along.” Do you see what I 
mean ?

Commissioner Larrick. I see what you mean.
Mr. Kornegay. Under section 303 are provided the penalties. For  

the first offense it is declared to be a misdemeanor, with a maximum 
punishment of 1 year or $1,000 fine, and for a second or subsequent 
offense, you go up to 3 years, and a maximum fine of $10,000. Of 
course, under the bill that we have under consideration, there is an 
innovation which brings into account the situation where a person 
over the age of 18 years sells, delivers, or otherwise disposes of depres
sant or stim ulant drugs to a person under the age of 18, to take care 
of the adult-child  situation.
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Tha t merely provides a maximum term of imprisonment of 2 years 

or a maximum fine of $2,000, for the first offense, and increases in the 
second or subsequent offenses to 6 years and $15,000.

When you consider all the aspects of punishment and sentencing 
of a defendant , suppose a first offender got the maximum o f 1 year. 
Under  the present statute he would be eligible for parole after he 
served 4 months, and in most instances where prisoners behave them
selves and get a long well in prison they ge t out shortly afte r they be
come eligible for parole.

So it just boils down to the fact tha t if this situation is serious, as 
it is pictured  and painted here before us, it  would certainly appear 
to me that the punishment  set forth , both in the existing law and in the 
bill, is a bit on the ligh t side.

Commissioner Larrick. I wouldn’t disagree with that.
Mr. Kornegay. We had testimony yesterday to the effect—and it 

was not meant as criticism of the judges, and I am not doing tha t 
now—that  it was sort of a slap on the wrist business, the violation 
of this statute would be declared to be a misdemeanor, and the prose
cuting attorney, of necessity, has to relegate those cases on his docket 
to positions after the felony cases. Sometimes he gets to them and 
sometimes he doesn’t get to them.

It  would be my thought , unless I heard something to the contra ry, 
tha t the penalty is just too light, tha t it decreases the severity of 
this type of offense agains t the public.

Commissioner Larrick. I wouldn’t disagree with you.
Mr. Kornegay. Would you care to make any suggestions? You 

are fami liar with this  area. You have watched the prosecution of 
these cases and the sentencing of violators, and you have seen repet i
tion of sales and so forth .

Commissioner Larrick. Of course, the second offense already in 
the statute calls for an increase for each offense with a penalty of 
$10,000 maximum and 3 years in the penitentiary. If  the committee, 
in its wisdom, wants to up it, I would certainly  see no objection to 
it. I would recommend against a minimum penalty.

My view’ is tha t in put ting minimum penalties in statutes where 
you have some emotional problems involved, like dependents, wives, 
and so on, when you have juries you may get an acquittal.

Mr. Kornegay. I am w7ell acquainted with tha t problem, and I 
agree w’ith you.

Commissioner Larrick. But with that  exception, I would be con
tent  to leave it quite to the judgment of the committee as to the 
penalties.

Mr. Kornegay. Thank you. I do want to thank you for coming 
back. I missed you the other day. I had a long-term commitment 
tha t took me away from the committee the day you testified. I am 
delighted to see you.

Commissioner Larrick. Thank you.
The Chairman. Dr. Carter.
Dr. Carter. I want to compliment Commissioner L arrick on his 

statement. I cer tainly support his proposal.
Commissioner Larrick. Thank  you, Dr . Carter. I think the com

mittee is very fortunate to have a physician on board.
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The Chairman. Did I unders tand you to say tha t you are whole
heartedly suppor ting this legislation ?

Dr. Carter. Yes, sir.
Commissioner Larrick. I heard  that , too, Mr. Chairman.
The Chairman. I wanted to understand  correctly.
Mr. Van Deerlin ?
Mr. Van Deerlin. No questions, Mr. Chairman.
The Chairman. Mr. Pickle.
Mr. Pickle. I have two questions. #With respect to registration or licensing, since many of the States 

or some of the States don’t require any licensing before  they go into 
business, I  am hopeful tha t this State study would point this out and 
each State could then take corrective measures, but in your own •
instance, with respect to the FDA , do I understand that all a man 
has to do if he is a manu facturer and goes into business is just 
write you and ask for a regis tration number, tha t he has gone into 
business. Must he have tha t registration before he can set up his 
manufacturing  concern and start dispensing, or will th at approval or 
regist ration  from you come at a la ter date?

Commissioner Larrick. If  he is a manufacturer of a drug for 
shipment  in intersta te commerce, he must register with us before he 
engages in business.

Mr. P ickle. Before he engages ?
Commissioner Larrick. Tha t only applies to the manufactu rer. It 

does not apply to the wholesaler or the  retailer. -
Nlr. P ickle. Only to the manufacturer?
Commissioner Larrick. Tha t is right.
Mr. P ickle. I have another question, and it is for information.

We are all agreed, generally, tha t there ought to be some kind of a 
bill passed along these lines. No one has testified really strongly 
agains t the bill. Surely these controls will be a big help to us, but 
one physician said we were taking the wrong approach; tha t these 
controls will be helpful, but his idea was to just make the drugs 
more available. I think,  in his opinion, and most of the committee 
members, i t is that the big problem is the overuse of these drugs, not 
just the controls of them. w

It  seems to me that the American people have developed a depend
ency on these drugs. They are more of a mental crutch than  they 
are a physical or medical aid to them. I don’t know what you could 
testi fy or say about that,  but if this is so, our  big problem is in the *
field of education.

How can we stop that? Do you have any funds to spearhead a 
campaign  on that ? This is our big problem.

Commissioner Larrick. We have some funds to spearhead a pro
gram on that.  I th ink the American Medical Association has recently, 
or perhaps not recently, taken an increased interest in educating 
the physician in these fields.

One of my associates in the Depar tment , the head of St. Elazabeths, 
is chairman of a committee th at has prepared  a pamphlet to  go to all 
doctors, I understand, on narcotics. I know they are studying these 
tranquilize rs and whatnot.

What I am saying is that I think the medical profession will have 
to do a great deal of educating itself. I think  we can do some. But
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I think the actual regulation of the practice of medicine will have  to 
be left with the State governments.

Ah*. P ickle. Is it unf air  to say that medical doctors have too 
quickly prescribed pills?

Commissioner L arrick. Some have, unquestionably. Doctors, like 
lawyers, vary.

Mr. P ickle. The biggest offender is the public generally?
Commissioner Larrick. The public demands these things. They 

read about them and demand them. It is p retty hard  for the physi
cian to refuse them.

Mr. P ickle. We have come to think that a pill will cure anything, 
and we can abuse ourselves in any manner, day or night, and then 
take a pill and it will be corrected. This is our big problem.

Commissioner Larrick. You have a basic psychological problem 
of the kind of people who do become addicted to these drugs.

Mr. P ickle. That  is all, Mr. Chairman.
Commissioner Larrick. We have put out pamphlets, for example, 

Air. Pickle, like “Fi rst  Facts  on Drugs for Schoolchildren.” We 
are getting wide distribution  of this  throughout  the schools. We 
hope to do more in th at area.

Mr. P ickle. I would hope t hat  the Advert ising Council of Amer
ica, the medical profession, our schools, and our newspaper, all news 
media, could concentrate and come togethe r on some kind of a cam
paign that  would stress these dangers and turn  the direction of the 
use of these pills.

Commissioner Larrick. We share your view.
Mr. P ickle. Thank you, Mr. Chairman.
The Chairman. Air. Satterfield?
Air. Satterfield. Thank you, Air. Chairman.
I have two brief questions.
When a drug is found to have a potential  for abuse, will it 

then be made a prescription drug?
Commissioner L arrick. Yes, as in the case of the Valo inhalers.
Air. Satterfield. In  other words, there will be no drugs falling 

within the purview of this  act except tha t they be prescription 
drugs ?

Commissioner Larrick. This act deals exclusively with prescrip
tion drugs.

Air. Satterfield. When we talk  in this act about individuals 
having possession of these drugs, there is an exclusion which makes 
possession legal if it is for use of himself or a member of his house
hold. Wouldn’t it be well to include an additional provision tha t 
it also have been obtained by prescript ion?

Commissioner Larrick. Tha t was, we thought, covered, Air. Sa t
terfield, by saying “legal.”

Air. Satterfield. Wouldn’t this require that you actually  make a 
purchase to prove tha t it wasn’t for the possessor’s own personal 
use?

Commissioner Larrick. I didn’t unders tand your question.
Mr. Satterfield. As this  section is drawn, wouldn' t it require tha t 

a purchase be made in order to es tablish the proof that  possession was 
not for the possessors personal or household use, whereas, if you 
included the provision “and obtained by prescription” you could nail
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him by the fact tha t the drug wasn’t obtained by the prescription,.without hav ing to make a Durchase.
Commissioner Larrick. You would run into some dra ftin g problems which probably could be solved. You wouldn’t expect the wholesaler to have a prescription to get the drug  tha t he is going to sell.You wouldn’t expect the retailer  to have a prescription.
I am not the draftsm an, but the dra ftsman t ried to incorporate language which would, in one fell swoop, cover legal possession from the user to the  retailer to the wholesaler and the manufacturer.
Mr. Satterfield. Wouldn’t your contact, in terms of ident ifying  illicit traffic, normally start  with some person who has possession of the pills?
Commissioner Larrick. It  will. Often it comes from complaints •from police departments, from mothers worried aliout the ir children, husbands.
Mr. Satterfield. Wouldn’t you be in a better position from an enforcement standpoint i f you could make it illegal to have it in possession without the prescribed prescription?
Mr. Goodrich. This sort of an idea was considered before. Since we were concerned with commercial distribution, it was decided th at it would be best to p ut it in terms as it is in the bill, rather than make it so wide open th at if you got your  drugg ist to give you six pills without a prescrip tion you would be a criminal. Tha t is the idea of this provision.
The Chairman. What this would do is to get to th at drugg ist and not to  the man who may have a hal f dozen pills for his own use.Commissioner Larrick. Tha t is the point.
The C hairman. But if the man who gets it illegally then  proposes to distribu te it illegally, it does reach him.
Commissioner Larrick. Tha t is the point. We could prove it probably by the large volume in his possession as well as by an actual sale.Mr. Satterfield. I have one othe r question, and th at is in terms of the guidelines set down fo r potential of abuse. I am still vague as to what the standards would be under thi s bill. Would it be safe to say tha t any drug that would affect the central nervous system would have a potential for abuse? „Commissioner L arrick. Not every drug  tha t would affect the centra l nervous system would come under this bill. It  would have to not only affect the  nervous system, but be a drug  that is sought for nonmedical purposes to produce these escapes from reality. *Mr. Satterfield. Then we come back to the proposition tha t the only way you can really ascertain this  question is through the experience of the actual abuse ?
Commissioner Larrick. No, sir;  because nowadays when a new drug  comes on the market there  has been no commercialization. First is the animal experimentation. Then if it passes, and we approve it, then it goes to the clinics, not as a sale proposition but as a test proposition.
In  tha t process, a great many times the potential for abuse is discovered in these clinics who are investigating the drug to acquire evidence to try to get us to let it go on the market commercially. You could say th at tha t is an actual abuse, bu t i t i sn’t an abuse in the sense that it has gone through all these illegal channels. It  is a drug very
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tigh tly  contained, legally distributed only to these few top-flight in
vestigators who, in the course of the ir work with it discover it s poten
tial for harm, its po tential for good, also discover tha t it  is addictive, 
habit  forming, or what have you. Then I think it should go on the 
list.

Mr. Satterfield. One other thing, and it is really not apropos  of 
this bill, but  I am told that  paregoric, for example, is still obtainable 
without prescription. It would seem to me tha t this would fall 
within the purview of this act.

Commissioner Larrick. This bill has an exemption in it which 
provides t ha t anything tha t is covered under the Narcotics Act shall 
not be duplicated  in th is act.

Mr. Satterfield. Paregoric isn’t covered under the Narcotics Act, 
is it ?

Commissioner Larrick. I t is covered under the Narcot ic Act, but it 
is exempt. Some States  have agreed with the statement you just 
made and those States  have provided tha t it can’t be sold without 
prescription.

Mr. Satterfield. Those are all the questions I have.
The Chairman. Mr. Mackay ?
Mr. Mackay. No questions.
The Chairman. Mr. Gilligan?
Mr. Gilligan. No questions.
The Chairman. Commissioner, some question has been raised by 

the pharmacis ts as to whether or not they should be given the same 
exemption as the doctors.

I wonder what would be your reaction to placing an exemption so 
far as the pharmacist is concerned up to a certain level tha t tha t 
part icular pharmacy might  handle on this type of drug?

Commissioner Larrick. Do you mean you would exempt the 
pharmacist i f he only bought 1,000 ?

The Chairman. Or  whatever number it might be.
Commissioner L arrick. How would we ever know whether  he was 

exercising th e exemption legally if we weren’t permitted to check to 
see how many he had bought?

The Chairman. I assume if you get what you are asking here, wi th 
what you refer red to as 500 inspectors and $10 million a year, you 
should obtain that  information.

Commissioner Larrick. 500 employees. There are 1,000 places 
he can buy them. He can buy 1,000 here, 1,000 here, and 1,000 here. 
If  you can’t go in and check his records, you would have a loophole 
in your bill tha t you could drive an elephant through.

The Chairman. Suppose any man you caught  in violation of tha t 
exemption then would be subject to the penalties of the act?

Commissioner Larrick. Mr. Chairman, in the final analysis, we 
will do our best with anyth ing tha t the committee decides is neces
sary, as a prac tical matter.

The Chairman. If  a man is dispensing 5,000 or 100,000, then we 
know it is getting out of legitimate channels. You are not afte r, 
and  this doesn’t propose to get afte r, those who are engaged in the 
legitimate channels.

Commissioner Larrick. You are quite right .
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The Chairman. What we want to do is to preserve the best we 
can those who are engaged in legitimate activities and get at those who are abusing this privilege they have, leading to these drugs going into illegitimate channels. If  you find coming from various 
sources—-and you will get reports from one source or the other-----

Commissioner L arrick. The bill doesn’t require them to repor t to us, sir.
The Chairman. I know it doesn’t require reports, but you said you 

are going to get reports if somebody is handling these pills or goof 
balls, whatever they might be, indiscriminately.  Tha t is the  purpose of having your so-called police force th at you are going to have.

Commissioner Larrick. I still think it is very necessary to the successful administration  of this statu te to have the authority to go in 
and look a t the records. If  we find the pharmacist is only buying 1,000, and has only gone to one source, we won’t be worried.

The Chairman. I know. That is what you have been trying to get all the time. But why do you want to go in and look at all the 
records of the pharmacists,  and all the prescriptions? You have been trying to do that, I know, for 15 years. I want to know why you want to do that, to meet this problem ?

Commissioner Larrick. Because we think it would be a very impor tan t step forward in the protection of the public health.
The Chairman. In other words, tha t is the reason you have had 

this idea in mind all the years, t ha t you want to get into the corner 
drugstore and go over the records, all the time, any time you want  to.

Commissioner Larrick. Ninety percent of the re tail pharmacists  of the country tha t we vis it today let us look a t them voluntarily, with
out any objection. The ones tha t don’t are generally the ones that have something to hide. They let the detai l men go in, they let them 
look a t thei r prescription files if the detail man wants to know how his product is selling in comparison with his competitors.

The alcohol tax people have the power to go in and look. The narcotics people have the power to go in and look. The State 
pharmacy inspector has the power to go in and look.

I can’t, in all honesty, see why there should be a handicap  placed 
in the way of enforcing a statute whose drive is exclusively in the public health  interest, where permission to see them would advance 
that.

The Chairman. I can’t either, with the exception of one thing.
Commissioner Larrick. The pract icality?
The Chairman. No; it isn’t. It is abuses by your people who go 

into these drugstores tha t leads into problems and difficulties. I 
think  if you go from tha t side of it, we might see if we can’t get this thing to a head one way or another. Actually, in my district, I 
have had only one case called to my attention , in which such a situa
tion has happened, where there had been objection to an inspection.

But  I do know what the pharmacy organization contended and 
what they say. If  they are accusing your agency and those who represent your agency of something that  is not true, then we ought 
to know it. We ought to bring it  to a head. If  your people engage in the kind of approach to them as they,  themselves, complain, then 
you ought to  go and find out why they do it.
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Commissioner Larrick. I agree with tha t 100 percent. If  you will 
recall, the person who wrote to you and complained was a pharmacy 
student at the Unive rsity of Arkansas , and the professor late r wrote 
to you and said that th e complaint was completely unjustified.

The Chairman. No; tha t is not the case I am speaking of. The case 
tha t I am speaking of was a regular pharmacist in a little town in 
southeast Arkansas. It  has been a long time since he was a student 
in the University  of Arkansas.

Commissioner Larrick. Nlr. Chairman, our inspectors are human 
r beings.

The Chairman. That is the  whole problem. We are dealing with 
human beings on both sides.

i Commissioner Larrick. Tha t is right . And I am sure there are
some occasionally where a badge goes to their head. But I  will promise 
you tha t we will do everything in God’s world to try  to administer 
this law with fairness and not take advantage of the tremendous powers 
tha t this committee is giving us, except in the prope r way to try to 
enforce the law.

The Chairman. I think  you are jus t as sincere in t hat  as you know 
how, and all the rest of us are also, under the circumstances. Tha t is 
the reason I agree wi th you. I can’t understand why the  pharmacist 
would not object to a narcotic  act coming in, to a State agent coming in, 
to others who do come in and look over the records, and then object 
to one from your establishment coming in fo r a given purpose.

I can’t understand it. But it is the feeling through the whole 
organization of pharmacists throughout the United States. They 
have been talking to  us about it now for  the last 15 or 20 years. You 
have been trying  to get this author ity fo r tha t long, or your agency has. 
I think we ought to see if we can’t bring  it to a head and find out 
what is wrong—what  is the s ituation that we are faced with to make 
a decision here.

Commissioner Larrick. I agree with that , it puts you in a very 
difficult position.

The Chairman. You take 52,000 pharmacists or druggists in the 
country, and you have a grea t agency, a big agency, a very important 

# and necessary agency of the country. I have been wondering if there is
not some way tha t we can settle this issue that has been plaguing us 
now for all these years.

It  is as this individua l told me. He said, “They came in here and 
» asked for my records. They don’t say what they want them for.

They don’t give me any information about what they are af ter. They 
are in here trying to abuse me.”

I have never talked to you about it because I did not want to get 
into it.

Commissioner Larrick. I wish you would. Let me explain one 
thing. I f  the sheriff of  the county comes to us and says, “I  have so 
many people that I lock up every Satu rday  night, and I have found  
these goof balls in their  pockets. I have talked to these people and 
they te ll me they are buying them at this place.” The inspector  gets 
the assignment to go into tha t place. When the man says, “W hy do 
you want to look a t tha t record?” he is not going to te ll him, “Your 
friend Joe Jones, the sheriff, has, in an indirect  way, gotten inform a-
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tion from some people who are hopheads tha t looks like it puts you in a bad ligh t.” The inspector doesn’t tell him why he is in there.
The Chairman. The inspector ought to tell him why he is in there. Commissioner Larrick. I don’t think he ought to.
The Chairman. Tha t is where we disagree. I was district  attorney for a good many years, and I never tried  to mislead anyone.
Commissioner Larrick. He does not tell him. I don’t think  he ought to give away the source of his information.
The Chairman. I did not say he should give away the source of his information. He should tell him the reason he is in there. The nar cotic man tells him why.
Commissioner Larrick. I don’t object to telling  him, “We are here to see whether or not you are selling drugs without prescription.” If  that  is satisfactory, maybe that  will be the solution to the whole thing.The Chairman. What you do, according to what they tell me, is you give the impression, when your agent goes in, that  the druggist is being accused of something without him knowing what it is, and, consequently, what the inspectors a re doing in there is just hunt ing and pecking. The human element is involved and reports have gone in, and an individual has some kind of a ttitud e of mind agains t a part icular person, and he is going to use the authority he has to go in and abuse and penalize him. Tha t is what the drugg ist thinks.
I t  seems to me tha t there ought to be some way, eithe r through the proposed legislation, or through the enforcement, or the kind  of people you have, or maybe a changed attitude  in the druggist himself a little  bit.
We get this kind of situa tion where maybe some people are violating the law a little bit and gett ing by with i t and they do n't want anybody to know’ about it. That was pre tty apparent here yesterday with Dr. Griffith.
On the other  hand, the re is this  idea that  a man gets tha t “tha t agent over there has it in for me and he is going to see what he can do to put me out of business.”
Commissioner Larrick. If  tha t comes to our attention, we will surely look into it. If  the inspector is misbehaving himself, we will discipline and discipline him severely. These men are all college men. They are all people who have had  at least a ye ar’s indoctrinat ion and training. One of the things that  wTe t ry to impress on them is that they represent the Food and Dru g Administration to the public and business community. They are the ones tha t make our image for us, and we want them to proceed decently and fair ly with anybody.I am very happy at any time to sit  down with anybody you designate or any representa tive of  the pharmacists to try  to resolve our 15-year- old difficulties in this field.
The Chairman. The man who goes into a drugstore and wants to look at all of them, is there any reason he should be permitted to look at every prescription he had in there?
Commissioner Larrick. Not under  this bill.
The Chairman. Under what  you want ?
Commissioner Larrick. Under what I want, we want to look at all of them. But in this  bill we have limited it, because this bill deals only with barbiturates,  the  amphetamines and other drugs tha t could be put under it.



DRUG ABUSE CONTROL AMENDMENTS OF 19 6 5 367

The Chairman. In o ther words, if he were to keep a separate record, 
as he does with narcotics, that is all the record you would want  to 
see?

Commissioner Larrick. He would have to keep the invoices of how 
much of these d rugs he buys, he would have to keep a separate  record 
of the prescrip tions tha t he fills, and he would n ot have to show us 
the other prescriptions, under this bill.

I s till would probably be pursuing  that at a late r date.
The Chairman. I think you are going to pursue it until you get  i t  

It  may be soon or it may be a long, long time. But I think  45,000 or 
50,000 druggists in the country are going to keep on objecting to it, 
and I guess the Congress is go ing to be called upon to  settle the dif 
ferences between you sooner or late r if we can.

Commissioner Larrick. These people are very good personal friends 
of mine, Air. Harris,  that you are talking about.

The Chairman. They may be, bu t I think there is th e old saying 
tha t it is your friends you have to watch.

A matter tha t has probably plagued many of us here is the failure 
of you r agency to puisue  thi s mat ter of d istribut ion. We talk about 
the pusher and these people who abuse the use of these drugs on the 
distribut ion end of  it. I oelieve most everyone has th eir minds made 
up here that the real culprit in th is thing has been the negligence, or 
whatever it might be, the attitude, of the manu facturer on wholesale 
operations, just selling to everybody and anybody they want to.

We had testimony here to the effect tha t if this mail proposition 
could be limited, it  might help a lot. I think  there is a lot to that .

I say again, as I  did at the outset, I have a feeling tha t even your 
agency, whether it is criticism or not , probably could have been more 
effective if you had pursued this  kind of  situation from the manufac
turer , where enormous amounts of  this  have been going into  the illicit 
channels.

I know i t takes the first step to be effective. But I also know, Air. 
Commissioner, we can write the finest bi ll tha t can be put  together 
with the Engl ish language, and if it is not adequately, and with 
adequate spirit , as it should be, administered, then this  condition is 
not going to be reached.

Commissioner L arrick. We are going to have to have facilities to 
administer this bill if  you want it  to be successful.

The Chairman. But a 10-year-old boy could have gone and dis
covered that thousands and hundreds of thousands of these ampheta
mines and barb itura tes were going out somewhere and were going 
into illegal channels. Tha t has been so obvious, from what we have 
had here.

I just feel th at through the activity of your agency, the State  peo
ple and the local people, a lot better job could have been done in this 
field. It  has got ten out of hand.  I do not think there  is any question 
about tha t.

Commissioner Larrick. Air. Chairman, I have been try ing  for 15 
years. I have before me a picture  of the  testimony tha t I  gave before 
a Senate committee in 1955, t elling  tha t this thing  was going to get 
out of hand. I have been tryi ng for 15 years to get adequate legisla
tion to deal with th is problem.
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I will g rant you, if I could take the entire Food and Drug force 
tha t has to regulate 100,000 manufacturers  of foods, drugs, and cos
metics in this country, all the problems tha t grew out of the thalid- 
imide episode, and all the other problems, if we had taken them off 
those tilings, of course we could have done a better job in this 
field.

But to handle this  even reasonably well we need a strong law, which 
is the type of bill you have introduced, and we need the money and 
facilities to do it. We cannot neglect the  safety of our food supply. 
We cannot neglect the safety and efficacy of the  basic drugs that the 
American public needs to keep well.

I will concede we could have done a better job, but we would have 
done a poorer job in these other areas. We will always have to balance 
the act ivities of the FDA.

The Chairman. Yes, I know you have a tremendous responsibil
ity, and you keep on asking for more, and you have been getting  more. 
Your agency, as others, has grown—it has grown tremendously so, of 
necessity. You have asked for more author ity, from time to time, 
and you have been getting more, from time to time.

You do have a tremendous responsibility on your shoulders and 
your own agency’s shoulders. But when there is, Commissioner, a 
tremendous outflow of production of a product which has been put 
under the statu te on prescription and half of that product when it 
goes out in illegal channels, then I think it is jus t as important tha t 
you give tha t problem as much attention as you give to any other 
problem in the Food and Drug Administ ration.

T want to say to you tha t I feel here tha t when you have 9 billion 
of these things going out, and 4.5 billion of them delivered anywhere, 
somebody has failed to do their job.

It  may be true tha t the Congress has not given you everything you 
want—1 grant you tha t—but it does seem to me tha t there is a 
problem here of asking for more and more and getting more and more 
than  has perhaps been absolutely necessary to do the job in the public 
interest.

I am, for one, willing to go as far  as necessary. But I just  do not 
see why you are going to have to set up an F BI force all around this 
country.

Commissioner Larrick. Mr. Harris , as far  as I am concerned, I 
would be quite willing to have this whole job undertaken by any 
other agency of Government tha t the powers that be decide should 
undertake it. My initial testimony was t hat  it should not be given 
to the Food and D rug Administrat ion, way back. The powers tha t be 
in the Government, afte r considering it fully, decided that it should 
be given to the Food and Drug Administ ration. So we are support
ing giving it to the Food and Drug  Adminis tration,  and we will do 
the best job we can, within the limits of our abilities and our resources.

The Chairman. I think  every member of this committee has the 
feeling that  they want to give you every resource tha t is necessary in 
order to break up this plague tha t has come on our society. I sense 
the feeling tha t probably most of the members of the committee are 
probably ready to  go beyond wha t would be necessary, I think, at th is 
time, and probably we are going to run into th at difficulty.
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What I  want to do is to see if we can get toge ther the  kind of a pro
gram tha t will do the job and not go overboard, as somebody men
tioned about the Volstead Act the other day, in provid ing you with 
authority and setting up procedures tha t would defeat the very pur 
poses we seek out here.

I think probably tha t is going to be our biggest problem now, in 
giving you the practical kind of legislation tha t you should have.

Commissioner Larrick. Mr. H arri s, over the  years, this committee 
has done a magnificent job of implementing the Food and Drug A d
minist ration with the basic authority tha t we have needed. We have 
come back again and we, as I  said before, will take whatever you give 
us and make the best use of it tha t our capabilities will permit.

The Chairman. Thank you very much for your attention to this 
problem, your testimony, and the good record that  has been made, 
which I think is a very splendid record, on the subject.

When we get together and sta rt writing this legislation, if  Mr. 
Goodrich could make himself available  to us, I think it would be very 
helpful.

Commissioner Larrick. I am sure he will.
Thank you again, sir.
The Chairman. I appreciate the willingness you and your associ

ates have shown in providing us with the necessary information to 
make this record.

The record will remain open for a period of 5 days for the supple
menting of any statements, at which time we will have the hearings  
printed and proceed to executive consideration of this  matter.

Thank you very much.
Commissioner Larrick. Thank you, sir.
The Chairman. The committee will adjourn.
(The following material was submitted for the record :)

Department of H ealth, Education, and W elfare,
February  16,1965.

Hon. Oren Harris ,
Chairman, Committee on I ntersta te and Foreign Commerce,
House of Representatives, Wash ington, D.C.

Dear Mr. Chair m an: In  our  report  and  testimony on H.R. 2 (th e proposed  
Drug Abuse Cont rol Amendments  of 1965), we recommended cer tain  amendments 
to the bill, including a provis ion which would extend the seizure and condemna
tion  a uth ori ty provided for  in section 6 of the bill to any vehicle or other convey
ance in which con trab and , stim ulant, or depress ant drugs are tra nsp ort ed , 
carried , or held.

In the  course of his test imony before  your committee, Mr. George P. Lar rick, 
the  Commissioner o f Food and Drugs,  s tated th at  the Departm ent of Jus tice had  
not  yet completed its  study of this recommendat ion with  respect to for fei tur e 
of conveyances. Their exp erts in thi s field have since advised us th at  in their 
view a provision for  such forfe itu re would not be well suited to promote 
effectively the objectives of this bill. In deference to that  view we there fore sug
gest that  fo rfe itu re of conveyances not be added to the enforcement provis ions of 
the  bill.

Sincere ly,
Wilbur J.  Cohen , 

Ass ista nt Secretary.
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House of Representatives, 
Washington, H.C., February 16,1965.Hon. Oren Harris,

Chairman, House Inters tate and Foreign Commerce Committee,Few House Office Building.
Dear Mr. Chairman : Though a member of the  committee, I am ask ing th at  th is let ter  be included  as pa rt of the prin ted hear ings  on H.R. 2. The problems encou ntered  in Flor ida by barbi tur ate  and amphetamine  drugs is an incre asing  one a nd alth oug h our Sta te law-enforcement agencies have done an excellent  job in policing thi s problem in Flor ida, some strengthen ing of the  laws concerning these  drugs seems in order.
The public hea lth aut hor ities in Brow ard and Palm Beach Counties, Fla.,  have been extrem ely helpfu l in my dete rmi nati on of the problem, as have the  J ack son ville and Miami offices of the  Bure au of Narcotics, Flo rida  Sta te Board  of Health. I am also enclosing a let ter  from Mr. Fr an k S. Castor , direct or of the Bureau of Narcot ics in Flor ida, in which  he outlines the narc otics  problem in Flo rida  very succinctly.
Your including this  lett er from Mr. Cas tor in the  prin ted version  of the public heari ngs would be appr ecia ted also.
Kind re gar ds a nd all good wishes.

Sincerel y yours,

P aul G. Rogers, 
Member  of Congress.

F lorida State B oard of Health ,
Jacksonvil le, February  10, 1965.Hon. P aul G. R ogers,

Congressman, House o f Represen tatives,Wash ington , D.C.
Dear Congressman Rogers : Confirming our  discussion by telephone thi s date, the  following  is a rf-sum£ of our  exper ience dealing  with  problems concernin g amph etam ine and ba rbitu rat e drugs.
The Flo rida  barbi tur ate  law, cha pte r 404. Flor ida sta tutes,  was passed  during the  1957 leg isla ture  due to an inve stiga tion  conducted by th e Dade County Grand Ju ry  under the  direct ion of Ass ista nt Sta te Attorney Edw ard Swan. This law was draw n up by Mr. Swan with  the ass ista nce  of Mr. R. R. Bellinge r, inspec tor in charge of the  bur eau ’s Miami office. The passage of this  law was steer ed through the  legisla ture  by Senator  W. C. Herrell , of D ade County.
The Bureau  feels th at  the maj or violato rs who deal with  amp hetamine and ba rbitu rat e drug s are  co ncen trated around  truck stops, barroo ms and amuseme nt places. We have h ad some difficulty in our univ ersit ies. Since th e p assag e of  th is law, the re has  been a stead y incre ase in the  numbe r of arr es ts and I might  add th at  the major ity  of these  have resulte d in convictions. Since 1957, the barb itu ra te  and  am petam ine a rre sts  ar e a s foll ow s: *

1957 ________________________
1958 ________________________
1959 ________________________
1960 ________________________

11 1961
28 1962
31 1963
46 1964

98 
1 75 
108 
125 »

1 T her e hn ve  been  som e ill egal ac ti v it ie s on th e  p a r t of  th e ph ar m ac is ts  w ith in  th e  S ta te . 38 of  th e 98 ca se s made in 1961  were co nn ec ted w ith  dr ugst ore s an d 19 phar m ac is ts  were or de re d to  ap pea r be fo re  th e bo ar d of  phar m ac y to  show  ca us e wh y th ei r li ce ns es  shou ld  no t be su sp en de d or revoked fo r ill eg al  sa le  of  am ph et am in es  a n d /o r  b a rb it u ra te s.  We fee l th a t  t h is  a ct io n  re su lt ed  in th e de cr ea se  in th e  ca se s mad e in  1962.
In  our  opinion, the  illegal drug s in the han ds of the traffic kers are  obtained from three ma jor sou rces:
1. From the  man uf ac turer s: Thi s is accomplished by posing as a profes sional  person or whole saler. (Note.—It  has  been hoped th at  Fed eral  law would be stre ngth ened  in th at  the ma nu fac tur er would be requ ired  to know th at  he is shipping to an  au thori zed source.)
2. Dr ug sto res : Many of our def end ants have advised  th at  the ir source  of supply was from drug s purchas ed on pre scrip tions.
3. Phy sicia ns: A few defe ndants hav e adm itted purchasing  larg e qua ntit ies of these  dru gs dire ctly from p hysicians.
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We a re enclosing seve ral copies of c hap ter  404,  Flo rida ba rb itu rate law, a copy 
of our ann ual  rep ort for  1964, and a copy of motor  ca rr ie r accident  inve stiga tion  
Repor t No. 37 fo r your infor mati on.

If  fu rth er  inf orm atio n is needed, pleas e ad vise.
Resp ectfu lly yours,

F ra nk  S.  Castor , D ir ec to r.  

[P re par ed  fo r an nual re p o rt  fo r 1964]

B ure au of Narco tics

The responsib ilitie s of this  b ureau are qui te expl icitly  defined by sta tut e. They  
include the enforcem ent of Flo rida law’s conce rning  the prac tice  of the  heal ing 
art s, the sale, adm inis trat ion , and use of narcoti cs and legally res tric ted  drugs,  
the reg istr atio n of pra cti tio ners pres crib ing or adm inis tering such drugs, the 
inspection  of drugsto res and oth er agencie s selling or dispensing them, and the 

1 enforc ement  of laws  concerning the ma nufac tur e and sale  of drug s and cos
metics with in the Sta te. Less specifically defined, but  inhe rent  in the  spirit  of 
the law, is the manda te to purs ue diligently  any opp ortu nity  to app ear  before 
groups of citize ns to inform and educ ate them concern ing these  problems, for  
the  misuse of powe rful drugs is becoming yea r by yea r more prev alen t and  at  
the  same time  more dangero us as medical science brings for th even more exotic  
and dange rous pro duc ts which  affec t the  bra in and  the  pers onal ity of the 
indiv idual.

Bur eau  personnel made 103 app eara nces before civic, collegiate, and law- 
enforcement groups la st  year , set ting before  the  severa l thou sand  individu als 
pres ent the gospel of a bstin ence  fr om the  less powe rful “pa rty ” d rugs, the  impo r
tance of str ict  adhe renc e to the  law, and  the  reportin g to the aut hor itie s of sus
pected violat ions. The  spea kers  empha sized the  impo rtance of thi s la tte r point , 
noting  th at  drug law violation s are  seldom overt, and th at  a tra ine d investi gato r 
should be cont acted in  case of suspicion  in this field.

With an addit ion al inspector employed dur ing the  year,  the bur eau  utiliz ed 
the services  of 13 men in conducting its oper ation s from the cen tra l office in 
Jacksonville and  the  bran ches in Tampa, Talla hassee, Orlando, and  Miami. 
These men, all reg iste red  pha rma cist s, have police powers and make arres ts.  
They also coope rate wit h oth er city, Sta te, and nat ion al enforcement agencies  
in th e field of law covered by the alleged infracti ons .

A sub sta ntial perc entage of the  effort  of the bure au is expended in con sul ta
tion with  the  many perso ns w’ho have become embroiled in the technica litie s 
of the  law wit hou t criminal  inte nt. However , the  hard core of the  work is 
crim inal investi gati ons  and thi s consumes most of the time of the  person nel. 
The re were 390 ar re st s made  for  all vio lat ion s; these  included 211 for  na r
cotics, 125 for  ba rb itu ra tes and  amphetam ines,  27 for pharm acy, 6 for  medical 
pract ice, and  2 for  dru g and  cosmetic man ufactur e. This  la tte r small 
number  reflects the  disc retion of the inspectors  who frequent ly found  th at  the  

* alleged inf rac tion was rela ted  more to the techn ical na tur e of the sta tu tes
tha n to do harm to the  public. Many thou sand s of dol lars ’ wor th of dru gs 
and cosmetic s were foun d by bur eau  person nel to have outlived the ir stip ula ted  
shelf-life, to have  been subjected to possible damag e or con taminat ion by fire 

4 or flood, or to have been improperly  labeled, however inadve rten tly.  These
products were  wi thd raw n from sale, usua lly with  the full  coope ration of the 
owner.

Open inspect ions, th at  is unsch eduled vis its to drugstore s, hos pita l dispen
saries , ma nufac tur ers , whole salers , and  othe rs handling or dispensing  dru gs, 
tota led 1,876. Inv estigati ons , examinations made as the  resu lt of suspicion 
or complaint, amo unte d to 2,396. Of these, 127 resu lted  in corre ction s of vio la
tions withou t legal action. The 390 arr es ts previou sly mentioned were included 
in this  number of investig ation s. The remainin g inqu iries  faile d to ma ter ial ize  
into cases because of lack  of sufficient evidence, false rumor, cessa tion of illeg al 
activ ities , or oth er legitim ate  reason. The re were 19 person s sen t to the 
hosp itals  of the  Sta te prisons at Rai ford  and Lowell for tre atm ent of nar cot ic 
addict ion. Such pers ons are wisely and huma nely tre ate d by the  law  as non
crimi nals,  as long as they are involved in noth ing more tha n addiction , and  
are  not charg ed wit h crimes.

Amphetamines and  barbi tur ate s—“pep pills ” and  “goofba lls”—continue to 
pose a serio us problem.  Th eir  acceptance among a sufficient min orit y of ou r

43 -8 76 — 65 ------ 25
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youth as adjuncts  to social activity is a continuing challenge to our educational efforts. The inspectors arres ted 125 persons in connection with the enforcement of this law, but a large amount of illegal activity is known to be continuing in the State  and the enforcement of this act is regarded as one of the major problems of the bureau.
Bureau personnel along with medical autho rities  are continuously intrigu ed 

by the tragic fact tha t most highly trained and sophisticated practitioners are the most likely of all types of people to become addicted to narcotics. Probably the availability of the drug is an important factor here, but the knowledge of the catastrophic effects of self-administ ration of narcotics is better  known to them than to other people. It is supposed tha t the strai n and tension of life in a medical career is the causative factor in most such cases.
The same difficult problems involving the influx of displaced persons from Cuba is reportable for 1964 as for previous years. However, the bureau still 

feels tha t these people do not commit a disproport ionate number of violations. Those cases which are made are distributed among the various statu tes enforced by the bureau.
So far  as narcotics are concerned both the enforcement and the educational activi ties of the bureau deal with diseases which are subtle and elusive— human greed and sensual appetite. To these must be added the factor of the unfor tunate victim caught in the toils of addiction through the natu re of the drugs which were used and intended for his blessings. The personnel of the bureau are at all times aware of the soundness of purpose, the quality  of judgment, and the dedication to principle that  must be applied to their work. Punishment swift and sure must be administered to those who have been made sick of mind and body by addiction and, above all. the public must be 

made aware  of the problems and the dangers of narcotics, and the Stat e’s youth in part icul ar must be steered in a path  clear of this most terrib le offollies.
Summary of activities, Florida , 196}

Investigations_______________________________________________  2, 396Open inspections____________________________________________ 1, 876Arrests____________________________________________________  390Violations corrected where no legal action was taken _____________  127
Aggregate sentences imposed by courts, 188 years, 7 months
Aggregate fines imposed by courts_____________________________ $16, 850
Defendants receiving probation, deferred, withheld, or suspended

sentences--------------------------------------------------------------------------  H8
Cases discharged or nolle prosequi by courts______________________ 39
Narcotic addicts confined to State or Federal institu tions for trea tment- 19Persons acquitted by the courts_____________________________  21
Cases placed on absentee docket_____________________________ 17Bonds estreated-------------------------------------------------------------------  $3,000Talks made_________________________________________________  103
Drugstores registered for 1964-6 5____________________________  1,68 8

F ea n k  S. Cas to e,
Director.

K ay -F bie s  C h e m ic a l s , I nc.,
New York, N.Y., May }, 196}.Re H.R. 10409, psychotoxic drug control of 1964.

H o n . Oben I I ar bi s,
Chairman, Committee on Interst ate  and Foreign Commerce,
House of Representatives, Washington, D.C.

S i b : We are quite concerned at what  we believe is an unintended inaccuracy in par t of the definition for “psychotoxic drug” in II.R. 10409. We refer to section 3 (a ) of tha t bill and specifically to the amendment of section 201 of the Federal Food, Drug, and Cosmetic Act designated as (v ) ( l ) (A ) .
The p art of the definition which we question states:
“ (v ) The term ‘psychotoxic drug’ means (1 ) any drug which contains any quantity of (A)  barbitu ric acid or any of the salts  of barbitur ic acid;”
Barbi turic acid is a chemical name which describes a specific chemical structure. Salts of barbitu ric acid are  such compounds as sodium barbitu rate  or ammonium barb itura te and also define a specific chemical structure. They
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ar e not “ba rbitu rat es” as the term  is commonly or pop ular ly used to describe 
a class of hypnotic drug s. These  hypnotic drug s, known as bar bit ura tes , have 
the  same general str uc tur e but have add itio nal  chemical group s att ached and  
technically  are  called sub stit ute d bar bituri c acids.

The seventh editio n of I96 0 of the  Merck Ind ex lis ts und er use for  ba r
bituric  acid : “Manu fact urin g plastics, pha rma ceu tica ls.”

(I t  is used in the manuf act ure  of pha rma ceutica ls other tha n ba rbitu rat es , 
notwithsta nding the sim ilarity  in nam e.)

In addit ion, the  same Merck Inde x has a note  und er the  description of ba r
bitu ric acid as fol low s:

“Un substitu ted barbi tur ic acid has  no hypnotic p rope rties.”
Ammonium ba rb itu rate is not liste d in the  Merck Index, which is not  sur 

pris ing since it has  only been used as  an experim enta l chemical in ind ust ries 
oth er tha n the  pharma ceutica l. Nei ther  is sodium ba rbitu rat e app arently  listed . 
This  is also not surpri sin g since, to the best of our  knowledge, its main use is in 
connection with the ai rc ra ft  industr y. To the best of our  knowledge, ammonium 
and sodium ba rbitu rate as dire ct sal ts of bar bituri c acid should show no h ypnot ic 
effect and nei the r of these, nor bar bituri c acid, are used as pha rmaceut icals .

Our inte res t arises  from the  fac t th at  Kay -Fries ma nuf acture s barbi tur ic acid 
and  sodium ba rbitu rat e and, upon occasion, have also man ufactur ed ammon ium 
barbi tur ate . We ma nuf acture  these  compounds only for use as inte rme dia tes 
or building blocks in the  sy nthe sis of ot her  chem ical products.

It  would a ppe ar th at  if H.R. 10409 were enacted in i ts pres ent form, we li terally 
would be unab le to manuf act ure  and  sell thes e compounds  for the ir present in
du str ial  uses. In addi tion, our  customers, ind ust ria l user s—inclu ding those in 
defense ind ust ries —could not  use these  ma ter ials since they are  obviously not 
pha rma ceu tica l manuf act ure rs. We do not believe th at  thi s is the intentio n of 
the  bill.

We believe th at  the  purp oses  of the  bill will be adeq uate ly and complete ly 
sa tb  fi?d by the  cha nging of (1 ) ( A) , lines 16 and  17, page 3, to  read :

“ (1 ) any drug which con tain s any qu antity  of (A ) a sub stit ute d barbi tur ic 
acid or an y of the  sa lts of a sub stit ute d barbi tur ic acid

We would gre atly  app rec iate  your  c onsidera tion of these  comments. Of course 
we would be glad to have  a representativ e come down for an informal discus
sion with  your  comm ittee sta ff if you should feel th at  thi s is necessary. We also  
would  request, th at  if fu rth er  action is needed on our  part, th at  we be given 
an opp ortunity  to test ify  if  hearin gs should be calle d on H.R. 10409.

Tha nk you very  much f or your con sider ation .
Very tru ly yours,

H. Kent Vanderhoef,
Vice President.

Department of H ealth, E ducation, and W elfare,
Food and Drug Administration, 

Washington, D.C., January 27, 1965.
Hon. Oren Harris,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. Chairman : This is in reply to your le tte r of Ja nu ary 8, 1965, re
questing  comment  on a le tte r from Mr. Vand erhoe f of Kay-Fries Chemicals, 
Inc., concern ing the  definit ion of “psychotoxic dru gs” in H.R. 10409, introdu ced  
in the  88th  Congress. H.R. 2, presently before  the  Congress, contains  sim ilar 
langua ge. It  defines “dep ress ant and stimu lan t dru g” in part, as any dru g 
which contains  any quantity of “ (a ) barbi tur ic acid or any of the sal ts of ba r
bituric acid.”

Mr. Vanderho ef’s le tte r acc urately  quotes  the  seven th edition of 1960 of the 
Merck Inde x with respect to uns ubs titu ted  barbi tur ic acid having no hypn otic 
proper ties . The  problem here is th at  un sub stit ute d barbi tur ic a cid can be chan ged 
from a substance which does not have hypno tic pro per ties  to one which does by 
rela tive ly simpl e chemical manipu latio n using  ma nuf acturing equip ment  th at  
is read ily avai lable . Thus, amend ing the definition, as suggested, would cre ate  
a serio us loophole in the  con sumer  pr otecti on afforded  by the proposed legis lation.

The re is no provis ion in H.R. 2 which should lead Mr. Vand erhoef to conclude 
th at  passage of the  bill would make his firm “unab le to ma nuf act ure  and  sell 
these  compounds (s al ts  of uns ubstit ute d barbi tur ic ac id)  for  thei r pre sen t in-
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du str ial  uses .” The recordkeeping proposed by the bill is (as ide  from the  inventory of stocks on hand which would be required ini tia lly ) simply the  recordkeeping th at  most responsible firms presently  employ.If  we can  give your  furth er information, please fee l free  to c ontac t us. Sincerely yours,
J ohn L. H arvey, 

Deputy Commissioner.

Department of Health, Education, and Welfare,
Food and Drug Administration, Washington, D. C., February 17,1965.Hon. Oren Harris,

Chairman, Committee on Intersta te and Foreign Commerce,House of Representatives, Washington, D.C.
Dear Mr. Chairman: This  replies to your  let ter  of Febru ary  8, 1965, request ing our  comments on a let ter  you received from Mr. Vanderhoef of Kay- Fri es Chemicals, Inc., with regard  to the effect of H.R. 2 on Kay-F ries  Chemicals.Mr. Vanderhoef will be pleased to  know th at  there  is no bas is for the  confus ion which he fea rs exis ts with respect to the effect of H.R. 2 on his sales of barbitur ic acid. In  the  first place, the re is noth ing in H.R. 2 which would affect chemical firms th at  are  shipping or receiving uns ubs titu ted  bar bit uri c acid for ind ust ria l nondrug purposes. In the second place, as indicated in our  le tte r of January 27, 1965, if the firm is shipping uns ubs titu ted  bar bit uri c acid for  drug purposes, the recordkeeping proposed by the  bill is (aside from the  inventory of stocks on hand which would be required init ially) simply the recordkeeping that  most responsible firms presently  employ.As indicated ear lier , we believe it would create  a serious loophole in the  protection intended by the  proposed legislation  to amend the bill as Mr. Vanderhoe f suggests.

Sincerely yours,
J ohn L. Harvey, 

Deputy Commissioner.

American Pharmaceutical Association,Washington, D.C., February 12,1965.Hon. Oren Harris,
Chairman, Committee on Interstate  and Foreign Commerce,House of Representatives, Washington, D.C.

My Dear Mr. H arris : Since the Food an d D rug Adm inist ration representativ es commented dire ctly  on some of the points raised in APA’s testim ony on H.R. 2, we would app reci ate having  the following  comments ente red in the committee’s record. We hope that  this  le tte r will aid  the  committee in its  delib erations by cla rify ing the  profession of pharmacy’s stand .As to the  question of inspection of records and  premises, we can only sta te  that  the  profession of pharmacy  does not objec t to inspection.  We have, however, cont inually opposed granting such autho rity  to FDA. I t is true tha t pharmacies  are subjected to inspection by a number of local, State,  and Federal agencies. In the  narcotic and alcohol areas, Federal  tax officials do not have power to inspect the  tax  records  of pha rma cist s and pharmacies. Excise taxes are ano ther notable area . These and other inspect ion powers relate  to revenue collection and  pharmacist s and pharmacies are subjected to the  same taxation burd ens a s ar e a ll o ther  ind ividuals an d b usiness establishmen ts.The Federal  Government regu lates the quality , puri ty, and  branding of drugs  through  its  power over inter sta te commerce—not  taxatio n. We have no objection to FDA inspecting, sampling,  or othe rwise assurin g itse lf th at  drugs in in ter sta te commerce comply with  the provisions of the  law. Once that  drug comes to res t for  use in the practice of a profession, the regulatory  effort is transf err ed  to the profess ional practic e act s of the Sta tes governing the ir use and  dist ribu tion . If  the Sta te food and dru g laws and pharmacy practice acts  are  to continue to have any purpose or meaning, then thi s distinction  is the only possible justif ication for  th eir  existence.The profess ion of pharmacy, like all oth er profess ions, is regu lated under the  police powers of th e several States. If  the Fed era l Government is going to ob tain the  power to police the profess ion of pharmacy under the guise of regulat ing inter sta te commerce, then  it is but  a short step  to estab lishing guide lines for
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pha rma cist s and pharma cies  and req uir ing  Fed eral  reg istr ation as is now done 
with  manufacturers. Thi s would he a dire ct and  tot al usu rpa tion  of the  role of 
the  S tate s in regula ting  th e professions.

So long as we ma intain  th at  in our  form of government  the re is a dist inc tion  
between the  Fed eral  Govern ment and those  o f the  several Sta tes and the  powers  
and functions  th at  each possesses, t he  profess ion of phar mac y will oppose r egu la
tion  by FDA. Ph arm aci sts  have  noth ing to hide but  protest  such an exte nsio n 
of the  Fed eral  Government’s p owers in the  int ere st of prese rving  a tra di tio na l 
principle of Fed era l-S tate rela tionship s. Our object ion is not only th at  such 
inspect ion “would in some way invade  the  prof essio nal realm  occupied by the  
pharm acist” as FDA phr ased their  stat ement , hut  th at  it would also invade the  

i realm  of responsibility reser ved to the  Sta tes  und er the  Con stitu tion  of th is
Republic.

FDA fu rth er  pointed out  th at  “we do not know how we could determ ine wh at 
was disi>ensed in the  course of profe ssiona l pra ctic e and what was not” if the 

t  amen dments APA suggested were included. This  is ju st  not so. FDA has  made
such determ inat ions and  does so today . The convictio n of every pract itio ner 
licensed by law to adm inis ter drug s for illega l sales of amphetam ines and ba r
bit ura tes  is based on th is  very dete rminati on. The pha rma cist  convic tions cited 
by FDA are also for  dispensing  pres crip tion  dru gs beyond the  scope of the 
pha rmacists ’ professio nal pract ices. Wh atever  degree  of compliance with  the 
Durh am-Hum phre y amendment FDA has  at tai ne d has  been based  on thi s
princip le.

FDA commente d th at  “tigh tening  up the  record keepin g and inspection pro
visions at  the  ma nuf act uring and wholesale levels, withou t the  same improve
ment  a t th e drug gist  level w ould not solve th e problem.” This does not accu rate ly 
reflect the  c urr ent situ atio n. FDA claim s to have  good control over the  d ist rib u
tion of prescri ption -legend drug s in thi s coun try, and thi s is esse ntia lly correct. 
But, we would remin d the  committee th at  thi s cont rol does not presently include 
the  power to inspect  pharma cies  or pres crip tion  records . This  la tter  phas e is 
lef t to Sta te prof essio nal prac tice  acts  and licens ing boards . Since the record 
with  the 30,000 or more dange rous and potent pres crip tion  drug s ava ilab le in 
phar macies throug hou t the  land shows th at  effective  control over pharm aci sts  
can be achieved withou t a new gra nt of power, we s ubmit th at  FDA ha s faile d in 
proving th at  inspec tion of pharmacies  is esse ntia l to their enforcement efforts. 
The record does show th at  FDA is q uite  effective in apprehen ding  and convicting 
the  few pharm acists who atte mp t to div ert stim ula nt and depress ant drugs.

Finally, we recognize th at  the  proposed section 5 1 1 (a )( 4 ) was not inten ded 
to include pha rma cist s. This  amendment is nece ssary whe ther  pha rmacists  ar e 
requ ired  to keep records or not. Proposed section  5 1 1 (a )( 3 ) does provide for  
pharm acies,  hospitals,  and  clinics, but thes e are estab lishm ents.  There  is an  
obvious differenc e between the phar macy as an estab lishm ent and the pha rmacist 
as  a  practit ioner. It  is apparen t th at  FDA did not recognize this dis tinc tion  a nd 
th e  omission of pha rmacists as pra cti tioner s author ized  to possess stimu lan t and

t  depress ant drugs.
We believe th at  the  da ta  we subm itted  on the  45 pha rmacist convictions  du r

ing 1964 esta blis hes  that, pha rmacists  are not signif icant div erte rs of stimu lan t 
and  depress ant drugs . We mu st let the record set for th dur ing the  hea ring s by 
all par ties guide  the  comm ittee on t his  point, and we will not dwell on it furth er.

1 We app reci ate the  courtesy of th is opportu nity  to comment fu rth er  on thi s
leg isla tive proposal .

Very tru ly yours ,
William S. Apple, Ph ar.  D.,

Executive Director.

Sta te m ent op  R an del  S h a k e , D ire ctor , N ati onal C h il d  W el fa re  Co m m is sio n , 
t h e  A mer ic an  L eg ion

Mr. Chai rman  and  members of the committee, I am Randel Shake, nat ion al 
child wel fare  director for  the American  Legion and locate d at  its na tio nal  hea d
qu art ers  in Indi anapol is. My stat ement  is subm itted  in beha lf of the  American 
Legion’s Nation al Child Welfare Commission, of which Morr is Nooner, Jr. , 
Plymouth, Ill., is n atio nal  cha irman.

My sta tem ent  is subm itted in supp ort of H.R. 2 designed  to prov ide be tte r 
.controls fo r de pre ssa nt and  s tim ula nt dr ugs.
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The American Legion for many years has concerned itself with the misuse of drugs, especially so by young people. As early as 1950 the American Legion national organization began receiving reports  from many of the volunteer workers in its vast child welfare program of  an alarming increase in tlie use of narcotics by juveniles. These reports reached us primarily through our regional conferences held in five different areas of this  country.
Following a study of these reports our national convention took official recognition of the serious problem of the use of narctic drugs by juveniles. Early  in 1951 the American Legion sponsored a narcotics crisis conference in New York City aimed a t focusing attention on this problem. Nearly 400 individuals, representative of all professions having an interest in the illicit traffic in drugs, attended this meeting. 4The same year the national convention of the American Legion, upon recommendation by its child welfare commission, adopted a 15-point program aimed at providing more effective control of the illicit traffic in drugs. Subsequently many of these 15 points were enacted into Federal legislation by the Congress. ,It is with a feeling of pride tha t we reviewed statis tics of law-enforcement agencies and the U.S. Public Health Service accumulated afte r the enactment of this legislation pointing to a downward trend of the narcotics problem, par ticularly  among juveniles.
Some 12 years after we first became vi tally interested in the complex problem of the illegal use of narcotic drugs by juveniles we again began receiving reports from our child welfare workers of the use of dangerous drugs by high school and college age youth. We found this situation to be true in all parts  of the country.Study showed tha t these drugs  were in common use, but taken without medical supervision could be habit forming and harmful even to cause permanent damage.The barb itura tes and amphetamines have proven to be most valuable to the science of medicine, but like so many other drugs they are  a paradox. Unsupervised and indiscriminate use of these drugs can produce serious social problems as well as medical problems.
Promiscuous use of barbi turates resul ts in drowsiness, confusion, inability to think and to coordinate. Many youth involved in auto accidents upon examination have been found to be under the influence of barbitura tes.
Amphetamines, on the other hand, tend to stimulate and elevate the mood of the user. Consumption of such drugs by individuals in a normal mood produces a stat e of excitement on the par t of the user, often resulting in explosivelike behavior resulting in fighting, criminal acts, and promiscuous sexual conduct. Based on our observations, it is obvious that many young people and their parents are totally  unaware of the serious consequences which can occur to them from indiscriminate use of these drugs.
Out of this background, the National Executive Committee of the American Legion in May 1963 adopted a resolution urging tha t parents  and the general public be educated concerning the dangers involved in the use of amphetamine and barb itura te drugs without proper medical supervision. This same resolution also requested strengthening of S tate and Federal laws to hal t illegal sales of such drugs. This action was reaffirmed at  the 1963 National Convention of the American Legion. At our most recent national convention held in Dallas, Tex.,September 22-24, 1964, the following resolution was adopted.
“Whereas the use of dangerous drugs such as amphetamine and amphetaminelike drugs, barbi turates and other habit-forming and central nervous system Jstimulants by high school and college students, and by other young people remains at  a high leve l; and
“Whereas more than half of these drugs are obtained illicitly and at  exorbitan t prices; and
“Whereas these drugs are dangerous to the physical and mental system s; and
“Whereas existing laws governing the sale of these drugs are inadequate and competent medical authority has proved tha t these drugs can be dangerous when used without medical supervision ; and
“Whereas the American Legion has requested the various States and the Congress of the United States to strengthen laws dealing with the distribution and sale of such drugs and littl e progress has been noted to date : Now, therefore, be it
“Resolved by the Amer ican Legion in  national  convention assembled in Dallas,Tex.. September 196 .̂ That  it reaffirm tha t parents and the public be
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ale rted concerning the dangers  of unsupervised use of these  dr ug s; and  be it 
furth er

"Resolved, Th at  appro pri ate  actio n be taken to secure passage of Fed era l and 
Sta te laws which will effectively control the dis trib ution and sale  of such 
drug s.”

Mr. Chai rman , we hope th at  your comm ittee would rep ort  favo rably and  the 
Congress adopt sui tabl e legis lation to more effectively  control the  dis trib ution 
and sale of these  dang erous drugs. The provis ions of II.R  2 should  have  the 
same favo rable effects produ ced by the enactm ent of more str ing ent  Fed era l 
laws  early in the  1950's  result ing  in more effective control of the sale of na r
cotic drugs.

> The  Amer ican Legion recognizes the  vari ous Sta tes  a lso have a signi fican t role
to play  in controlling the  dis trib utio n and  sale  of amph etam ine and  bar bituri c 
drugs. At the  present time a number of our State  orga niza tions are actively  
engaged  in support ing Sta te legislation  in those Sta tes  wher e pres ent contro ls

T are deemed inadequate.
Mr. C hairm an, some m embers  of the comm ittee may wond er why the  American 

Legion should concern its elf  w ith the matt er  of dang erou s drugs.  Since 1925 the 
American Legion has  had a major child  wel fare  program whose prima ry pur 
pose h as been to ass ure  c are  and  protectio n for  children  of vete rans  and improve 
conditions for  all child ren. Today the re are  over 70 million child ren in our 
Natio n, over ha lf of whom are  child ren born of veteran parentag e. Obviously, 
if we are  to ass ure  prot ectio n for  chil dren  of vete rans , the Americ an Legion 
mus t intere st itself  in impro ving condi tions fo r all  children. We believe the  
adopt ion of H.R. 2 will he lp provide such pr otecti on.

Mr. C hairman , may we express to you and the  members of your  comm ittee our 
appreci atio n fo r the  opp ortu nity  to pr esen t our views on this  subject.

Brooklyn, N.Y., Fe bru ary  1, 1965.
Hon. Oren H arris,
Chairman, Ho use Commerce Committee,
House  Office Building, W ashin gton, D.C.:

On b ehalf  of 1,100 Brooklyn pharmacy owners, we appea l for your active sup
port or amendment to H.R. 2 and include pha rmacists  with  phys ician s in the  
pre sen t exemptive lang uage of the  bill, thereby  giving  pha rma cist s same pro
fessional  cons idera tion as physicians who also dispense drug s covered in H.R. 2.

Ben ja min  Levin e,
Pre side nt.

Moe W eiss ,
Executiv e Se cret ary, Consolidated Brooklyn Retai l P har ma cis ts Association.

American  F ederation of L abor and 
Congress of I ndustrial Organiza tions,

Washington, D.C., Jan ua ry  29 ,19 64.
Hon. Oren H arris,
Chairman, Committe e on In te rs ta te  and  Foreig n Commerce,
U.S. House of  Re pres enta tive s, Washington, D.C.

Dear Mr. Chai rma n : The American Fed erat ion of Labor  and Congress of 
In du str ial  Org aniz atio ns is pleased  to reg iste r its  supp ort of the  objectives of 
H.R. 2, the  Dru g Abuse Control Amendments of 1965, a bill intro duced by you 
and now und er activ e conside ration by y our committee.

With the  passage of years , remed ial legislation to supp ress illegal sales of 
barbi tur ate s, amphetam ines,  and othe r dep ressan t and stim ula nt drugs has  be
come incre asing ly needful as a public hea lth  measu re. Testim ony before your 
committ ee from the  Food and  Drug  Adm inis trat ion, for  example, ind icates th at  
ha lf of the  production  of all barbi tur ate s and amp hetamines in the United Sta tes  
ends up on the  bootleg marke t and thu s in the han ds of consumers who abuse 
them  both to the ir own ha zar d and th at  of th e public a t la rge.

We believe th at  H.R. 2 is a signif icant step  for wa rd tow ard correct ing the  
deficiencies of the  pres ent Food and Dru g Act wi th resp ect to effective policin g 
of illegal  sales of these other wise  usefu l drugs diverte d to harm ful  purpose s. 
Cer tain  ad dit ion al enfor cement a mend ment s h ave been recommended by the  Food
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and Drug Administration which we believe would add to the effectiveness of thebill, and we urge that your committee give them favorable consideration.
We are glad to note tha t the bill covers not only barb itura tes and amphetamines specifically, but also any other drugs having a “potential for abuse” because of depressant or stimulant effects on the central  nervous system or hallucinatory  effects. Adequate authority to police illegal sales of all drugs of this type is necessary to prevent the buildup of additional bootleg operations in drugs inadequately policed and sold as substitutes for the more stringently 

controlled drugs.
We would hope, however, tha t procedures for placing additional drugs under the special controls provided by the bill would not be made so difficult and time consuming as to defeat the purpose of the proposed legislation. We also feel <some concern over the provision regarding  the rights of interested partie s to consult with any advisory committee set up to advise the Secretary of Health, Education, and Welfare as to specific drugs which should or should not be put under the special controls authorized by the bill. Our concern runs to the possibility rof off-the-record contacts offering undue opportunity for special pleading and influence on the deliberations of committee members by those having an interes t in maintain ing tota l sales volume, some of which may derive from illegal markets.A full record should be required of contacts made and of m ateria l presented by interes ted partie s.
We also wish to make special note of the bill’s provisions for the keeping of records on the specially cotrolled drugs by commercial producers, sellers, and compounders and the grant of authority to Food and Drug inspectors to inspect these records. Such records are obviously necessary to effective enforcement, as is the r ight to inspect them. Traditionally, pharmacies have objected to inspection of prescription drug files, but we fa il to see how the law can be effectively enforced unless it is possible to check sales records against records of authorized prescriptions for the drugs. We urge tha t the recordkeeping requirements and inspection authoity provided by the bill be retained without impairment.The bill also provides new’ authority  to deal with the marketing of “counterfeit” drugs, since they frequently constitute a health hazard to users. We fully support remedial measures to suppress the  sales of such products.
We are glad that  your committee if moving so promptly to act on H.R. 2.

Sincerely yours,
Andrew J. Biemiller,

Director, Department of Legislation.

American Hospital Association.
Washington Service Bureau, 

Washington, D.C., January 28,1965.Hon. Oren Harris,
Chairman, Committee on Inter state and Foreign Commerce, Longworth Office Building, Washington, D.C..

Dear Mr. Harris : The American Hospital Association wishes to comment upon HR . 2, introduced by you and upon which hearings have begun. The measure, when enacted, will be called the “Drug Abuse Control Amendments of 1965.”
This association is much concerned with the flow of depressant and stimulant drugs into the hands of those who would use them in an improper manner. We doubt th at hospitals have been a source of illicit traffic in amphetamines and barb iturates  and the other drugs w’hich are attempted to be reached by H.R. 2. Nevertheless, we feel that  America’s hospitals will want to do thei r part  to prevent abuses in the distribution of these drugs.
On Auugst 7, 1964, we wrote to Senator Thomas J. Dodd to comment upon S. 2628 which he had introduced. His bill was, in many ways, s imilar  to H.R. 2. We pointed out that  his proposal required elaborate recordkeeping on the part  of hospitals, records duplicating information already available in hospitals. We noted tha t most hospitals retain thei r patient’s medical record charts  for many years and some keep them indefinitely. Each prescription or doctor’s order for a depressant or stimulant drug is written in the chart and the notation of the administration  of such drug by the nursing  staff is also recorded. Drug procurement and the drug inventory records can be retained for 3 years without undue hardship and usually  are kept  by hospitals for a considerable time.
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We suggested to Senator Dodd th at hospitals not be required to alte r thei r 

tradit ional recordkeeping process inasmuch as the information desired under 
his bill is usually available under the conventional hospital recording systems. 
Many hospitals mainta in as tight  a control over amphetamine and barb itura te 
drugs as they do with narcotics. These records are maintained in detail and 
are retained for a lengthy period. Also, some state s require control of these 
drugs in a manner similar to tha t necessitated for narcotics. For these addi
tional reasons we think it would be a great waste for hospitals to be required 
to change their  system to add additional forms and files.

We were pleased to read on page 5 of Senate Report 1442, dated August 14, 
1964, accompanying S. 2628:

> “The committee is also satisfied that , as the committee contemplates the bill
V , will be administered, the recordkeeping requirements  of the bill will not require

the maintenance of any special records not usually kept by hospitals observing 
the usual minimum standa rds. Inso far as drug purchases by hospitals are con- 

f cerned, the hospitals  now mainta in records thereof, whether in the form of in
voices or otherwise; it would be no hardship to keep such records for the re
quired 3 years. The hospitals also have a record of drugs disposed of, both in 
the form of prescription or patien t order files and in the form of each patient’s 
medical record chart. It is standa rd hospital practice to re tain the patient  ch art, 
if not the pati ent’s order file, for many years, thus easily satisfyin g the 3-year 
requirement  of the bil l.”

We are equally pleased to read the language of section 3 (b ) of H.R. 2, 
especially the las t sentence of proposed section 5 11 (d ) (1 ),  title 21, United States  
Code, which pro vide s:

“No separate records, nor set form or forms for any of the foregoing records, 
shall be required as long as records containing the required informatio n are 
available.”

This wording appears  to carry  out the sentiment of the Senate Committee 
on Labor and Public Welfare  report quoted above. Thus, the  American Hospital 
Association has no objection to the recordkeeping requirements of H.R. 2. 
We support the bill and its objective of restricting the illicit traffic in depress ant 
and stimulan t drugs.

We respectfully request tha t this let ter be incorporated in the record of hea r
ings on H.R. 2.

Sincerely,
K e n n e t h  W il l ia m so n , D ire c to r .

M al linck ro dt C h em ic a l  W orks,
St. Louis, Mo., Feb ruary  19, 1965.

Hon. Oren Harris,
Chairman, Committee on Inters tate  and Foreign Commerce*
House of Representatives,
Washington, D.C.

Dear Mr. H arris: This letter is writt en at the request of Mr. James Menger, 
of your staff, in order to record certai n recommendations made orally to him 
for technical amendments to H.R. 2, the pending bill to establish special con
trols for  depressan t and  stimulant drugs.

By way of introduction, it should be stated tha t this company is engaged in 
the manufacture of barb itura tes which are distributed in bulk to various seg
ments of the  drug industry. This company does not manufacture or sell dosage 
forms of these drugs.

Sections 5 11 (a ) (1 ) and (2 ) of the bill as presently drafted do not seem to 
make adequate  provision for the situation  of the bulk manufac turer, and indeed 
might even prohibit hi s continuance in business. At the  very least, certain of the 
language is ambiguous and in need of clarification.

The introductory portion of section 51 1( a)  prohibits the manufacture, com
pounding, or processing of these drugs, except by those persons whose activit ies 
are solely as specified in subsections (1 ) through (7 ).  Subsection (1 ) covers 
manufac turers, compounders, and processors regular ly engaged in preparing  
pharmaceutical chemicals or prescription drugs, but only if they dist ribute 
through specified channels to pharmacies, hospitals, clinics, etc. The manufac
tur er of bulk barbitu rate s which are distrib uted to manu facturers of the final 
dosage forms or to ot her  chemical manufacturers would not meet the conditions 
of subsection (1 ) and hence could not legally continue in business. It  is recom-
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mended therefore tha t the present clauses A and B be redesignated as B and C, and tha t a new clause A be inserted, reading as follows : “(A) to other such manufacturers,  compounders, or processors, or”.
One other ambiguity in this subsection (1) should also be corrected. The requirement of distribution “through branch outlets, through wholesale druggists, or by d irect shipment” appears to be unduly restrictive. The legitimate indirect distribut ion of these drugs is not confined to distribution through “wholesale druggists.” On the contrary , bulk quantit ies are frequently distributed  to hospitals or institut ions through medical or surgical supply houses, through laboratory distributors, or other jobbers who handle chemicals. These are, of course, perfectly legitimate channels of d istribution  and the use of such channels should not be proscribed. It  is therefore  recommended th at the quoted language be deleted and the words “directly or indirectly” be inserted in lieu thereof. As an alternat ive, the words “wholesale druggists” could be replaced by a broader term, such as “wholesalers.”
It  would seem to follow tha t a corresponding change should be made in subsection (2). Instead of “wholesale druggists,” the more general term “wholesalers” should be used. If this is done, it is also recommended tha t the requirement “regularly engaged in supplying prescription drugs” be entirely deleted since the legitimate laboratory  or hospital supply house may not deal in prescription drugs, but rather  in bulk drug chemicals as well as other  hospital equipment and supplies.
I wish to thank  you for permitting us to express our views on these matter s and to express our hope tha t you will see your way clear to make the technical changes we have suggested in your otherwise excellent bill.Sincerely,

Victor H. Knoop,
Secretary, Mallinckrodt Chemical Works.

J efferson County J uvenile Court,
Louisv-ille, Ky., February 9,1965.Hon. Oren Harris,

Chairman, House Commerce Committee,
D.S. House of Representatives,
W ashington, D.C.

Dear Mr. Harris : Concerning the recent reference to the introduction of a bill controlling barb itura tes and other harmful drugs in the House of Representat ives may I take this means in urging tha t such legislation be introduced and passed. I believe such legislation also should control amphetamine drugs and th at provisions should provide penalties for the improper sale by druggists and others who might d istrib ute these various drugs contrary to law. The problem of enforcing legislation in this area  will be great ly complicated if control of the manufacturer and distr ibuto r are not included in the legislation.It is most unlikely tha t any voluntary self-policing in the manufac ture and distribution would be effective and materially affect the  flow of these drugs for improper usage.
Trusting the above to be in order, I remain,

Respectfully yours.
Charles C. D ibowski,

Chief Probation Officer.
Smithson Drug Store, 

Clayton, N. Mex., February 8, 1965. 
Re House Commerce Committee and bill H.R. 2
Hon. Clinton T. Anderson,
Senate Office Building, Washington, D.C.

Dear Mr. Anderson : This bill unjustly discriminates against  the profession of pharmacy and Congress over the years  has always rejected FDA request for prescription file inspection authori ty. The medical profession, which dispenses large quantit ies of drugs, including s timulant and depressant drugs, is exempted completely from this bill.
This bill broadly duplicates State  drug enforcement activity and it is unneces-
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sary, since a lmost a ll d ruggist s voluntarily  cooperate w ith FDA agents and search 
wa rra nts  are ava ilab le to deal with  the  others whenever probable cause  exists.

Besides the small  businesses have  enough ex tra  bookwork they are now doing 
for  the Government, withou t adding all  of this ex tra  which would be required 
if this  bill is passed.

Please use your influence  against  this  bil l with the members of t he House Com
merce Committee.

Thanking you very  much, I remain ,
Sincerely yours,

Malcolm D. Smithson, 
Pres iden t, New Mexico S tat e Board o f Pharmacy.t

\  —
-  National P harmaceutical Council, Inc.,
f  New York , N.Y ., February 5, 1965.

Re H.R. 2.
Hon. Oren Harris.
Chairman, Comm ittee on Int ers tat e and Foreign Commerce,
House of Re presenta tives, Washington , D.C.

Dear Mr. Chairman : The  National P harmaceu tica l Council, Inc., takes this  op
por tun ity to express its  views on sect ion 9 of II.R.  2 rela ting to  the counterfei ting  
of drugs, a nd reques ts th at  th is let ter be inco rporated  in the record  of hea rings on 
this bill.

The Nat ional Pha rmaceutical  Council, Inc., is an assoc iation composed of 25 
companies engaged principa lly in the manufac ture and  dis trib ution of prescrip
tion  drugs. Among its purposes are  to benefit the  public intere st by promoting  
the  highest professional  standard s in the  man ufactur e, dis tribution, and  dis
pensing  of prescription medication and  other pharmaceutica l products  and  to 
promote  the  int ere sts  of the  public, physicians, pharmacists, and others in the 
pha rma ceu tica l ind ust ry by encouraging the  high est standa rds  of ethic s and  in
teg rity  in the manufacture , dis tribution, and  dispensing  of such medication  and 
pha rma ceu tica l products.

Since its  inco rporation in 1953 the council has  deemed the man ufacture, dis
tribution, and  sa le of counter feit  dru g products  to  be dishonest, vic ious, unlawful, 
and  dange rous to the  public health. It s aim is and  has  been to join  w ith ethical 
pharmacy organiza tions, regu lato ry agencies, and  others to combat it.

The council, therefore, endorses section  9 of H.R. 2 and sincerely urges its 
enactment.

In the  int ere st of cla rify ing  and stre ngthen ing  this bill, however, the  council 
suggests an amendment, not  su bstant ive  in nature , to the definit ion of coun terf eit 
drug s appearing at  l ines 11-16 on page 20. It is believed that  the  tex t of line 14, 
in partic ula r, is not  clear , and it is the refore  suggested that  lines 11-16 on page 
20 be changed to rea d as follows (the italicized words indicating new ma ter ial  

♦ and th e words in p arentheses indica ting  ma ter ial  to be deleted ) :
r “ (2) The  term  ‘cou nte rfe it dru g’ means a drug which, or the  con tain er or

label ing of which, bears  the  tradem ark , trade  name, or oth er identifying mark, 
imprint,  design, or device of a person (other  than  the person or persons author -

1, ized), withou t proper  au thoriza tion  (to ) for i ts use, (it ) on such drug, container,
or labeling, or which bear s any likeness  thereof.”

It  is the  council’s conviction that  the  amendment to the  bill here inabove sug
gested  will cla rify  it  and  enhance its  effectiveness, and  earnes tly  requests  th at  
thi s suggestion be given the  careful consideratio n of the  committee before  the 
bill is repor ted out.

Respectfu lly subm itted .
Newell Stewart.
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F lorida State P harmaceutical  Association,
Fort Myera, Fla., Februa ry 4 ,1965.

Ho n. Paul R ogers,
Member of Congress,
House  Office Build ing,
Washington , D.C.

Dear Paul : There has been in troduced into the Congress H.R. 2, on depress ant and stim ula ting drugs.
While we as pharmacists  realize the  importance of contro l of these  drugs, we also feel th at  the bill goes too fa r in a llowing FDA agents the rig ht  to inspect o ur  business and professional records including our pre scrip tion files.We feel tha t pharm acis ts should be exempted  in this bill the same as physic ians. The main  traffic in these  drugs is thro ugh  peddle rs and tru ck  stops. These should be stopjx'd, but  pha rma cist s keep records , and  these records can be opened if necessary by court action and  should not be opened indiscriminately . There is a rela tionship  between the  physician, the  pati ent,  and the  pha rmacist that  should be protected, a nd this  relatio nsh ip should be inv iolate .I note th at  you are  a  member of the  committee that  will hold hea rings on t his  bill, and I hope that  you will take our  side and see to it  that  pha rmacists  are  exempted the same as  physicians.
Assur ing you of our ap prec iation and with best wishes.

Sincerely,
R. Q. Richards, Secretary-Manager.

Statem ent of D r. W illiam B aldwin , J r., on Beha lf of th e American 
Osteopathic  Association

I am William Baldwin, Jr. , D.O., medical direc tor, Memorial Osteopathic Hospital , York, Pa. I am a former member of the Panel for  Evaluat ion of Therap euti c and Medical Agents, Amer ican Osteopathic  Associatio n; form er professor and  chairman, Dep artm ent  of Physiology and Pharmacology , Philadelph ia College of Osteopathy; certifi ed by the  American Osteopathic  Board of Internal  Medicine, and fellow of the American College of Osteopathic Int ern ists .
It  was my pr ivilege  to be among those invited to att end  the  firs t White House Conference on Narco tic and Drug Abuse, September 27-28, 1962, w here I served as representative of the  American Osteopath ic Association. The published proceedings of the Conference contain  valuable background ma ter ial  suppor tive of the  pending bill, H.R. 2, the Drug Abuse Control Amendments of 1965.I am pleased to record the  Amer ican Osteopathic Associa tion in favor of the bill.
The b ill imposes additional cont rols on ce rta in depressant and stim ulant drugs, including increased pena lties  for disposal of these drugs to juveni les, and streng thens the enforcement processes available to the Food and Drug  Administra tio n in combat ing the  serious problems of counter feit  drugs.Ma nufacture rs and othe rs engaged  in receiving or disposing of depre ssant or stimu lan t drugs, defined in the b ill (other  th an  l icensed practi tioner s handl ing the drugs in the course of t he ir professional practice ) would be required to keep a complete record of the qua nti ties of such drugs they handle,  and  make these records avai lable to food and drug inspectors who, in addi tion,  would be given autho rity  to inspect  es tabl ishm ents  and  vehicles, inventory stocks, etc. Disposal of these drugs would be forbidden except through  legi tima te channels, and the ir possession would be prohibited if not  for  the  personal use of the possessor or a member of his household or for  adm inistration to an animal owned by him or by a member of his  household.
Under the  bill, depress ant or stim ulant drugs include bar bituric acids and amphetamines and any drug which the  Secretary  of Hea lth, Educa tion, and Welfare  determines to have a potent ial for  abuse because of its  depressant or stim ulant effect on the  cen tra l nervous system or its  hal luc ina tory  effect.The Secreta ry would have the benefit of an advisory committee which, on the ini tia tive of the Natio nal Academy of Sciences m ust be chosen from a panel submitted by th at  body. While  the National Academy of Sciences is highly respected, we quest ion the public policy of so circumscribing the  appointive power of the Secretary .
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In  addi tion to the  necessi ty for  the  pending legislation , we hope a public 

education campa ign can be stepped up and sust aine d. Our schools shou ld 
recognize the  problem of drug abuse and provide inst ruc tion  of equal qu an tity 
and quality  with  t ha t provided fo r o ther h eal th hazards .

Sta tem en t  of  F ed er at io n of  H om em aker s

Chai rman  Harris  and  members of the  committee, I am Ruth Desmond, pres i- 
•dent of the  Fed era tion of Homem akers, a nationw ide orga niza tion  of public- 
spir ited  housewives . The federa tion  app reci ates  thi s opp ortu nity  to sub mit  
a sta tem ent  for the  record with  resp ect to II.R. 2 and rela ted bills to curb  and

I contro l illic it traffic in amp hetamine and ba rbitu rate type drug s and to control
illegal  sales  of dru gs of a sim ilar  effect in the  fu ture  if deemed nece ssary  in 
the public inte res t.

Throu gh the yea rs the  public  has  become increasin gly awa re th at  misuse or 
overuse  of the  ba rbitu rates  could lead to acci dent al dea th—app are ntly thr oug h 

•confused and  uni nte ntional overuse. The many inte ntio nal dea ths  thro ugh  
delibera te abuse  of barbi turates  is  also  well known. Only recent ly has the public  
become aw are  of the  trag edie s which can res ult  from abuse of the  am phe ta
mines. At first  only a rise  in blood pressure seemed to be the  serio us side effect 
to gua rd aga inst . Even while thes e hearing s were being conducted thr ee  
youths in Chicago, high on am phet amin es stolen from the  car  o f a  peddler known  
’to them, mur dere d an elde rly man solely to obtai n his pocket change, a mere  
$11. Traffic acciden ts caused by driv ers  relyi ng on amphetamine s to keep 
awake over many hou rs has cause d cons iderable concern to the public.

In Arling ton, Va., wher e I reside,  juve nile  delinquenc y, amongst young people 
from  comfortable homes and never  previo usly in trouble , rose to alarmi ng pro
portions. A citize ns comm ittee was formed to get to the root of the  cause  or 
cause s of thi s sudde n incr ease  in delinquen cy. The chairman of thi s comm ittee 
informed me th at  both  amphetamine s and barbi tur ate s contribu ted to the shock
ing miscon duct of many of these young people. Happ ily this  delinquency prob
lem in Arlington seems to be decreasing  as a res ult  of the effor ts of the  com
mit tee and others. Reliable  sources  have also inform ed me th at  the rin g
lead ers of the stu dent rio ts a t Ocean City, Md., used drug s and liquor  for thr ills . 
•One can only wonder if these  drug s helped spa rk riots at  othe r beach es?

It  is difficult for home makers wit hou t legal tra ini ng  to discuss  specifically 
th e legis lation und er stud y except in a general mann er. It  is app are nt th at  
recordkeeping will curb the  legi tima tely man ufa ctured  drug s from being sold 
on the black ma rke t if ma nuf acture rs, dis trib uto rs, phar mac ists , and  physicia ns 
al l comply with the  regu lations  being considered. The CBS prog rams las t 
summer emphasized  the  ease with which an individu al could purchase huge  
quantit ies  of legally  ma nuf actured pills and powders merely by pre tend ing 
to be a firm engaged in legi timate dis trib ution of said drugs. The  profits  are 
so huge th at  thi s type  of loophole must  definitely be plugged. Bu t wh at about 

f checking  the  sales from  ano ther country  to dis trib uto rs he re?  It  is dis turbin g
. to learn of the  large amo unt  of drug s sold by U.S. ma nufac tur ers  to firms in

Mexico which apparen tly  sell to oth er U.S. dis trib uto rs—so th at  many of
I  these same drug s ret ur n to the  United  Sta tes and black -mar ket ope rations

the  same day. Will Mexica n firms coope rate with  the Fed eral  regula tion s and  
fur nis h the  names  of U.S. dis trib uto rs who buy back these amphetamines and  
ba rb itu rates ?

The  fact  th at  these drugs can easi ly be counter feited by chemists usin g 
plentiful  and cheap raw  ma ter ials should be a cause  of grave  concern. It  has  
been testified to th at  a chem ist could produce  these  pills in a garage  or shed 
or oth er small  building. Should chemical companies check to whom their  raw  
supplies go in lar ge qu an tit ies ?

To argu e thi s would be complica ted perh aps  is not justif ied when one reflec ts 
on the lives th at  are  ruin ed through easy, illic it access to the se dam agin g 
drug s—misused for  thr ill s, on dare s—for  kicks. The tem ptat ion to produ ce 
these inexpensive  dru gs thro ugh  counter feit ing  could be most entic ing when 
legal channels are closed—especia lly fo r such enormous profits.

It  was commendable  a nd enco uragi ng to have  one of the  larg est ma nu fac tur ers  
of these  stim ula nt drugs app ear  before  this committ ee as its public  dut y to 
test ify in sup por t of t he  reg istr ation fea tur es of II.R. 2. Ea rlier in the  hea rings
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a large ma nufac turer of barbi tur ate s and rela ted  substances testif ied it was not possible to give the amount of its  prod ucts  manufactured th at  year . Although this firm ships drugs out  of the country  (Mexico was  named) the  deta ils of these transa ctions  seemed very vague.  Let  us hope H.R. 2 will clar ify such vagueness.
It  was reveal ing to learn how light the  sentences can be for peddlers of these  addic ting drugs  in cer tain States . Frequent viola tions  by the  same peddler does not always seem to resu lt in sub sta nti al increase  in fines or in a jai l sentence. This  must result  in a discouraging situ ation for  the  arresting  officers. Certainly  those  who sell these  drugs  to children  and teenagers should have to face severe  penal ties. These peddlers in drug s cann ot be tre ate d as pickpockets and shoplif ters—but should be considered  capable of dest roying the  fut ure  leaders of this country.  A menace.
Several  yea rs ago our  local newspapers quoted from a report of Dr. Ra tne r prepared for the  Ford  Foundatio n which indicated the  U.S citizens were becoming pil ltak ers . They tak e pills for  headaches, stomach aches, colds, coughs, toothaches—they  fake pills  to pep them  up and lat er  other pills to put them to sleep. When problems become difficult—they cry for  tranqui lize rs. Our questio n: If pills  and drugs  are mass produced, isn’t it then necessary for them to be mass consumed?
Exper t testimony presented before  this  committee by a New York psy chi atr ist indicate s that  certa in individuals seem to be more sensit ive to these pa rti cu lar  drug s tha n ot he rs ; more prone  to addict ion. Should not FDA have the labels  on these  drugs rem ind  doctors to closely observe  the  tendancies of individual pa tients  to be more sensi tive to said drugs and  gua rd aga ins t presc ribing same again? And is the re research  on the  effects of these  drugs on unborn infant s whose m others took am phetamin es durin g pregnancy to  control weight problems? Would these  infan ts la te r in life be more sensi tive to the drugs—more prone to become add icts? By now we must have  teen agers whose mothers took these drugs dur ing pregnancy. Could addiction  to amphetamines or barbi tur ate s by young mothers res ult  in child abuse? Child murder?  Should not sta tis tic s be compiled on thi s? Prescribing amphetamines for  the overweight is general. Wh at percentage can be deemed to become addicted  as a result?  It  was dis tur bing to  lea rn of college stud ents who obtained the ir paren ts’ presc riptions for these drugs and had  them filled to sell these  pills to fellow stud ents  at  exam times and for  gre at profits. Cannot thi s type of loophole be plugged? Some stud ents might use  the ir p aren ts’ prescriptions for personal thr ill s and k icks with  resu lting irr ati onal behavior. Should phys icians encou rage the ir pat ien ts with  mild ills  to adop t good h abi ts of living—mod erate  outdoor exerc ise and sensible diets of wholesome food instead  of relying on the cru tche s of pep pills, sedat ives, and tranqu ilizers  to mask the  sluggishness of sel f-indulgence?
Mr. Chai rman, it  seems to members of thi s fede ration the  prim ary  concern in enacting  legis lation to curb and contro l the  serious problem which has arisen from misuse and abuse of rela tive ly cheap  and easy to obta in addictive drugs  must be to pro tec t the  public ra ther  tha n to spare the  manufacturers, dis trib utors, wholesalers, and dispensers the  necessary  chores of keeping acc ura te records which will aid  in s tri ct enforcement.
(Whereupon, at 12:25 p.m., the committee adjourned subject to call of the Chair.)
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