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THE WHITE HOUSE 

""$llINOTON 

In January 199~ , after aecount8 of Cold War-era experiment. 
involving the effects of radiation on hu~ne caMe to light , I •• tabli.hed 
an independent Advisory ccn.ittee on HUlllan Radiation BXperinent. to 
inv •• tigate these reports . I aeked the Oomaittee to deterwdn8 the truth 
about this d.i.rk chapter in our nation' s histo ry. 

After taking extensive testimony and conducting I1'Ulaerou- public 
bearing., the Advisory COnrI!ttee iS8l,led its report in October. 1995 . TiM 
eo..dttee's report ioclucled recooo.Ieod.ationa to nake the reeord. of tM" 
experiaents open to the public. improve ethic . in ~ reeearcb today , 
and right t he wrong_ of the past inflicted on unlmowing citizen.. In III)' 
rell".art. when I accepted the report , I prcmiaed that it would not M left 
on tIM! .helf to gather dust . I ltade a cor.m1tllent t~t we would learn fr<:ll'll 
the le.lIOna tt-.at. the CoIlmittee's report offered .aDd use it as a road _p 
t o l ead u. to b4tter choice. in the future . 

Thi. docuaent -- my hDin.iatration's response to t he Advi80ry 
eo.-ittee'e report -- i8 a .. i lestoM in _ting that COIIQit~t . We 
hllve actively worted to I'ellpond to e he i!llpOrtant receaser.dation. IIIOIde by 
the Advillory eo.ti.ttee through a special interagency working group. Thie 
group includes representatives fro. the BXecutive Office of the President, 
the Deparuu'Inta of Energy, Defense , Heal th and HUlllan services, ,Juat i ce, 
Veterans Affaira , the National Aeronautics and Space AdainistratLon , a~ 
the Centra l Intel l igence Agency . The Bnviron.ental PrOtection AgenCy has 
a lso joined t he effort. This report reflects the joint progress of tbe_ 
agancies to addre.s the Advisory ~ttee'9 reoonaendations. 

My Administrstio n has made signific ant achieveaent9 in opening 
government and making inforY~tion more eaaily avail able to the citizens 
to whom it belODgS. Agencies have alao il'proved the protections in place 
f or subject s of future human research. Finally, the Fsderal governeent is 
providing redress to thoae who have suffered from radiation experiaents , 
.s raeOllllHndad by tha Advisory ~itte •. 

I e~hasi ze that this docuaent is by no means the end of the 
journey. Much work r emains to be done. I.~ confident that all of 
us -- tM eminent COIInittee that prDduce.d the original report, tbe 
Pederal official . who worked so hard to support the Committee'S efforts 
and now are i~plementing its recommendations, and MOst importantly, the 
citi zens of this great country from whose experiences we have learned 
so Much -- can together help ensure a better world for our children. 

My thankB t o all of you for a job well done, I pledge ~ atrong 
support for your continued efforts. 
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Executive Summary ...... , ..... .. ......... .................................... . 

~Our gret1mess is measurW not an(y in how we ••• do right but Ills!) [in} 
how we act when we know we've done the wrong thing; how we amfront 
our mistakes, make our opalogies, and tate oction. ~ 

-President Clinton 
October 3, 1995 

In January 1994, President Clinton established the Advisory 
Committee on Human Radiation F.lperimenls (ACHRE) 10 eumine 
reports that the government had funded and conducted unethical 
human radiation experiments and releases of radiation during the 
Cold War. The President directl1d. ACHRE to uncover !he truth, 
recommend steps to right past wrongs, and propose ways 10 prevent 
unethical human subjects research from occurring in the future. 
The Committee published its findings and nwnunendations in 
October 1995. 

'Jbjs report presents lIIe Admimstratlon's actions 10 respond to 
.\CURE's findings and recommendations. The Committee found thai 
the government had conducted several thousand human radiation 
experiments from 1944 to 1975. Allhough the majority of the 
experiments advanced biomedical science and were unlikely to have 
caused harm. some were conducted unethically. ACHRE made 18 
recommendations to Improve openness In governmtnt, protect 
human subjects In the future, and redress past wrongs. The Admin­
istration has adopted most of ACHRE's recommendations and has 
acted throughout the government to illlPlenJ.ent them. 

Opening the Record 

ACHRE recommended !hat the government take a number of steps 
10 organize the historical records of h\lIIlllll radiation experiments 
and to give the public areess to these rt'I.Xlrd,. ACHRE identified the 
National Archi.~ as the appropriate reposilory for documents. The 
Coromittee also recommended an independent review of the CIA's 
recordkeeping system and all of its documents rela.ted 10 human 
radiation experiments. 

The AdmtnistnItion 
has adDpWl most of 
ACHRE's rmmunen­
dations and Iuzs 
acted throughout 

"" govmunem ., _them. 



TIu! A.dmllliltmtiDn 
hal inueJred 1Ieavil)I 
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A .ubC'Orruntttec rJ( 
N<Uianal_ 
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key Actions 
• The Administration has invested bQvily in lIL1k.ing dOCU/llf'llU 

accessible. ACHRE transferred more than 1 million PiiH of 
documents 10 the Natlcmal An:.hi.ves. The AdminiMratiOD has 
made 300.000 fully searcllable ~ of documenlS available on 
the Internet, .md win add an addilional 200.000 pasts MortIy. 
The Deputmenl$ of Energy and Defense ha'\1e publillhed 
document se.mh guides. 

• The President sisned Executive Order 129SIJ diredlog Federal 
agencies to review and declassify ~nds 01 documenIs. 
including documents on radialiOil eq)t'rimeDls. 

• The National AR:bives D Records ~ is toDducrirt& 
an independent review of the ~ntral Intelljg,.,. .... At#fq's 
(Clh's) Ie:Ordkeoeping system and the CIX, IntpeClOlf Gene!aI 
re¥iewed and ItpOIUd IJD IIae CA'. lIulU!) e:tpe:I imellt:s. 

The Advisory Comlnittee rtCOmJDalded RIIpf 10 strm8lben prott(> 
lions lor bllllYn IIUbjeru and m5UR the IOYmWe!\I d~ ROC 
I!pNI pas! miJlakn. 

Kay-
• PftskInIt CUIllon I'J ImllDs a dim:ti ... 10 stmlgthm protections 

iof IIItJtects of dMPmd (.ecret) resun:h. ~ win propose 
IItW ruJes 10 ~ ",aim' of infortHd consenl; disclose the 
kbUty 01 tM ~ qency; MSUre a more Independent 
rnitw proem; &ncI ~ft pmnalWnt ret~. ~ will 
..... ~Jt aflaUalty on the number ol d.1sslfied human resean:h 
p~ and tbf numb« of h~n sub/«1' in~ved in each p.-

• P'mWtnt Ctinton fStablbhed the NatIoIl&i Bloethlcs Advisory 
CDtnta/t!f:t (NIIioC) 10 uamlne b1oethk:al bsues, includJng 
hllllLllll ratiIIdl iJ.sutt. A wbc;onunittee of NIJAC will address 
eerWa bImd ~s raiMd by ACHRE. Including bow to 
wmgtbm Instltutlonal Rtv1tw Board. (IRBs) ..... he loW ethics 
point" for fed«aHy IpoaSORd I'Il1Nrch, 

• PIt 'dent C1iDton dlreettd a&endes 10 dtvelop pl.tM lolmprovt 
~bt of ethia rules. NBAC win rtVIew these plans in the 
~montha.. 



• Agencies biove undertilin nationwide education efforts 10 rats. 
the profile 01 ethical considerations, and are fundinS resc.n:h to 
iqlrove our undentandll'll! 01 ethical b5Uef. 

Righting Past Wrongs 

The Advi-r Committee re«lmmended, amoll8 other thlnp. tbat 
the ~t.apologiu to aU subjects, compmule certain $lib­
jects.. ~nd consldt>r IIlOdifyiua: the Radi.ltlon b90SlIte Compensation 
An, ~n4 ill regu1.ltlOOJ, to comptllNle additional uranium mlnln . 

... -
• The Prnidmt apologlud to all NbJectl OD behalf of the govm· 

1Df8I; tOODft' Energy SfcMaIy Hutl O'Lwy made apologiel in 
certain Indivtdual cuet. 

• ACHRE recommended lhaI the governlllent compeusale!he 
wrulies 01 rhe III , tJbjecU olille plutonium InJectlon~· 
1Dl'lIts. Tht ~mt has settled compensation claims wi!h 
the 16 fmltlel wbo hal'l! CO/IW forw.-.rd. ACHRE and the gO'l'l'rD­
IMDI havt oat betn ablt '-l identify participanu In additional 
l'Iq)eI'i.I:Dmts that ACHRE lnduMd In itt recommendation lor 
COO'lfl'lIS&liofI. 

• 1bt AdnUniItration wi. propose iflisJalve alld ~tory 
chADgell0 the bdiitlon Expo&are COlllpl'nlatlon Act 10 
incoqJonll' the IaIesl odena and better compensate affected 
uranium tniners. 

• The AdmlniUratlon wil ptl)pOSe legislation to make ~ 
IJNted with ~ radiation eligible for heallh screen­
Ing under ~ DepartmmI 0( ~ Affairs' IOIIizIn& Radiation 

"""'~ 
The aaioos and poIide5 described. in dlIs ~rt will help bring 
justiCe 10 1~ b.Iormed by the mist) ..... 0( the CokI Wilr, and pre­
vent the recUIftDCt 0( past Wf008f. 'I'bf A!pOrt pml!llts tbo5e 
aetflMlSlMt Me complefed or tmderwy, The Administration will 
contirIue 10 take IIttps 10 open lbe ~" records, r.-.be 
ethicil ~. alld ri&bt abe \II'f'OJ\P 0( the pasl. 

TIt.e Jed.eml gooen. 
ment Iuu $eul«f the 
compmsarion claims 
0( the 16 (rlmi.1W 0( 
plutonium fnjection 
subj«rs woo have 
_fon»W>i 
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Introduction .. .............. ............ .................................. 

Democratic government requires trust: people need to know and 
believe that the government b telling the truth. Without informa­
tion about what the government is doing and why. citizens cannot 
exercise democratic control (M:!r government institutions. 

During his first year in office, President Clinton became concerned 
about repom that the government had conducted unethical secret 
human radiation experiments during the Cold War. To address this 
issue, in January 1994, President Clinton established tilt Advisory 
Committee on Human Radiation Experiments (ACHRE), chaired by 
bioethicist Dr. Ruth Faden of Johns Hopkins Univenity. The Presi· 
dent also directed all Federal agencies 10 search lor records related 
to human subjects radiation research and provide them to the 
Advisory Committee. 

The Committee's charge was to provide advice regarding scientific 
and ethical issues related to blomedicaJ. experiments that involved 
ionizing radiation and certain intentional releases of radiation. The 
President directed tbe Committee to focus on the period 1944 to 
1974 (before regulations on human subject research were adopted 
by the Department of Health Education and Welfare). The Advisory 
Committee published an interim report in 1994, and a final report 
in october of 1995. Two years of work culminated with a final 
report containing 23 findings and 18 ~ ~mmendations. 

After the Advisory Committee made its ~mmendations, Federal 
agencit!!! sponsored a 20day workshop for members of the public 
concerned abolll these issues. The workshop gave private citizens 
with an interest in human radiation experiments an opportunity to 
provide input into the government response 10 the recommenda­
lions of the Advisory Committee. The Administration bas COII5idered 
the views of the stakeholders in responding to ACHRE's recommen­
dations. The full transtript of this workshop is available on the 
Internet (www.obre.doe.gtIV). 

This report presents the Administration's actions to respond to 
ACHRE's recommendations. The Administration bas adopted most 
of the Committee', recommendations, bas done more than !be 
Committee recommended in a few iDlltilnl:eS, and bas not accepted a 
few of the Committee's recommendarioDll. This report explains 
these dedsions. 

During his first year 
in of(ia. President 
Clinton becatne 
concerned about 
reports that tlu 
government had 
conducted wzethiool 
secret human 
radiation experi­
ments during the 
Cold War. 
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11111 report II divided into three sectioIll. Part I: Openness In 
Government, dncrlbes .teps the Admlnlmation bu takeD to make 
pernment record. of human radiation experiment. readily avail­
able to the public. Part 2: ProtectIDg Future Human SubJedt, Bell 
forth the AdmInistration's actions to strensthen the protection of 
human subjects. Part 3: Rightinl Past Wronp, lummarizel the 
AdminIstration's efforts to notify the pubHc and individuals about 
past human radiation experlmenll and bring JUltice to thole 
affected by the lO'ImUDent'1 mistakes. 

ThIs report presents those actioIll that are completed or underway. 
The AdminiItration will continue 10 take step. to open the 
government'. reeonis, raiN ethkal standards, and fishl the WItIIl8J 
of the puI. 



Part 1: Openness in Government . . . . . . . . . . . . . ..... ......................................... . 
OVerview 

1'hrou!hout our nation'. history, the government hal needed 10 
opente with some seaecy to protect our nation's security. At the 
lime time. AmeriWlS lave recognlud thai the government's power 
to act in IIeCI'eI. conflic:ta with core democratic prlncip1es. Mis\JIe of 
&eCNCY feeds a aense of mistruJt In government that can undennlne 
our cohesion U a nation. 

DIlIinJ the Cold War, the sovemment funded human radiation 
experimmts, some of which were secret. It iI imperative that the 
public hive access to the record of the government'. activities. The 
AdmiDiilration bas opened the record, as dlIcumd below. and has 
cbanpd rules that kept documents IeCJet for many years after It 
was necenary. These changes. along with other ufquarda la place 
already. will help to ensure that the government does not repeat the 
wrongs of the human radiation experimentJ. 

ActIons to Open the Reconl 

When the Advitory Committee on Human Ridiation Elperiments 
(ACHRE) bepn ita work, II found that thee waJ no complete ind 
accurate hIttory of the govmunent'. actions. MoRover. the reconlt 
of what had happened were dispersed, difficult to w:ess. and liOIDe 
WeII! classified. The Administ!ation mobillzed all key Departments 
to examine, declauify where necessary. and bring together the 
documents that ACHRE needed. Only alter these documentl b«ame 
available could ACHRE fully samine and evaluate the govern. 
menI'. conduct and make recoQl/llf'lldatiOIlj for the futllJl!. ACHRE 
collected and transferred to the National Arcbivu over 1 million 
pagel of documents. SUpplementing that material an! over 5 million 
paget! of documents from the Department of Energy (DOE), the 
Department of Deftnae (DOD), the Centraiintelllpnce A&enCY 
(CIA), the Department of Veterans Aifairs (VA), the Department oj 
Health and Human Service. (HHS). and the NatIonal .Aeronautics 
and Space AdminiJlration (NASA). 

A large and growing body of documents collected by the Federa1 
agencies is available for online eearcliiq throqb the Internet 
<It the Human Radiation Elperlments Interagency Web Site 
(hrex.di5.anI.gov). This site currently allows dtlzens to examine 
nearly 300,000 pqes of material and will coDtain approximately 

7h Administration 
has changed rule& 
that lupt documents 
gemt for many 
yean aftu it waI 

"""".",. 
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~lf a milUon pages when completed later this year. The database 
provides both document il1lilges and sophisticated full-texl sean:h­
ing upablJitks. Many (If these documents were originally unclassi­
IItd, but approximately 1,000 were specifically declassifltd for this 
pro;ecl. 

The gmer..J availability of information about hulDil.D. radUtion 
experiments has catI5ed citizens to wonder .. bout their own role in 
lhis history. As a Jl!!luk, thO\l5.lUlu h.tve 50IIgbi infonn .. lfon about 
their possible pmicipalion in human mIlatillll aperlmenll. 1b 
protect Individual prW.ICY, personallnfonnation is not publicly 
avalW.bie. Ho'ftVU, individuals Cin request inlornlatlon related to 
lheir possible pmol\.ll invoMmenllhtough the Helpline al 
(ZOl) S86-tM~. 

ACIIRE Andings and Recommendations on Openness 

l\t Mri,." C_itbIt Jo.d "that tIM P"'1"MItnt ffe! n.t ,,\ltlntty 
......... toOQU..m, ,",hd to ... ,u" 1M' Mcm p"'!J1m. 
t"OIM .. -"nt00ll ... ilmlllllbld fvr In iiMr )'MI1, * thlt It did. 
Mt ...... ..., _1nQi" IIIdI ~ ""'" ., .t" MitteL· ..... ,,1Of, .. ..., i.,.,um ~ (~t.mIoIIs < ___ ..coiU that 
~ not iIrit\IIl)' daJrIflM) ~ boft 1Nk1'*-1 In a ..nn., that 
ralden ua.. "..tIaIy INCCt:IsIM to th.n wha "MCI tum, 
tbtteby IIMtt111t tM IIIittty of 1M not.d.t to 1M ....... _nt ItMlf, '1 
wtU 15'" ~I ~ "*" tile ',nellI!! at lIIhnutioR Act." 
(AM"" 1') 

TIIo AIMMry C-m.c rtculftliia'li that tIM 1O •• ItIMnt tab tilt 
,..".. dapI to ... 1. tM lo"storkIl t'1ari14f l1li ... afittiH 
flQM"lilillAb .. to p. kCU$ to tilt ptlMlc,. MIl t. tIN toW-_1t 
.... r, 

• TIIo IAMt ..,.rtMot lo,1JtMtM ttUactMns ~ 1M trrtrustecI til 
tilt Nltloui. .... ' .. i ... " 

• Attrdts ..... ~l, rd'''''. tldllNlg ilnltotia, 
in4..s. t.Id.tt Hst»p. MIl MIler ft .... aWl to ~ cottKtIllill 
IIOW 1IIId.«.,..cy ....... 01.. 

• Cu,ift..! ftnMg .. diNk! -detvo hdMfbt*I NriMw, a-liI 
dtdadfttcl ...menl tf thtst fMdillg lids IIIoWI M5e lit ... ....... 

• Th' IO'ftI'IIfMftt llltuld t'lllIn die ~ tf ptIk\t$ till 
IInp_ publk ICCtsl til i"K«ds htld.., IAtlldtl .. dtp.rited (. 
FtcI ... i la(ords mnton, 

• Apndti lholild. .. lintaia oc_,lRtt rKOrdl, waihblo to 1M jMiIotIc. 
01 doaIm...t cltrtnaction. 

• Th • .-lIImlne .heu\d owItw MIt dwIlop potkfes _t., 
public ItttSS to ncoflill ""arabd • beiag HId by prtyaU t:OI~~ib~"~. 
ton Ind. innttlltlon • ...tYing fderll. fnint, 



Tbt AdvIsory Comlllittee also NCOml1llndtd that th' CIA', 
recordkeeping SJStem be reviewed to ensurt that records Ire acces­
dblt upon Itgttimltt request fro .. the public or !IOYf111m.ntli 
$OUrt;U. TIlt Adrisory eolimittH further realmmended that all 
ncords of the CIA burin; Oft programs of secret humin J'UIIlrch fnlm 
the lite 11140s th1'Ollgh the early 11170$ be mtewed for dKlassffka­
tlon. AtHIE expressed the expectation that mostlf not all, of these 
CIA documents woutd b, dtclassifled and lIIilde pubtic. 
(RKOmmtndltiom 17 Ind 18) 

Response to Recommendations on Openness 

ACHRE's recommendalioll5 are Inlended 10 ensure that the records 
of human radiation. experiments are organized and accessible, and 
to promote better ..ems to government records. 'JbU; l!edion ~ 
sponds 10 Ihose .pecilic recommendal.iOlls. The next section de­
scribes in more detail the actions thai individual agencies have 
taken to make records available for public scrutiny. 

ACHRE idenUfied Ihe National Archives as the appropriate reposi­
tory for many of the document! teIated to human radiation experi­
ments. The Administration agImI. All of the Advisory Committee·s 
recanb have been transferred to the Archives. The principal Depart· 
ments and agencle, are transferring 1arge volumes of records Ihere 
u ..u. 
ACHRE recommended that the Dep<lnments make finding aids more 
readily accessible. The govemtnent supports this reeommendation 
and has taken steps to implement it. The Departments involved in 
radiation experiments have a tremendous volume of records. This 
volume makes providing tools to find infonnation as critica1 as 
ailowing access to files. The vast majority of relevant documents are 
DOl! or DOD records. OOE is putting finding aids to historical 
reronb still In ~cy custody in public reading rooms and on the 
Internet, and has published a guide to its human r.u:liation record!. 
DOD has also taken steps to 3implify the reseaoch process and 10 
provide staflsuppon for individuab who wish to search fOf relevant 
documents, and has also published a guide 10 Its human radiation 
collection. 

ACHRE recommended tbat the government take steps to improve 
public access to records that remain in the Departments' custody. 
Part of ACHRE's concern focuses on Ihose records lhat needlessly 
remain classified and that would be of significant interest to the 
pnblic. Pn>sident Clinton's Executive Order 12958 of April 17, 1995, 
addresses this concern. The Order JeqWres that most older reconb 
that are determined to be of permanent historical vaiue be automati­
cally declassified S years from the date of the Order. The Order 

ACHRE's recommen­
dations are intended 
to enmre that the 
ra:orrls of the human 
mdiotion experiments 
are organized and 
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The President is 
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applies to all rewms, not just those relating to human radiation 
experiments. Agencit's are actively reviewing their records and 
releasing those that are not exempt to comply with the Order. 
Although the Executive Order does not include Restrided Data 
(atomic energy iniormation), DOE is actively reviewing this mate­
rial as well. DOE is also revrew\ng and updating its classification 
authorities and guidelines. 

ACHRE found references 10 records thai they could neither find nor 
confirm were destroyed. As a result, Ihe Committee recommended 
that the Federal government permanently maintain copies of all 
records destruction notices. The Federal government generates an 
enormous number of records, many of which are of no long-term 
interest. These reccmls are routinely destroyed. It would be imprac­
tical to retain records destruction notices of all of these records, 
therefore the Administration does not fully accept this reconunenda­
tion. However, to meet the Committee's concerns, the President is 
directing agencia to permanently retain records relating to classi­
fied human subject experiments. 

ACHRE Il:!Commended that a citizen's right to know about the 
activities undertaken by the government should not depend on 
whether the work was cmied out by government employees or 
contractors. Thus. ACHRE recommended reviewing policies govern­
ing access to records of grantees and contractors. Federal records 
regulations (36 CFR 1222.48) already specify that data created for 
Federal government use by contractors are Federal records if they 
are delivered to, or fall under the legal control of, the government. 
All Federal records must be managed according to rules that provide 
for appropriate access. Administration policy requires each agency 
to U5e contract provisions or other mechanisms to assert ownership 
of, or appropriate access to. contractor records. 

ACHRE rewmmended review and declassiiication of CIA historical 
rttonis and a review of ClA's recordkeeping system. The CIA recog­
nizes the special scrutiny that is given information about CIA­
sponsored human subjects researclJ. The National Archives ind 
Records Administration (NARA) has undenaken an independent 
review of the CIA's Il:!Cords management program lhat wUl be 
completed in the spring of 1997. In addition, the CIA is reviewing 
for declassification a few documents relevant to the MKULTRA 
program that have not been previously declassified and released.. 
The CIA has already transferred approximately 1,000 pages of 
declassified documents and a CiA inspector General report on 
human subjects Ieseaoch. to the National ArchiV\!s. This material is 
also available on the Internet (hrex.dis.anl.gov). 



Actions to Date 

Below is i more detailed description of some of the steps agenciel5 
have taken to achieve the goal of opening the historical record. In 
addition, Appendix B summarizes infonnation resollll:eS related to 
human radiation experiments, Including il list of record sourees, 
Internet sites, and publicationll. 

The Dtpmment af Energy 
Making m::ords available DOE has posted ove.: 250,000 pages of 
historical documents on the Internet-making the documents 
available in libraries, community centers, and schooh in this coun· 
try and around the world. These documents are now available 
through the Interagency Database (hrex.dis.anl.gov) which will 
eventually contain more than 500,000 pages of documents from all 
the agencies involved In this eHort. Paper copies of all DOE and 
DOD d()CllDlents are at the Cooniination and Information Center 
{ClCj in Nevada. Additional related series of recoJds of historical 
interest have been transferred to the National Archives. 

Making r«.OI1:& accessible: DOE has summarized how to find its 
records in its publication, Human Radiation Exptrim.tnts; Tht 
Department of EIltI!Y Roadmup to tht Story and 1M Rtoords, pub­
lished in February 1995. The list of experiments in that volume is 
updated and expanded In, Human Rodiatioo Experiments Associated 
with the U.S. Department of Energ and its~. The texl 01 
these documents is also available via the ~ of HllIILln R<ldiation 
Experiments (OHREj Home Page (www.ohre.dot.gov). DOE also 
has developed a l-day course on how and where to locate Informa­
tion about human radiation experiments and re1ated historical 
""",,, 

Understaruiin,g the record: DOE staff Interviewed researchers and 
others possessing first-hand knowledge of the human radiation 
experimentation and therapy that ocrurred during World War II and 
the Cold War. The result is, Human Radiation Snulies; Remembering 
the Early Yea~. This 29-part series comprises some 1.350 pages of 
tralUlCripts. This 5eIies offers schola.1'5 and interested lay persons a 
vivid glimpse inside one of the most controversi.tl chapters In our 
nation's postwar history. 

The Department is cumntly developing a plan to fund an tm.l 
history project, conducted by a non-Federal institution, which will 
allow \:be subjects and Ibeir families to teU the story from a diffenml 
perspective. This project will provide a reminder of the importance 
of protecting individual rights, even in times of national security 
crisis. 

DOE has posted over 
250,000 pages of 
hu,toriEal doctmw>tlI 
on the Internet. 

DOE's report offers 
scholars and interested 
lay persons a vivid 
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l1It Dt,artJHnt of DritMt 
ldmtifyin& iu/:Ij«t.J: The ~ent of Defense (DOD) is searthinS 
recon15 for r.emiJm; of the irmed services who may have been 
expefimenIal subjeclS. In poIrticulior, DOD is seeking rosters oll1lose 
woo were treated a.perimentally or therapeuticJ,lly with ~sopha­
ryngeal radiation. This effort is similar to an effort several yean ago 
10 identify tbose s.ervice members who were present at al:lovt!­
ground nude.v tests. (The full story of that effort was chronicled by 
lhe Defemt Spedal Weapons ~ency in DNA 6041F, Fbr t~ 
Mean-A Hist.ory 0( r~ Nurkor Uost PeIlOl1Ml ~ Program, 
1971-1993, March 1996.) 

Maiin& I'I'lllllb oa.r.ssible: OOD has P.red a guide, similar to the 
DOE Roodmap, lMt lIescribes Ihf searcb pr0ce5s fOI the records of 
hlllDao radiaUoo spetiments, and provide& the mult of the search. 
This lUide is entitled, Tht Dtpamnmt cf ~ hport en cht 
SttI1fh (or Human Radinrian ExperlmmIS R«OIYiI, 1944-1994. 

1M Mati"",,.a...tk:s * SpKt Mlliftilbation 
NaIiDMl dtilttbMt: Thf NMional Afronaulies and Sp.ac:t Adrninbtr ... • 
tiol!. (NASA.) hal estalHb~ a permanent eoJltdion of bWlWl 
radi.¥ioa e.xperi.uI.etII recom and I delWw at Johnson Space 
Ceftltr. For 1M 6nt dmt, Ibm ItCOn:is wilt bt OIIAnlztd. accn­
sible, ~ oIl'alLTible by request from the coIledloo aDd 00 the 
In&emft (hm.diu olp). 



Part 2: Protecting Future Human Subjects ........... . ................................................ 

Overview 
The success of tht effort to open the historical record will be 
measured, in part. by whether we avoid repeating the mistakes of 
the past. ACH&E's review of human radiation experiments raised 
questJOII5 of whether the curnmt I!fSlem 01 protection is adequate 
for all types 01 human subject' research. The measures described 
below will strengthen the protection of human subjects and address 
ACHRE's findings. 

Federal responsibilities for maintaining ethics in hllJ!l.tll subjects 
research are dispersed in semal agencies and committees in the 
government First, each agency is responsible for the tthical admin­
istration of lis programs, including grants and wntracts. Sewnd, the 
l'Ie8ident'! Office of Science and ~hnology Policy has a statutory 
ovmighl role, and will continue to monilor and address issues of 
science and ethics. Third, the Department of Health and Human 
Servi«!s has a convening role among agencies that art bound by the 
Common Rule-the Federal Policy for the Protection of Human 
Sub)eeh which, along with Food and Drug Administration (FDA) 
regulations. governs aU federally conducted, wnded, or ~ulated 
research (56 Faleral Register 28010, June 18, 1991). FinaUy, the 
National Bloethlcs Mvisory Commission (NBAC)-an independent 
body teCi!ntly eslablished by the President-is taldng up some of the 
most pressing ethical issues faced. by this country. (For a 
description of NBAC see page 11.) 

The Human Radiation Interagency Working Group {lAWGJ is a 
temporary coJlaboration among several Federal agencies. The lAWG 
has worked to support ACHRE and 10 l"espond to its recommenda­
tions. The policies in this report seek to ensure appropriate follow­
up on ACHRE recommendations by more permanent bodies. 

The measures 
described below wHl 
strengthen. tlu! 
pltltedion of Iuurum 
subjects and address 
ACHRE's findings. 
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ACHRE Findings and Recommendations on ProtectIng 
Human Subjects in the Futull! 

hHd on fts rwflW of CIIrrtnt hUlllln subjtd: protKtIons,. thl 
AdvIIOIJ Commftb!! found, allong otIMr thlnllS- that 

[H]um.n ... surdllnvolv1ng racHolsotopes II cumntly 
subjected to mOR Mfeguanls and leYeb of review 
thlll most other ..... 1 of "$Iud! involving human 
Albjlds. TIll AdvI50IJ Committt. further finds; thH 
there .. no apparent dffferencts betwMn til. 
trtatment of human subj.cts of radiItIon meardl 
and humin subjects of other blomedkll rest.rdI. 
(Ftndlng 20) 

[T]odI, RH.rdllnvotving humo subjects sponsond 
by tilt governllMnt l1li)' b! dassified .nd concluded 
In Hatt. but it must comply witII tilt prtI'Ifsiolls of 
the COmmon Iii .. (Flndfng 21) 

[I]n com,.rison with the practices Iftd potlcies rIf 
the 1'405 iI'Id 1950$. thlrt hmI liMn dgniflwtt 
advInus In the pmeetioll of the rights lind i"ten!sh 
of humin subjects of biomedical mardi. Howwer, 
WI also find that til, ... Is ..,.dence of HriOUS dlfl· 
dendes III SOli' Pifts of the cumnt system for til. 
protKtIon of the rights .nd InteRm of hWllln 
subjects. (Finding 22) 

ACHRE Recommendation on the Cenlr.llity of Ethics 
ACHJlE recomm",d«I tim Idtw efforts on I national.scale be made 
to ensure tII",t hUIII." subjects I'MeIrdlerl fuDy undll'5tar.d tile 
ethical Imptlmlons ;lIMd responslbititll$ of their woriI:, .nd the cen­
trality of tthklt dKisiolls. (Recommendation ') 

Response 

Responsibility lor the ethical conduct 01 research begins wllh 
researthers and exlends to their Institutions and the Institutional 
Review Board!! (IRBs), The Administration has multiple efforts 
underway 10 reach, educate, oversee, and hold accounlable each 
layer of the resea!cli system. The Administration Is also taking steps 
10 promote understanding ot and COnsenSUIi about, ethical Issues. 



Nadwl tleetWcs M.iwry c-issMII 
lbt N.lti0fWl BioeIhlcI Advisory eo.m .. jssWvt (NRAC) . .. ""tiona! 
dell.bmtiw bod,. of prime dtizms. "as eu.bUabed by liar 
Pmident to provide pid.lnllt 10 aU Fl!dtral ~ 011 tbt etkk.a.I 
conduct of human behavioral and cIlnla:l resurch. mil the ~ 
lions of thai meMclI. r.IIAC W.18 established, in pare, to mpood 10 
ACHRE, and the Administratlosl expectS NBAC will choose 10 ad­
dress the key issues identified in 1tCHRE'. rec:om.meodaOOrtI. h'MC 
will not be able to reriew aU Iuua raiwd by ACHRE. ibf Adrnin& 
tration has been careful 10 ensure thai iuuellIOI JH.n up by N8AC 
will be addmsed elRwhere. 

As a firs! priority, NBAC wi. seek to InIprove protection of the 
I'fgbts and welfare of human mearcl! iUbjeru. The E.ucutiw Order 
emblishing h'I\AC. required each ~ to m1ew III cunnt 
human subjects mwth In I~ of the Advisory COnnltW!e II(OJII. 

mendatiornl and report the multi 10 NBAC. NBAC 15 currently 
reviellriq these documents. Appendix C detiils specific ICtiritie 
cuueutly btinl carried OUI by the agencies u • Mult of their 

""'~. 
NBAC'. meetings are publ1c and provide a forum tor dulogue on 
eihiCII issues. NBAC has hurd prewntatlans on I"uell rdalld to 
senetic research, iru::iulIin3 doninl, as well as the bro.det ~ of 
human subjeClS MIUlCb. Members of Congreu, CongrtMion.al ttaff. 
and i't'presentatives from diverR OlJIIIiu.donl Lncludlng tilt lUI!; 
Forr.e on Radiation and Human Rilbtl. the Colleae of Amet1can 
Pathologists, tilt BiolKhnolOlY IndUllry OrganiuTion, and QliztllS 
for Reepon~ible Care In Plychiatry and Rftearcb testified on dhks 
IMues and on NB,AC'J m1ssiolL Further Infonntltion can be obla1ned 
from the NBAC Web Site (www.m.h.&ov/nbac/nbac.htm). 

Education 
ACHRE'. report made clear thai a ~ to p~mtins the lqIttidon of 
past arlsWles b Ihorough I!Id contlnu,", educallon aboul dhics 
ilDC!. how Ihey apply to rurrent human sUbJec.IS mearch. The Ad· 
mlnlstrilllon it l'Itponding 10 ACHRE'$IPedftc I'tt'(Illua.nd.atlon1 by 
ClHponsoring educatlcmal prosrams with extemallfOUpe such as 
medlcallchools. UDlvmlliel, and sc\HJdBc sock:tle.s. The pal. 01 
these educational efforts ate to IU'enSlhen hUID4D lubjfCU psotK' 
lion, to provide a forum for .iddrtMi"l 00,:01111 as weU d emtrgilll 
Issues In human subJrCIS mutclI. aDd 10 I.unUlariu prolessionall 
engapd In non-federally funded human subjttU research with 
mevanl eIb.lcal conJideratiOlIi. 

Pare of !he ollgoinll rducatlonal pl'OlltS!l Is a rtiniorctllHnt of !he 
importance 0{ InltitudonaJ RMew Boilnh {IJ.&} at inttilulloos 
ctlIIductinll federally funded rnearcb. TheM IRBs ite loea1lfOUPI 

ThL ExM'Nve 0rUr ,,_NIMC. 
reqaimJ eodt qenq 
to revfftu '" cwmtt Iwman_ ... 
J«1n:h in li&ht 0( tM 
Aclvtsory Commlnte 
_and 
f90rt the mula to 
NaN:. 
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wbose fIlm'Ibel1hip and fffPORtlbUitia i~ rquIaIed by the ftdem 
&owmmtnl:. They are respomlble for m1fwI", and ~iD& the 
~1caI oootent of ~n pIUpOHd bun:r.lJl. subfects mearch pro/«U. 
IRBt aft a Ilf1(hpin in tIM! protection of human sub/~ JIOd tbeir 
oedlbillty and eff«tIvmess depend. on Uqu»e aWMme5S of bask 
fthielltopla. 

Smllarty, tdUColtlonal pmsra!Il5 <He abo being targeted at lIMn' 
IIK'nt-rql1lated me«dI ttY!: til not gll'o'mlment-fanded (e.g., fDA­
rqUlated research spontoml by the pharmateUtical industry). In 
$tpttJnbr:r of 1996, the FDA .pontoml its first: nationwide conle!'" 
ence 00 hwnan subj«b prote«ioo. 

Covernment emplO}"eeS wtIo have responsibility for supporting or 
overseeing buman subjects rese.uch ill'!! also targeted for ed~­
don.tl pl"tlgmDS. ThIUl. Feder.al agencies are implementing triining 
PlVllfilll' 10 educate senior level official, on regulations md policies 
g(MTII\ng lhis research. For txiUllple, NASA is working with inter­
natlonal research IYrtnen to develop common ethicaJ. principles 
that ensure the protectioo of human ,objects. DOE educational 
efforts target laboratory staff. field office pmonnel, and program 
oltic!als. 

Infol'llMtioit Gathering 
ACHR£', RPOrt highlighted the limited sUie of knowledge regard­
ing some key issues in human subjects re5eaJ'Ch. M03t importantly, 
NBIoC will be reviewilll and evaluating the IRB process. 

In Ndition, DepoIrtments ~ pooled re5OU1'Cl:lS to sponsor research 
on \be infonned consent process. The informed consent pl'l:lCml i!: 
Intended to he1p each potentia] research subject decide whether 10 
partici~le in ~l'Ch by providing idv~ inforn:wion about the 
rese.an::h. lnfonn.alion Includes a de!lCli.ption of the lIature of the 
!'ese-11m. tlte subject's role and potential rtsks. and the subject's 
rights md responsfbllitiK. Despite the vigor with which all parties 
embrace the informed conseot process, It is not well understood. 
Much of the Advisory committee'. commentary on CUl'l'ent human 
suhje(U fa'earcl1 was centered OD infotmed. consent. The NatiODal 
institutes of Health (NIH), VA, and DOE are committed to support­
Ins reseM'th that will IllOI'e fully ilIwnini1te the infomled consent 
process. A Requesl for Applicatioos (RFA) to conduct research OIl 

this issue was pWIlished In the UU 0( 1996, and fisc.tl Year 1997 
IIlOn;es are l'.al'1llaIked 10 support this RFA. 



ACIHIE Recommendation on [nstitudonal Review Boards 

ACHU Nc-lIIlII.ndH spedfic , .... !Jf. to 1 •• , In five aitiCli .rtll 
(R.tel'llllllftditlon 10): 

et) IIMdIanilms to ."iIlN I monger tonlS on studies tNt POM IlION 
thlll minimal risk to subjects; 

(2) better m""$ of aptalning to pottntl.llubjects the dbtlnctlo~ 
between resprth Mel tlQln"nt. the rulfstic IIbllhDod of 
mtdlal b.ntflt to the subject from ,.rtidpaion, and the 
potential for dlscom1art and pain; 

(3) ensuring thilt potential subjKh fully undtrshnd tilt 'pen",,, 1M 
purposes of the fl!IUrdl; 

(4) ensuring that potential subJecb fully uncltl'ltlnll th. f'IIIMCIIl 
Impllcattons of partldpation: inc! 

(5) R!mgnitlon tIIIt. the 111t .. ust d,d"'lf til, _tty" the K!IIIQ 
jUUifie5 the risk to tilt subjects. 

Response 

The Administntion agrees that there are indications IbM 1~ lltB 
system Is not .tlnY' adequate 10 ensurt proteClioo of b.Dl»I 
5ubjeds. NBAC b.u undertaken to reYil!W the CIIrrenliRB S)'SIcm 
and intends to finish that pro;ect within a year. The Adminhlr.ooe. 
antid~es specific ~!lImda1ioDS froll NMC ~ reform 
of IRBs, Including retOIIllneIldalions tbal address i\CHRE's co.--. 
hi the inltrim, ~Ies are lnfonnjo: IRBs of ACHRE's nromlVD­
datlcm and 1ft -.rorki1l3 to ~ IRB& 

Tbt' O!fk:f lor Proleaion hun ~.m JtiW (0PIlR). pan of NltI. 
15 ~1lI a uUooal effort to elluatt the reeaTCb community 
iIIboull\CHRE's recommendMioftS. OPRR and fDA support an 
IIIntaal puWc meedJlI ror IodIvkluab ialemfed. in 1he gOTemanoe 
of hUIlMI1 Ml1«U reunn.ln .Jdition, OPU, In cooperation wilh 
FDA. illlId IotaI ~ i~tuticms, biI5 Iwld dl!cIssioIu 01 the 
ftoCOmmtndatloos at IWlioR;d _bhopt; to Aliant.J., Oklahonw City, 
HOflOhalu, ~. HcIII.OII , w San Diego. 

OPR.R and the FDA m.lU ~e UM' of public 1ftttingI, forums, 
htartnp, and dec:1fOnk mia 10 ~ mlIving Issun on human 
subfcd prolcdion. om w FDA abo replarly ,m,illnformation 
dlft!ClIy 10 1R.B5 and othtr inltmlN parties. FDA seeb public input 
Ihroosh tN tfdtnllll.q930' and by roallln! propos.lls to the IRB 
aDd dlJdea.l lllYHtiplOT communitin. In October 1995, FDA lmitd 

The .4dminJsrmtkHI 
antidpatn spedlk 

~­from NBItC 11'J4ldin.B 
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BulLdlI9 I'uWe Tnllt: AdIoIll to lesp!IIHI to the IodviSGIJ Coonlllttee on ltuman hoIIation bprrlments 

The Natinnal Bioethics 
Advisory Commission 
(NBAC) will provide 
an opportunity for 
public participation in 
the colUinuing review 
and interpretation of 
ethical rn~. 

a miljor revision or Its "Inroflnation Sheets for InstitutlonaJ. Reyiew 
Bo.mIs and Clinicallnvestigators, ~ to tae into account the latest 
thinking and to provide guidance to IRBs. This information is 
avanable on the Internet (www.lda.gov/oc/oha/toc.hlml). 

As noted above, ACHRE recommended thatlRBs focus the bulk of 
their lime on "udies that present more than minimal risk to sub­
jects. Th educate the ll'!IeMCb community about the imporlance of 
this m:ommendation, OPRR sent infonnalion to 5.500 addressees 
worldwide. The information highlighted ~ulatory provisions for 
(\) exemption from IRB review of 6 categories of low-risk research. 
and (2.) expedited IRB review of 10 other kinds of research when it 
is judged by IRBs to be of minimal risk. Proper use of these time­
saving mechanisms permits !RBs to devote greater effort to the areas 
of COncml to ACHRE. 

ACHRE Recommendation on Maintaining an Open 
PubLic Forum 

AtHRE recommended the C!'NtiOR of a mechanfsm to provtde for con· 
tinlring public discusrion .. lid interp~on of etlriulrulH ud prin· 
clples that govern humin subjlds rtsurth. (ltecommlndation 11) 

Response 

The Administration agrees that continuing discussion of ethical 
rules is vital to protection of hnman subjects in govemment-spon· 
sored and privately sponsored research. Both the government and 
private institutions hive key roles in ensuring that this debate 
continues. The National BioethiC!l Advi~ry Commission (NBAC) 
will provide an opportunity for public participation in the continu­
ing review and interpretation of ethical rules. 

Private organizations and periodicals al50 serve an iroportant role In 
the continuing public discusmon of ethical rules. 

The Administration also agrees that there is a need for a mtthanbm 
to interpret the existing rules that apply to government-sponsored 
research. The Department of Health and Human Services (HHS). 
particularly OPRR and rnA, provides information and interpreta­
tions of the regulations for protection 01 human subjects. OPRR also 
maintains an Information-by·FAX service (301·594-<1464) and a 
World Wide Web site (nih.gov:80/grants/oprr/oprr.htm) to distrib­
ute information. and responds to inquiries by mail. rnA provides 
these functions for rnA-regulated research and OPRR provides them 
for other feder;llly supported research. 



Individual agendes are also promoting public discussion of cwrent 
ethical issues. For example, DOE's FlhIcal, Legal, and Social Issues 
{£LSI} program sponsors a wide variety of educational progrOllIl8, 
Including meetings and seminars. DOE has recently sponsored two 
highly acclaimed public teJerision programs on the human genome 
program. DOE has also sponsored a workshop lor trial judges to 
rl!Cl'ive information about, ami discusr. the use of, DNA evidence in 
the courtroom. 'The genome program has also sponsored confer­
ences 10 discuss genttics in lighl of religion, discrimination, and 
other ethical Issues. 

These projects are good examples of public and private entities 
working together 10 promote civil discourse over ethical Issues. The 
Administration will seek additional opportunities to support this 
kind of effort. 

ACHRE Finding and Recommendation on the Protection 
of Military Personnel 

AtHIE found tbt it i5 often difficult. In I military SItting, to distin­
guish req"lIem for volunteers from onhrs. 

The military setting, with its strict hierarchical autllor­
tty structure .nd pervilSive p!!senet In the lives of ib 
I1II!mbers, poses spedal problenu. for ensuring tht 
vo!untarlness of JWlicipation In mureh actMties. 
Thus, although tht DDD hilS adopted and Implemented 
the consent fequirem.IIU of til. tORllllon Rule, adell­
tlcmal procedural Afeglllnis and educational activities 
for officers may be Wlmllnttd to counttl'lct the glllll'l\­
ized dlfel'lnce to 8uthllrity inherent in milibry culture. 
AI$O, MeIll5e till opportunity \:II sel'll! the niltion iI'5 

$ubjeru in defens.-orlented nsnrdl projects Is closely 
akin to the de_cis plilced on members of the militlry 
in their routine dwtltl, it 1$ denTlllte to empl\ilnzt the 
distinction betftln mureh and course-of-duty rlsb 
both in cons.nt procedures and in officer training 
progTllms. 

AtHRE rt(ommendld that the mi\itlry ~r ensu~ th. protection of 
rights Ind interests of nrilftary personneL who ~ involved in human 
subJeru resureh by reviewing geneJl\ policies and procedures. 
lIduming officers and investlgators, implellMntlng polidls and 
practkes that make c:ertaln partldpatlon is genuinely valonlal)', and 
maintaining a registry of volunteers. (Recomlllendation 12) 

The Admtnistmtion 
agrees that continuing 
disausion uf ethl.ca1 
rules is vital to 
proteditm. of human 
subjects in 
governmeru:-sponsored 
and privatdy 
sponsored research. 

" 



In the SU1fUfU'r of 
J997, DOD wiU 
pubfuh a m.Ued 
human m bjecG 
~dirmfllC! 
rllmlndudn policy 

"'""'" """"""'" by tht .'.d1lUoQ' 

""""'-

" 

Response 
The Administration agrees that e~traordinary ateps are D~ed \0 
protect military pmonntl, and DOD is il1lpkmentins ACHRE'5 
recommendations. AmODJI other steps. DOD II rmsIlIg diTa'!fvs 
and Military Department regulations, and lDcoipOlatlll8 needed 
training into courses for COnunimdm, Mnior leldtMip. and tbox 
involved in hum.n lubjeds Tellarch. In the sum11m' of 1997, DOD 
will publish a revised hUmaD subjects protection directive that 
lnclude& policy changes recommended by tht Advisory COnniUtf. 
for example. 10 avoid undue command Innutn~, Iht new policy 
will preclude oltlcen and noncommtnfoned officers {rom playing I 
rolt In Jelectlng volunleers for mJllwy teat6. (see Appendix C lot 
IIlOte details). 

ACHRE FIndings and RKomm.nd.tion on 111. Fed ... 1 
O .. rslght of Research 

AtHIE fould thlt IMmght of human Jubj.cts rtiHlth tI U .... ttd 111111 
11 C1lllstmnM by p"cttc.1 (OIIJtd.ration" ACMII found th~ the 
~C\II'rent mfChllh"'J for _rtf,IIt ••• do not prcwfdl. sufficf.nt 
N.b for '""'""1 dlit till (Ulft"t systtmiJ lItOrlrinl plOptrty." 

ACMe founlll th.lt unctiOllJ mly be ;n.o.qu.te for vI,lmOilS of 
IrMtIllM subJ«b re ... rd! PI'Ot«t\OIlL 'or txImpl. "tlun to obtlfn 
c:ortilllt hom IlIbJKtI (wlto IN not phyrially Injured) II .. ".rllty 
JMI'IiiUble 0111, ~ tilt wlthdrIWIl of res •• td! fundi" .. 

ACHU also found thlt ·th .... II 1 ntld to lUllS th.1eYel of I'tHIrtiI 
ptrfar.td OIItstdtlth. CoIIII'''" lulellnd to cOIIlfllltr .cdon to til,." tim aU luIIj.cts .11 Ifhnltd the plOUctfonl It offt1'l.· 
ACHl£ ru.lllllllltItIII tIM illlplllVlmlllt of th .... parts of ttl. cumnf; 
ft4ff'II I)'ItMlfor l1li_ rt ... rch lubJect protection: _rright of the 
ftSUfdI preens: .lIIctlOII. for vloiltfODl of hUII.1I lubjlcts "..tIc­
dons; Md pntIctio •• for '''bJlcts of nOil-fIcInLy funlllllll ,. ... lth. 
(Itc. sudation 11) 

The Mmlnilllt.Mion agrees that there Me imponanl &aPS in the 
current S)'IMm of human suh;ectl protection,.;md has identified, in 
~y befon! CofllreSS, wmpJes of research lhal does nol fall 
within cbe I ... bit of Fedtral protection. Congress has proposed !be 
HWD.Ifl ~ Subtett Prottctlon Act of 1997 (S. 193) 10 ensure 
!hac aU humao subjeca an! adeqlYttly protected. The Mministra· 



nOlI believes that Congress is also the approprtate place to consider 
whether additional civil or criminal sanctions for the violation 01 
human subject protections are necessary and desirable. (5anctiODS, 
Including crimin.tlliabillty, apply to Investigators conducting FDA­
regulated research who violate FDA regulations protecting human 
subjeru.) Any legislation would need to protect research subjeru 
and avoid deterring needed research. 

In addition to exploring legislation, Federal agencies are undertak­
ing specific activities to strengthen oversight, some of which are 
deS(ribed in Appendix C. The Administration expects that NBAC 
will recommend additional actions to improve ovmight of Federal 
researcb, and will Identify the highest priority steps. 

ACHRE Findings and Recommendation on the 
Compensation of Subjects In the Furore 

ACHRE found that th. Fedml govemllllnt lacks a "policy or guldt for 
a fair system of compensation of rtsUrda subJ.cts." 

AtHRE I"KOlIIlIMnded that the gomnrnent molw the longstanding 
Issut of whether Ind how all persons injured in th' "fwbIrt from 
fedelilly funded hUlllan subjtcts IIHlrch should bt compenslttd. 
ACHRE recollmtnded that the Fetiel1ll governllent COIIsklf( I systeM 
of comptnSation for murch subjects who suffer I'hysicallnjul)' or 
dignitll)' h_ as a Jesuit of federally funded rtSUtth. 
(Recommendation 14) 

Response 

In the absence of a finding that a significant Dumber (If modem 
research subjeru are unialrly denied compensation, the Administra­
tiOll is not prepared to propose a system outside tbe existing net­
work of ~ral and state liability and insurance systems. 

The Administration does, however, view the debate over lIle extent 
and effectiveness 01 our current human subject prolectioll5 to 
encompass this issue. The Administration would be open to consid­
ertng any recommendatioll5 from NBAC or legislation from Congre$s 
that seek to address this issue. 

The desire 10 spread the cost 01 research injury is a reason 10 
consider a compensation scheme. The currenllorl system, though 
imperfect, provides one mechanism 10 seek compensation lor 
injuries that arise from P!!II!MCh. In addition, IIlI! ton sysll!lD 

TIle Adminl$tra.titm 
exp«f$ that NBAC will 
recommend additional 
adion.$ to improve 
cwmight of Fedeml 
research.. and will 
identify the highest 
priority steps. 

" 



IuUdlng Public TRlst: AttIIIIIi 1CI RIqIond to the AdvIsory Conllnltttt 011 Hu_ bdlltIlIII &,er1l1ents 

Federal agenci.eS will 
jointly propose 
rrwdlf/catfons to the 
Federal Policy for the 
Protectit.lIl of Human 
Subjects (Common 
Ruh) as it applies to 
classified research. 

provides a powerful incentive to Il:'IIeaIdtI!lli to 00servt' appropriate 
standards of care In conducting the research. These standards 
generally include providing for Informed consent and exen:iaing 
care In the conduct of research. 

ACHRE Recommendations Regarding Classified Research 

Becaust of Its concerns about put use of secret I'UIIlrch, ACHRE 
recommended thl!: (I> 1h. Administration establish. 10mll policy 
prolribittng waiver of Informed consent for clusfffed NSHTth .. d 
Nqllirin! that potential subjem of classified l'e5elrch must 1M told 
Ih. fdtntity of th. sponsoring qency. ACHIE also l'tCOIII""ndeci that 

lb) for cluslfitd NS.arch, tIM Administration Htlbllsh In indlpan­
ent p .. at to lWiew id.ntIftc m.rtt, risk/blll.flt balance, consent 

proc.dUNS, and whlthll' subjects nud a security dunlKl to ISSUN 
fulty intonnld COIIsent. TfIt NCOtds of this JIIntl would be plI'lIIIntnt. 
(IttCOlllmendation 15) 

Response 

ACHRE acknowledged that it is in the nation's interest to continue 
to allow the government to !;(Induct classified research using human 
subjects where such research serves Important national security 
interests. The Committee found, however, that classified human 
sub}ects research should be a "rare evf!nt~ and that the "subjects of 
such research, as weU as the interests of the public in openness in 
science and in government, deserve special protections.· ACHRE 
was concerned about 8exceptions to informed consent requirements 
and the absence of any special revieW and approval pl'OCellS for 
human research that is to be c\asslfied." ACHRE recommended that 
all classified relIe<lreh meet the following requirements: 

• obtatn Informed consent from all human subjects; 
• Inform subjects of the identity of the sponsoring agency; 
• inform subjects that the project involves classified research; 
• establish permanent records; and 
• be approm:! by an "independent panel of nongovernmental 

experts and citizen representatives. all with the necessary 
aecurity clearances. ~ 

The Administration agrees with the tint four recommendations. 
The President il i!suing a memorandum dim:tillll Federal agencies 
to jointly propose modificatiOllB to the Federal Policy for the Protec­
tion of Human Subjects {Common Rule) as k applies to classified 
research in order to implement these changes. Further, subjects will 
be Informed of the sponsoring agency, except in limited, mlnimal­
l'isk cases. In aU seaa studies. re5eilrchen wiD obtain informed 
consent, disclose that the project Involves claIsified research, and 
keep permanent records. 



'Iht AdlllinisUation al&o agrees with ACHRE'I call for a special 
review process lor classified research and permanent reeotdkeeping. 
The Federal agencies will ;Cindy propose (t) amending the COIIIlIIon 
rule to require that IRBs for secret projects include a non-govem­
menial member; (2) estab6shing an appeals process 50 that any 
member 01 a review board who believes a project should not So 
forward can appeal the board's decision to the head of the agency 
and, if necessary, the Assistant to the President lor Sclence and 
Thchnology; and (3) mtuiring the sponsoring agency to keep 
permanent records of the panel's deliberations and the informed 
consent process, and to declassify such records as soon as 
appropriate. 

'Iht Administration is taking two additional steps to ensure that 
classified human subjects research remains rare. The President is 
directing the heads of Federal agencies to dUclow annually the 
number 01 secret human research projects undertaken by the 
agency .and the uumber of human subjects partlcipallng in each 
project. 

1"he5e steps will prwerve thi! government's ability to conduct any 
necessary classified re5eaIclt involving human subjects while 
ensurinS adequate protection of research participants. (See 
Appendix £ for the directive from the President regarding classified 
_.J 

ACHRE Findings and Recommendations Regarding Secret 
Environmental Releases 

TIll AdvIsory ComlllfttH found that "",lib thIt mH thl saml am­
clms as the inttntional e1lYfronllintai "l.lses of radiation In 1948 
to 1952, ·could stfU tab pllce In slent undlr CIU"Nn-t environmental 
laws and regulltlons.· 

TIll AiMHry COllmltte. further noted that. 

Todly thl IIw pl'OYldes that Invtronmlllt1l MlIWS mlY 
be condua.d In part or ..... 0 in wIIoll In "em. t/tIrtby 
tl.lminltlng pmlsion for puhlic notice and commtllt. In 
dal5if1ad programs. thl towmmtnt lIust stItI comply 
with Invin)mllenbl $bn~, .. d the Environl'llintal 
Protection Agency lIIust _we OUld MIN' emironlDln­
til compliance. HowMr, till EPA his not mlinbin" 
records of IIIvfronlDlntal "IIISH whIR thl nvlews 
wert conducted in whote or In part in SlCNt. 
(Anding 23) 

These steps will pre­
serve the government's 
ability to rorulJu:t. any 
neussary classified 
research involving 
human subjects while 
ensuring adequate 
protection of TeSMrch --



EPA, in amjUlUt1on. 
with Federal agencin 
rondualng clJlSsi(lm 
Prosrmns. i5 wldng 
steps to improvr 
rrlilironmental ovrr­
sight and enforce~J1l 
capability ollt'r 0.11 
classified actiuitiQ. 

n. AdvIIOIJ (DII itlH ~""I •• " tIMt (.) u.... be IWfft ~. 
iIIdrpeMeM put(".., ph Id IlMoe ... "taI r,t .. " w'fIm;.., 
as,.ct ilMlhll YCrt<y; _that (IJ) ..m,N Illtal-.1tllt of 
dl5sffiH PfOIITI I, _ ... .., tilt fmi, __ W ~..ted:MI 
Aotnq ((PA), a.o..w Iwllt btpl,.1Irin ~ pt,. ... ntl'..., 
~ to Ctnptn. (klC*, I ' MM JlI) 

Response 

Tbr /tI\lnlnislf.lcion.l&fftt 111M eM fn-".Ior ~I,IIII 
I«OrdItte¢n8 or m1twf of!lfml tn~tal '*_ neeb to 
be improved. 

EPA, in conjunetloft with FtdtAI qmcin omductln& ~ 
PfOl1.1I11I. is takin& ~ 10 Improve ellvironmtrltal ~ and 
tnKII'tfn~nt ~ilky owr all dusiflfd adivitin. lbne ItepI 
include formal ap!lltnlt btlwem EPII. altd otber Federal aaeades 
10 streamline the process of p!'OYkIl"8lnf~ abcNt enyUoa. 
menial co,""lioancc Nlaled 10 classified ac:ci~klea. lbie effort will 
give mvirorUDtntal miol'tflllfllt autboritift lhe lnioImatiotI dwy 
JWd 10 apptoprb.tely rmew leem e:oriroruHotai rel.1WeS. k would 
be difficult, If not IlIIpossible, 10 ~,tt! linllLu enbCriiitN: QPabiH· 
ti" In a Dew regulatory entity, such as an iDdl!pfndent rniew 
pand, that foeUieS only on these mremely rare occurrences. In 
ddiUoD, a new enthy would add to the burea.UCl'<iltic complexities of 
ensurll\l environmental safety and would not necessarily increMe 
public protecrlon. 

EPA will estabUsh anlt maintain a permanent lile 10 Itocument EPA's 
classified rmews unlter the National EnvimnmenW Policy Act 
(NEPAl. The EPA policy e3tablisb1ng this pl!l'llla1lent file wlU 14· 
dress ttaO$port, "orqt, rmew,.nd ptl1lU.nent recotdkeeping of 
cLullflt!d N!JIA docuiOents and EPA rmew comments. EPA will 
nOfify all Frdrr.tl agencies of 113 DeW clasIlfled filing; and review 
ptoc:tduteS and will pn:wilte eongn,,, with infonution on request. 



Part 3: Righting Past Wrongs . . . . . . . . . . . . .. . .... . .... . .................................. . 

OveNiow 
The ACHRE report revieWed in detail several case studies 01 
government-supported human radiatio[J research including: the 
injections of plutonium into 18 hospital patients during and after 
World War n, research with prisoners, and research on patients who 
were exposed to total body Irradiation in clinical settings. 

The Advisory Committee also consilk!red issues related to certain 
radiation exposures associated with government activities thai the 
Advisory Committee cOlicluded should not be considered ~human 
experiments. ~ These exposures were sustained as a result 01 govern­
ment activity undertaken for Purpll8!lS other thJn human radiation 
research. Tht ~~ populations inOOde atomic vaerans, 
uranium minen, and residents of the Marshall Islands exposed to 
fallout from U.S. weapons testing. 

The Committee recommended several steps that the government 
should take to make amends for the specific wrongs for which the 
government bears moral responsibility. 

This section of the report discusees ACHRE's findings and recom· 
meJldatiollS in the areas 01 notification, apology, and compensation 
and presents the Administration's resPOJl5e. Within the discussion 
of compensation, the report addresses Individual cases, uranium 
miners, other populations covered under the Radiation Exposure 
COmpensation /!.r:J., veterans, and MmhalllsIanders. 

ACHRE Rndings and Recommendations on Notification 

The AdvIsory Committee found "no subjects of 1Il0medicai experI. 
mints for whom th .... 15 a nHd to provide notIficatfon and medical 
follow·up for the purpose of protecting their heatth. - In Idditlon, the 
Committe. found no IYidellCl thIt dtscenclants of RlbjlCts of hum .. 
l1ullltlon aperimenb hIVe I gruler likllihood of Inheriting genttk .-
TIl. Ad\'iSOf)' Committ .. I'tcom .. ,ndtd thIt (It'COIIIIMndttiOll 4): 

• for Iny ntwl.y-discOVlred IIXpIrilltnts the govemIMnt should 
notify p.rtldplnts and provide medical follow-up for 

The ACHRE report 
reviewed in rUtail 
several case studies of 
gollt!'rn.rnmt-supported 
human mdiation 
-=h. 

-those RlbjKts for who .. thin lSI dgnlflcant risk of d_loplng I Zl 



Beyond protecting 
public heo1th, the 
government tlIW 
$eek to support as 
fully as possible an 
individual's right to 
know about octW1f8 
t1ult may h4ve 
affected hlmjher. 

radiatlon-nlate4 dfsuSI that has not yet occurred, or has occurred 
but IMY still be undetected or unbNted,. ~nd in nOli! there IIIfght 
bt an opportunity to prevent or minimize potential Mihil rlsb 
through dtllction and tmtlllent." 

• The gOYtmmtnt need not notify subjects: of .,erimenb reviewed 
by ACHRE for public htllth IQIOIII becallSt they did not mitt thI 
1'I!(OIIImtndtd moria for natfflcatlon, 

Response 

The Administration's view is that, in gmeral. ACHRE's recOIIUlleD­
dation is correct, For public health redSOIIS, the government will 
notiiy any identified subjects who meet the critena in the ACHR.E 
report; these include any sabjeru placed at a significant risk for 
devt!lopment of a radiatiOJl-re!ated disease, where there is a recog­
nized medical benefit from early detection and treatment. (Because 
medica] science is not static, neither is the decision as to whether 
there Is a medical benefit) 

Beyond protecting public health, the government will seek to 
support as fully as possible an individual's right to know about 
actions that may have affected himjher. Therefore. the government 
will also notify an Identified experimental subject If the subject 
n>quests the infonnatiOJl; if the government determines that a 
subject is likely to fall within the criteria for government compensa­
tion; and, on a case-by-ease basis, if there is uncertainty about the 
effects of the experiment and notification Is necessary to investigate 
whether subjects were placed at significant risk and whether there 
is a potential benefit from treatment. The Administration believes 
that this approacit fuIfllls the government's grave responsibility to 
inform subjtcts while maintaining respect for those people who 
would not want information that has no tangible benefit. 

It is ill1portant to be clear that notification is not simply the process 
of taking existing: lists of names, current addresses, and phOJle 
numbers and contacting people. For most experiments, names are 
unavaIlable. Much of !be information about past experiments comes 
from the published literature wbich does not generally include 
names. Even where more detailed records have survived, informa­
tiOJl about individuals is generally fragmentary and does not in­
clude anything about their current whereabouts. Mucit of the 
information abont individuals is in the records of private hospitals 
and universities where confidentiality and printy rules prohibit 
government access. 



For all of these reasoos. the process of ~ individuak or nt'XI 
of kin Wony years after Ike npericaents toot p~ is c!ifficuIt. tinw! 
(OlISWDing, aJStIy 10 the taxp;tyoer, aDd Iiktly to Moe limlled suc­
cess. Where individuab Qn be tOUllCl, il b diffICUlt to aMm cbtir 
exposure ancI risk given the liaWd clata .wai~ 

Notwithstanding the difflctitles of undettlling indmdual MIlitia­
!ion, the government reaffirms its omtinUing corn.utmtnl: co opert­
ness. Where the govemIMnt c!oes IIOC uadertakt individual notifica· 
lion, it will continue 10 make ~I rNting co bUllall radiation 
experiments available 10 the publk, to re5POnd to IndivldUl.I inquir­
ies relating to these experimenU, anc! to cilefully rm- any newly 
identified experimenlll In che 11&ht of the AdvIsory Committee 
notification criteria, 

Discussfon 
ACHRE was charged to mak! a recommendation abouI notification 
for the purpox of protecting tbe health 01 subjed.s or their dc!oen· 
clants. After careful considmtion, however, /£lIRE recommended 
that decisions about notification be based on "evaluation of botb!he 
leveJ of risk from radiation rxposure arul the potential medical 
benefit from mt'dicallollow-up In exposed indlvid.uaIs."In Iillcu ... 
ing this recommendation, ACHRE observecltbat notificacion can 
Impose new burdt'llS on subjects that mu~t be weighed ~inat the 
potential for medical benefiC from notification, These burdelUl 
include anxiety; medical harm; lm:onvenienct; possible stlgmalira· 
tion by friends, family, E'IlIployen, or Insurmc:e c:arrlers; and cost of 
seeking medical testing or follow-up. ACHRE I'f'COmmended nOlifi­
cation in the limited circumstances where the eri~ria lor medical 
benefit Wt1't satisfioo or where the individual seeks notification. 
ACHRE endorstd tht' principle that citluns ~lfe entitled co know if 
they or a ~lative were a subject in a radiation experiment. 1b usilt 
individuals In pursuing all5Wl'1S to this importaRl question. ACHRE 
included it citizen's guide in It I Fi1U!l Rtporr. 

ACHRE's rewIDmendation on notification has generated controveny 
among ~ho1den, including those who p.utldpaltd In the Sta.ke­
holden Workshop of February 26-21, 1996. beJd by the Federal 
Depanmmts. As the Advisory CommiTtee detailed. many olChe 
wroDgS In exptrimeDtatlon involved the !allun!! to obtain consenl 
from subjects or to fully dilclose risks anc! bentfits (or lack of 
benefilll) of the experiments, rather than actWli advmc htalth 
effects from the testing. Some ~bDIC!ers believe lite lovtml!ltnt 
hu a rupoosibllity to notify and provide medlaol follow ·up to all 
who ~ wl'Ollpd by tht lovemment; not only thOle' who wtTt 

physically harmed. by che govemmtnt 's conduct, Although It Is 
dlfifculc to generalize abouc tbe c!ivtttllY 0( vitwS ptfMItf'll al 1M 

""" ..... -rlef4iled reconis hatlt 
$Ul'lltved.. frt{omlatfon 
about /nditrldua1.s II 
&enemU)' fragrtlbiUU)' 
and dot$ not Include 
lJllyrhlng about tMil' 
CI.Ilmu ~bof.Itt. 



The government has 
provided widespread 
opportunities for 
Individ"% to seek 
inf'onnation about 
their own inooIuement 
as subjects of research. 

Workshop, the stakeholders generally advocate that the government 
pursue some form of notification, and fund medical care by indio 
vidually chosen physicims. Many subjects and families of subjects 
do nOl have confidence tbattbe govemment call honestly make a 
Judgmenl about notification, or thatlhe government can, without 
bias or Intiraidalion of subjects, implement any needed medical 
follow·up. Others suggested that subject;; would want 10 be notified, 
whether or nol they were hanned. 

The Administration agrees thallhe decision of when and how 10 
notify experimental subjects requires a judgment about wbether 
individuals would want to be notified even if there is no public 
bealth reason for notification. 

Where the agencies dis«M!r new records containing Infonnation 
that would allow notification, the Administration will notify sub· 
jects that meet the ACHRE public health criteria, and will also 
notify those that meet any one 01 three additional criteria which are 
intended to shed light on the non·health benefits that may accrue to 
those who may be notified. As noted above, notification will takt 
place if the subject requests the information; if the government 
determines that a subject is likely to fall within the criteria for 
government ~ompensation; and, on a case-by.case basis, if there is 
uncertainty about the eHects of the experiment and notification is 
necessary to understand whether subjects were placed at significant 
risk and whether there is a potential benefit from treatment. The 
Administration believes that these other benefits-where they are 
present-would cause JJWSt subjects to prefer notification. 

Infonnation requests: Where Information is available. it will be 
provided 10 the possible experimental subject, if they so request. 
The government will use all reasonable means to let individua1s 
know tbailhey have the opportunity to ask questions about their 
own history and a choice about whether to pursue that information. 

10 make the choice meaningful. the government has provided 
widespread opportunities for individuals to seek infonnation about 
their own involvement as subjects of research, Publicity about the 
existence of eqlerimenis, and the widespread availability of 
infonnation aOOul human radiation experimenlli, has geuerated 
thousands 01 inquiries from those who want to know whether they 
were experimental subjects. This response suggests that the 
government's outreach efforts allowed many possible subjects to 
choose whether 10 seek more information. 

Based on the response so lar. the AdministratilJll believes that 
continued publication of general information and follow-up of 
individual inquiries satisfies much of the government's obligation 
to notify experimental subjects, 



MditWnal restareh: In the event that the Departments unaM!r 
additional experiments, any newly-4iscovered subjects wiD be 
notified of their participation by the Department that sponsored tilt 
researeh, based on the criteria di5C1lllsed above. 

M. experiments are identified, there may be uncertainty about 
whether initial exposures to radiation significantly increased the 
risk to subjects. In at least one case, that of members of the armed 
services ~ to nasopbaryngea1 radiation, there may be a 
sufficient number of identifiable subjects to allow for a follow-up 
study. The follow-up study would be designed to Identify any risk to 
subjects and whether medical follow-up could be beneficial_ The 
Administration's policy does not preclude conducting such a 
study-even though the government cannot answer with certainty 
wbatlevl!1 of risk Is laced by former 5IIbJects and whether there is 
any prospect 01 medical or other benefit to subjects from <1 follow­
up study. Any follow-up study should move forward only under the 
following conditions: 

1) All care has beilD taken to minirnire any harmful effects of 
participating in a study. 

2) Member5 of the public have been consulted regarding the 
study and its fairness to individuals who will be notified of 
their prior participation in an experimental treatment. 

ActIons to Date 

The must important actions the government has lakeD to notify 
subjects are the actions d~ in Part 1 of lhis report, Openness 
in Government. This widespread public availability of information 
has given individuals the opportunity to choose whether they will 
seek additional information about their own possible involvement 
in experimeDts. 

lndillidual in4u1rU>s: Those who would like more information about 
their individual experience can obtain assistance by a phone call; 
the CUllt'Jlt number is (202) 586-8439. By calling this number, 
individuals wbo think they may have been involved in experiments 
can have their cases reviflved by the ilPProp~(e ageru,:y. As of 
December 1,1996, DOE has answered over 20,000 information 
Il!quests, and researched 3,000 cases; DOD has responded to ap­
proximately 7,000 case inquiries of which approximately 800 an! 
currently undergoing active research; VA hu responded to approxi­
mately 1,750 inquiries; and HHS,to approximately 90. 

In at least one case. 
thot of members of 
the armed serviI:e$ 
~ to nasoplUl-

"""'"­there may be a 
suf(i.dm.t nrunber of 
identifiable subjects w 
allow for a follow-up 
,rudy. 

" 



DOD and VA are 
reviewing the records 
of hundreds of Service 
memberJ who receilIed 
NP irrad.iatiDn during 
and immt.diately - ... World War II. 

" 

The Departmenls are continuing their eJforts 10 resean:h cases. 
Then! aA! several factors beyond the government's tontrol that 
infIuente the ultimate Sua:es5 in each individual quest for informa­
tion. For example, some government records aA! mOA! toJIlplete 
than othen and some individuals tan provide more kinds of infor­
mation (e.g., dates, place and researcher names, and other identify· 
ing information) upon wblch to base a searclI. In cases when! the 
possible experiment took plate in a non..governmental iatility 
(e.g., a hospital or uniVfl"Sity), access to information may be 
limited. 

Noti{kation of NASA tmp/o)1«.S; eonmlent with the effort to pr0-
vide general information to the widest possible group of people, the 
National Aeronautia and Space Administration (NASA) bas notified 
approximate1y 110,000 current and former NASA employees, con· 
tracttm, and grantees about the human radiation research review, 
Thb notifitation included those universities and institutions at 
which human radiation research was performed throush NASA 
grnn •. 

Noti{icatWn of Vdemns: VA convened an expert committee includ· 
ing specialists in nuclear medicine, radiation oncology, health 
physics, aDd radiation dosimetry to review Information about 
certain projects, and to determine whether notification of known 
subjects was warranted. The VA focused its attention on early 
radiation research projects for which at least some 01 the names of 
research subjects were known. These studies were chosen because 
of the possibility of contacting veterans or family members to 
ellCourage medical surveUlance or suhmismon of a compensation 
claim, if warranted. The expert committee did not identify any 
veterans who required special follow·up actions specifically because 
of their radiation exposure. 

NasoplUlryngeal imufialion with radiwn (NP) durln,g military 
service: DOD and VA are reviewing the record!i of hundreds of 
Service members who received NP irradiation during and immedi· 
ately following World War n. In April 1996, DOD discovered a Navy 
medtcallog book which lists the names of submariners wbo were 
given the NP treatment from 1945 to 1946 under an experimental 
protocol. Using the log book as the foc.al point, DOD and VA are 
conducting intensive re5eaJclI at the National Records Center and 
other repositorles to identify other Service members who received. 
NP treatment and, if feasible, to retrieve medical data for pllll5lhle 
cohort or epidemiological stlIdies to notify individuals as applOpii· 
ate. NP treatment was a widely used conventional therapy, particu­
larty for claildren, during the 1940s and 19SOll. 1'1lerefore a study 
could be valuable to many civilians as wen as veterans. 



'Jbf VA, alODI with the Cmtm lor Di!leMe Control (roc) and Yale 
Unlwtl1fly, co-sponsotN a workshop OJ) the public beIllh re5pI)IUt 
10 NP irmiialion which was held in New Haven, CollJll!cticut, in 
September J 995. Consensus dfd DOl support mediCi! SCJ1'"I!ng 0( 
aIylIlptomalic ludiviltUilIJ but recommmded thAt iudh'iduaIJ IrNted 
with NP IrradItIiOD Inform tbeir health ca~ providers w-beo !bey 
are tMlDiIltd or ev.Juakd. VA oIHCWs have publifhed infOfDlltion 
on NP lrr~tion tRatmenlJ In medical/oumais and provided illo 
Vderana' newslettm. 

Tht VA and CDC held a sattUile leleeollfmnee III SeptmIbtr 1996 
10 ptOVtde he.alih professionals with Infonnadon about lhis Issur:. 
CumntJy. VdUMIS trraled 1I'lIh NP Imldiltiou do DOl uYe Jpedal 
ellglbl.llly for VA carr. The AdIlliDlstmloo will propose l~ 
lhat wiJl txttod eUglblllty for lhe VA's iCIJlzill8 bdi.ttlon P'ropIm 
10 veterans Irrattd wItlI NP ImdIatlon. 

Alaskan n.cuiw:r: A number 01 AWkan NIIi""...-m inYOlved In the 
U.S. Ai1 Forte An:tic Atromfdleal Laboratory lodlrlt-UI thyroid 
It:5l, whlch look pliU in 19S6 and 1957. Allbousft bod1 tbe MvI· 
fIOry ComrnlU'et ud tht lnlllltute of MNXint (10M) determiDed 
thai there wu no tvldtO(;t of Ulfllme risk 10 !he pI1tIdpInu '­
tnHl'1f'fts. DOIltluUon and 10000 .... up 0( the /~ ~II 
was recommtrodtd by the latter as pnidtnl. Tbe Alr J\Jnlr oUId Ibe 
Radiation ElptrinItnlJ CoraJuod CnlItJ (JtECC) 1ft rollowlnc liP 
on 1M JK:OIIlDIend.1UonI of tbt 10M. EifoctJ are tqOifII wlIh 
repreltnlali~ 01 tht Nali'<'e Alubns to IitImnint appoopriMe 
follow·up remfdiet. 

Idtrtlt/Yin.& arWrionIll subjcru: DOE ftOIificd tubtecu of the plUl:o­
nium and uranilml injtdion l'lJItrtmmlll. Of t.hrir DeXt of kin,_hm 
these could be located. In additlon. DOE uUd ~ its facIIititf 1,1 
wbkb hlhaJl ndlalion es:prr1menlS _ ideolif\ed, 10 provWt 
dfLilled inlonuOon m001 the avaiiabUlry of dJta rtlatiQ& 10 
Indlvidualltlbj«:U. tht feasibility of IM)fjfteatioo. ~ lI'kttbn my 
notilicition pI'I)CHa bad occumd. Wbtft ~I or former 
employffs had betD Invofvcd In eqttrilWlllJ, .oofieation g.mcra1ty 
had IHtn place. Othenrist, il W~ ~ that: the.,~ 
dau did no!: wanantl1lOli6Gilllon In ligN of the Advisory COOllnJtIce 
aiterIa.. " new inIomation or ~ comt 10 U&hc. tlw 
DepaJtment 1rill rMI!w Ibt. aor:or-dinA 10 tbt AlMsory (.ommJ1Ift 
oittria. 

DOE notf~ subjem 
0( tlv pliltcHUum and 
urulWlm in}«tlon 
aperfmmt$, or tllftr 
n<Xl 0( tLrt. Ullim 
Ihtt:x rould be loc:aUd. 



JuiIdIng Public: Trust: Actkms to hSJllld to 1M MviiOlJ to.mittll Gn Humill RldiItiOll Explrimlnts 

" 

ACHRE Findings and Recommendations Regarding 
Remedies 

Th' AdvIsory CommtttH found that: 

[T]he gDVIImment 5pon5ored ••• severll thOUAnd 
hunm rildiation experiments. in the gfNt majority of 
cases,. the experiments were conducted to Idvlnce 
biomedical sdente: some experiments wen conducted 
to Idvance national interests in defense or space 
explontfoOn; ilnd SOllie Hperimont5 served both 
biomedial and defense or spact uptoration purposes. 
(Finding 1) 

l"]eoplt! who Iftre used as re5HKh subjetb lrithout 
their ton5ent were wronged even if they were not 
hlnned." In addition, til. Commtt .. WlS Nnot pe .... 
suad.d that IYIII whlre the facts are dur and tIM 
identitiu of subjects knfllll'l1, financial COlllPln5mon is 
nKe55irily a fitting remedy when people hive been 
used as subjl!cts without their knowledge or consent 
but suffered no materW harm as a consequellCe. 
(llecollllllftldatlon 3) 

(SlolM government agenci.s nqllind tho conant of 
some JeSfirch subjects weU before 1'44 ••• [imd] 
government agencies did not glMllIIlly tift effectIvo 
llleasUres to implement their requirements and polides 
on consent to human radiation reseaKh. (Findings 4 
Ind 5) 

[T]he government ind government offldal$ are momly 
ruponsible In tlMI In which they did not takl tffot­
tlw! meUllil!$ to Implemlnt tilt §CWtrnllllllt'c polldH 
and nqulrements .•.• 

[G]ovemlnlnt offldats and Investigators are blamewo .... 
thy for not having hid poUdes and practices in ptace to 
protect the rights and Inllrests of humin subjKts who 
were used In resNJdJ from which thl subjects could not 
possibly MrIw IMdical benefil5 (nontherapllUtie 
l'anKh in the str1a seMe).ly contrast" to the txtent 
that tlMn was THSOII to bll.l_ that researth miglrt 
pnwIda • diNa medicM blllafit to subjed:s, govem­
ment officials iIld bfOlllIdiCII profusionlls .N less 
blallltWOl'lhy for not hIVIng hid sud! protettl_ iIld 
practlCfio (Flndinp 111 Ind He) 



[S]fnce the end of the Manhltt1n ~rojert ill 19411 
human radiation lXperimlnts (.wn whlre exPl'''iy 
(ondijcted for nriUtiry PUrp9su) hive typlCIIly HI 
bHn dassffled a5 setret by the gllY'mment. N_tlI.­
ten, imporbnt disCU5slons of human .XPlrilllllltltMn 
took plat. in Mem, and Information was kept nmt 
out of Clnctm for elllNrranmlnt to the gOICrnfllut,. 
pomttalle;alltabllfty, lind (onCfII'II that puWic 1111_· 
dermndlng would jeopanllze g_m .. ellt prog,..'- In 
MIme use" deuption WlIS employtd. In the U5t .t the 
,lutonium injtctlon uperiment5. gcmm .. ent offIct.tJ 
lind govemment-sponJOred rt5Hn:hel1 contlnuM to 
~p infonnltion .. 00 from the subj.m gf wv.rJi 
twlNln rMiiation experim.nts .. d their hml!"- tnc:luf. 
ing Ih. fact tht they hd bien used lIS 'Ubjl'" of MIdi 
Ttllarch. Som.ln'otnlation about th. plutonium IRj,,­
tillll'1l, including documentation shn1ng that MIl ". 
thlt. and Ttl,," hum.n experiments WI" kept Merd 
out gf conAm for emNmllllltllt Ind ltg.llblblllty, 
_ dtcludfltd ",d made pubU( only during the II', of 
the AdvIsory (ommltttt. (finding 17) 

ACHRE Recommendations on Apology 

The AtriS<M)' Co.IImfttt. Tf<ommtnd.d 

(fJ ... subj.m who .... ", "ltd In uptrillllnts for I1141tth 
th_ w .. no ,ro",tct of mtdtcal btn.fIt to Ih.m and 
th ... Is twiUnCfl specific to the dptrtlltnt In whidl 
tM subjtcl$ wtl9illV'Otv.d that (1) no con5tnt, or 
.... dtq4I.te (OIIunt, _ obtllntd. or (2) thtlr wIK­
don lIS subjects conltttuted In injurtlc:., or both, the 
gownfllfllt should ofhr a Plnonll. IndMdllllliztd 
apoi'l'/ te NCh subj.ct. (It.collln.ndation 3) 

Response 

Tbe Administt3tiOll a~ WI the subjects identified by the Cam­
milIee wen! owed an apology by tbe sowmme-nt. At the cemnony 
in ",bid! Dr. F.ldtn presented him tbe- !"eIlOn, President Clinton 
fortnaI}y .tedogiud on behalf of the government to the victims of 
hWIWI Bdiation o.pffimUWi. He said, 

So teWy. on beball of anot:ber gennl1tion 01 AInerican 
leaders and anoIber generation of American citizens, 
tk United ~~ ~ AmerIca. offers a sincere apology 
10 those 01 our citizens who \ffi"e subject to these 
nptrirnelll5, to lheic f.milies, .100 10 their communi­... 

TM Admlnlstnrrion 
agret$ rIuu 1M 
'Jl~ idtnJf/W. by 
1M Conunitw wm 
owtd an Qpoqy by 
"".,..."...... 

" 



The Admi.1tUtrotion 
will rontinue to apot.o. 
giu to subjects and 
their fo.milies in 
appropriate case! Il$ 

they I1rl' ronsidered 

"'"' """"-

" 

Wben. lbe ~ does WfOI'Ig. ft tuft a moral 
rnponsibWity kl ;Mimi( it. The daly 1ft _ to one 
anolher 10 lellihe !ruth UId 10 proted oor fellow 
dtizeus from eo me! Iikt these is 0Qt wt ua_ 
walk away from. Our ~ ianed in WI dUly. 
and II otffts an apokIgy 10 !toe suniYort and their 
Iamilies and to all tile American people who lIluse be 
able to rely upon the United St.ltel 10 kftpltswon! , to 
teI1tbe truth, and to do the riAhl thing. 

In addition, former EnuiY Semtary O'Leuy has apoiOliud on 
behalf olille ~I a! pan of lbe tetlletMDlS ollndMdu.aJ. 
cases. The AdmInlMratioo will rontinue 10 apo\ogi:r.e 10 subjecU and 
their families In appropriate CHI!5 as !bey ut' (ODSjdeftd and 

"''''''. 
At the same rime, the Adminislration bdieves dw.1. ~r most 
subjecU, the President's apology on btbal! of the govenurwntlo all 
subjem of human radiation experiment. i. suffIcIenI:, as oppoeed to 
pursuing individualized evidentiary InvestiplOM, 10 fullill the 
Committee's admonition thai-an apology mould bt offeU!d only 
where there is evidence specific to an ezpetimenl or sllbjed: that no 
consent, or ioadequate coment, was obUiined, or the subject's 
~eltction constituted an injU51ice, or both.- (Reocofllllnendalion 3) 

ACHRE Recommendations on Rnandal (omptnsation 

lilt Advisory COlllllittH nCCllllm .... d that til. poelTlIIIIIM ,rovi4t 
ftnandal CClmptnutiOfi to subjertl of hu_ radiation tqMrilll.nti In 
two Cllts. Firrt, those casts -in whidl efforts _ II •• by tM 
gDYtmm.nt to IoMp infonn.tlon lIe,.t from tIM .. jndMcluab or tMtr 
Amities. or from the puhlic. hr the purpo .. of avoidi"t ''''NInn­
IIIIInt or pottIItIalllptlilbilky, or botlI, and whtn thlf I~ hac! 
the tff«t of denylng individuals the opportunity bI pUISU. potantlal 
gri_nClI, - Sicond, thMt uptrlmlllts, -that for lubJKtI of hu .... n 
"""ation tIIptri .... ntl that did not inyolw a prospKt of dl,.a llllldi· 
Cli benefit to tht subjects. or in wlrich ;nt.mntions colllid,n4 to b. 
conttovtm.1 at the tI .... _ pn"nted u convention.1 or RI"deni 
,de«. Ind physlQllnJury .ttr1bublbll to the uptri .... nt ,.sulted," 

111. AdvIsory (olDlllittH identifi.d th,.1 .tb of wbjertl th.t fit tIM 
ftnt fIBs of ""s: on. Itt of 11 whose ldtnttty 1J known, .!Wi t'I'R 
ms. totIling52 peepl .. whoSfidtntfty II not known. Tb4I .\dlll"ry 
CO ... mittll did not mlb condlllivt ftnd1np about wtdch "'bjtcts fit 
the second cUss of elstl, Inrtud, the commlu.. id.ntlfl" ...... 1111 
uptrlments that ""thl fit tht Ifcond da .. of eiltS, wltb thl 
upKtltlon thIt tIM pemmtnt would conlid.r the Commltt..', 
"colllmtndation In dtdctlR, whither 10 COIIIptnMtt lndMduals. 
(lacomlllllldat'lans 1 and 2) 



R"ponst 
The Mmi.nilllr.ltion apa with the Mvisory CoInmIIIet':l rtCQIJI. 

mendadon !of' bach dafln of CMn. The Department of JlISI~ 
(DOl) bas worbd doseI.y with the Department! 10 moiw tile 
wiIllJ ~ haY!! been mW in connection with buman liIdiatioo 
expt'rimentl. and wm, to the exle!M pmnitttd by law. off« reason· 
able financial compensation kI sub;ects of btunan ra~ uperi­
men!s iot which a govertlmtlJ.l agency -.ns !!SpOmibie and which 
fall within the Advisory COllmittee aiteria. If compensation t.lnnot 
be olfmd under nlsling law in any ca!le whlch Wls um:ler the 
ACHRE criterU., the MmioistRtitln will work with COngress to sti!lt 
appiOpi iale legislative relief. 

DOJ Is using the Federal1brt Claims Act (FICA) daiRIs process, or 
other nisting law, III consider compenSo1uon as pan of the settle­
IlU'nt of relevant claims. Thus, individuals can file claims using a 
wt>U-established process. At the same time, !be ~t's polley 
is to seek to resolve Ibese claims quickly and fairly, while avoiding 
unn~ry litigation. Th further these aims, the ~VffllIUenl'l 
policy is to use a1temalt dispute resolution, such as mediation, 
where appropriate. In considering the issue of compemation, the 
crlticallacton are the extent 01 physical injury to the subject, fbI' 
nature of the experiment, and the degree of government involve­
ment. As needed, agencies seek expert advice on scientific and 
medical issues. 

To date, DOE and DOl have settled compell5iltion daims with tht 16 
familie; of plutonium injection subjects who have come forward. 
representing compensation to Ihe families 01 all known lubjeds 
recomroended for compensation by the Advisory Commlttee. 

ACHRE Findings and Recommendations on Compensation 
of Uranfum Miners 

Th' AdwlSGfJ Comlllittet found thn -as a ctnS*llltnu'" llpown tt 
radon and its AUthler,.-m in Mn .... _N ur.nhtm miMI, It 
Itast. 5ewral hlllldred !lli1\el'S died of lIIng CIIICII' and Mll'livtnt lIIiMn 
nlUia at Mated rbk.~ 

n.e miners. witt weft tilt SllbJtct " ~MtI\t It.., 
IS they.iMd..m.. for 11M fn wt .... , ~ 

WIt. WIrt suijed to IadM! "POMIS wMlln iI'lItttS If 
Iwtk known t. 1It~. n.e 1O¥I1'II1I.Rt'bllltdte 
let to r.quW til, I'I4IIctIN of tIM hwird ., ~ 

1b date. DOB and 
OOJ have settled 
oomperwuftm claims 
with. lhe 16 (amllln 
of plUlOnlum lnJ«­
tiDn subJ«ts wlw 
have rome forward. 

" 



The Administration 
is proposing a Ml 
that would make 
significant and 
substantin.l modificn.­
tfons to the statutory 
compensation criteria 
for lung cancer in 
uranium miners. 

th. miOIS, and It flilld to I.qllattty WII'J1 the min'l$ 
of the hlZird to which they Wire being explJ5ed, IVII1 

thOllgh such ~ons would likely hlft posed no thAl!iII: 
to 1Y1f0nai SlCUrity. (Finding 16) 

lb. Advisory Committee Al!comlllended thi!I: the Administration, 

together witb Congress, gin serious consideration to 
amending the provisions of tht Radiation Exposure 
Comptnsatlon Act of 111110 reining to uraniull min'l$ 
in order to provide compensi!l:lon to all minel'$ who 
devalop lung cancer afttr som. minimal duratiGII of 
employment underground (such as 1 yeilr), without 
requiring I sptdflc ""'I of txpOsu .... lb. Act should 
Iiso be reviewed to clettrmlne whetI1er the documenta­
tion $liJndards for compensation should be liberalb:ecL 
(Recommendation 7) 

Response 
The Admhnstration agrees that the Radiation Exposure Compensa­
tion Act 011990 (RECA) does not presently ensure that;tll uranium 
miners who suffered from lung cancer as a result of their mining 
employment receive compensation, and that RECA should be 
amended to betk>r achieve this goal. The Administration is propos­
ing a bill that would make significant and substantial modifications 
to the statutory compensation criteria for lung cancer. The biD will 
bring the law into line with current science, and will address 50me 
of the Issues of fairness thai hive been raised about the Act's cover­
age. The Administration wiD slrongly urge the lOSlh Congress 10 
enact this bill. 

Proposed legislative dum&es to REeA: Congress enacted RECA 10 
provide compensation to certain groups of people who developed 
radiation-related dillE'lses as a rt&ult of radiation e1po!1ure froID the 
government's Cold War nuclear weapom program, including mili­
tary and civilian nuclear weapons test participants, and people 
lMng 8downwind" of the Nevada Test Site. In addition, the Act 
recognizes the tragedy created by lhe govermnent'g failure to UllI! 

available resources to ensure that the companies and individuals 
operating uranium mines in Arizona, Colorado, New Mexico, Utah, 
and Wyoming between 1947 and 1971 provided adequate ventila­
tion in the mines 10 reil50nably reduce the risk of radon-induced 
lung cancer. The Act provides for compellMtion to !lOme affected 
uranium miners, but ACHRE questioned whether the eligibility 
requirement~ for compensation were fair and refJected our present 
scientific: knowledge about the effects of radon_ 



1be Administration's proposed changes to RECA are supported by 
an a~lyai. undertaken by an ad hoc committee of government 
ildmtbll and attorneys with txperlence in radiation txpOSWt' and 
clan Their ualysis is ayailable in a report, Final Report of rM 
Rodiarimt upos~ Act Committ~ which was submitted 10 the 
HUlDID JWllatlon Iateragenty Working Group in July 01 1996, and 
I. lVOlilable on the Intemd (www.o~.doe.gov). 

The MmlnbtTlltion', bill p~ amendments in t~ key aJUI. 

f1nt. cu.rrtnllaw requim minm to abow that they were exposed 10 
a IhmboJd of .zOO workln& level months of radiaUon (for DOIlH:IOk­
an) mil 300 to SOO working level months (for ~ depeDdlng 
on the miner'. age at the 4lte of diagnosis of diseue). The 
Mminlltl3tion', bill would substitute new crimU for COOIpm5MlOO 
IMMd OtIlD updated JdentiBc iUJalysis of risk !idOlS for lung 
c.anoer from uranlUlll !Dillin&. SpecitluUy, the crit('ria include: 
tumulatlvt~, age II wbidllhe mlDli!'!" dewluptd ColJllft, aDd 
tim. elJK't 1m exposure. Tbtte criltrla would ensure full COmpeaN­
tioa 10 IlIinm with IUIlI cant:eI" whm! the gOYmlmellt', bnt 
ntitDalt Indicates tIW the 1IliMr', apoJUrt 10 radiMion In tJw 
uranium mlnell$l.bt probabk UIIK of bh or m I1IJt3 talICt!'. 
The AdmltdilUation ~gnIt.a, ~. th.t ~ ~ dOClllllmt.e4 
unctNlntles Inhmnl in the proctSf by whklllM crilem..-: 
Btllerattd, Including unctrtamtl.1n the radiation rwasumnmll: 
UMd to calculate minen' ~. Up 10 DOW, the riJ&lbllily mtm. 
In RECA hAvt not l IXOIUIted lor ~ ~~ The ..JnMnls­
tr.uiOll proposes to incoIporate known md ~ uncmallt­
Ilea into tht colllpCllS&tloll KMme. 10 tbit.1n dIec:l, mInm IN 
giYfll 1M benefit of tbI doubt. In thOR ala wMre II CD" 00It­
cludfd thai a Illintr'. txpOS'M to radWioD WIt !he Clue of Ilk or 
ber 1Wl8 cancer DDly by MOIvlq tilt IIDOfttalnt18 tu Yvw of tiM 
1IiMr, the AdmlJIiJtr.tion prOj)OSt$ to ptOVIdt patlaI a:cptIIutioa 
to the miner. 

Tbt..,nd major cfIanp In tbt Adm.lnlJtrado. ', tim mponds 10 
ACHRE'. toDCtm thai OMdIIl""'q COfIlpt'Stdon Nitd OQ tpfdIk 
radlalinn e1pOIlft ~ Is tno burderwoa f« tome millm to 
prow and Iht bbtorkal. tXPO'W'IdaU are too \llICIe'N.i1l a _ !or 
COIIl~ dedeiOM. Uon4er ~1 1ft, COlllpenNtion II blMd 
in put on QlmulMi.~ ~ 10 tad.; 1M Admlnbtudon's 
j1iopoul would continw 10 &!low llI1aen to quaiif)' In IhlI DWlIIItr, 

"I under DeW, faIm tlpolUft aitrria. T1H! AdmIIlisttaOoo '. bill 
wooId aIIo aUow the dllfatkID 0( ~1MQt in tilt m1nes 10 bt 
used as I fUIt08I't for ~ in dtk!rm1DlD3 wbttbfor a miner 
",allk lOr compensat6oa. TItlI clIanft ~ tbt reality that 
aa:unle ~ftIr. of ...tOIl levtis do Dot di. for NlIY mine, 
and thai. the ~ lhat do tmt do DOt D«A!twrUy rtCOf'd 
the 1Ililltl1' .ICfU4I t:llpo!UIU. 

The AdminUtmdon'r 
fJ1fJPO#d dtangn in REC.<=_ 
by WI arUllyJis 
wtdmakenlJya.nad 
hoc: committee uf 

"""""""" -­and attomf)', with 
~inradla­
tton Qposurt and 
cWim:l. 

" 



ACHRE described 
ooncenu from many 
citizeru regardln& the 
administration of 
RECA. 

" 

Third, the proposed bill exp;wds the list 01 colllpfllSable diseases for 
the downwinders and the on-site nuclear test participants to reflect 
CUImlI science. The text 01 the Administration's proposed bill and 
an analysis 0111 are altached to this report in Apptndh D. 

Proposed ~rory dumgt.s to RECA.: ACHRE descnbed concerns 
from many citizens regarding the administration of RECA. Tbese 
concerns focussed on the difficulty 01 the documentation reqnUe­
ments and other burdens on those who seek. compensation under 
the Act. The Administration tw Wldertaken a thorough review of 
the reguiatiOIl5 with the Intention of making them fairer and more 
straightforward. While Ihtst art the paramount goals, lhe regula­
tionJ mU$l: also effectively implement the HmllatWnt and require­
ments in RECA. Tht result of these efforts is a set of proposed 
chaqes to the rules that are desipled to relieve IOIIlt of the burden 
01 those seeking compell5ation, without sacrificing the atturacy 01 
the decision as 10 whether partlClllar claimants qua:Iify for compen· 
sation. These I'E!guIationJ will be published shortly. 

Tht Administration expects that, as a result of thHt legislative and 
regulatory changes, additional uranium miners and othen will 
qualify for compensation. 

ACHRE Finding and Recommendation on Compensation 
of Other Exposed Populations 

TIle Adv1sory Commfttte found "tiIat for both th. G ..... Run (at 
Hanford) and til. RaLa lists (at Los AIoInm), wIlere dose ~nstruC' 
tions have Min undtrtaktn, it is unb'kel, thatlMmben of the jMllc 
_ dll'IdIJ h~" solely IS I COIIIiIf/UIl1C. of thtH ttsts." 
(Anding 14) 

The AdvIsory Committee r.commended that the Administration, 

togIthtr with Congl'llO, gtvt s.rious consfdll'atlon to 
ilMnding the provisions of the Radiation ExpoSUI'II 
COlllpensation Act of 1990 to 'ncompiss othr populilo 
tJons erMl1)Qlllent.1Uy exposed to ~on fnJm gov_ 
.mllltnt optlltions in support of tht nuel"r Wllpons 
program, should Infomlatlon NCO"'t IYIilabLt that 
shows that irea5 not COVIrtd by thlltgUlation WlI'II 
suffidently uposed tIIat • tinter burdtn co .. par.lble to 
that found in populations wrrently COYeItd by thlliw 
may hive 11ISU1ttd. (Rtcolllllll!ndiltfon 5) 



Response 

The Administration ~ with the Advitory Committee's concern 
for fair treatment of exposed populations. DOE bas tmdertaken 
studies of the communities near the Hanford nuclear facility and at 
other sites including Fernald, Savannah River, Rocky Flats, and Oak 
Ridge to determine whether there Is any Increase In cancer l't'Sultlng 
from the operation of DOE facilities. If these studiei conclude that 
there if an increase in cancu, the government will work with 
Congress to amend existing laws to cover those affected. DOE has 
provided the General Accountinll Office with a lIet of all studies 
currently in process. and an estimated schedule lor their comple­
tion. 

ACHRE findings and Recommendations on Compensation 
of Veterans 

The AIMSOf)' COIIIl'llittee foIInd thll: 

some service plTlonnel wen uSid In human open­
""rib in tollnKtlon with test5 of atomic bombs. TIl, 
ComnrittH finds that such personnel WII'1I typiaUy 
expot;ed 10 no lINter risks than the f. IIInter number 
of service personnel engaged In slmillr IctlvltllS for 
tralnfng or othtr purposu. The Comm"" furthIT' finds 
that then is little evldlflce that thl 1953 Setreblrr of 
OefeMt "1I1I1IIbelg Cod, IMIIIOl'llndum 'RS tAnsmitted 
to thost IMVld with hUlllln txperilllnts conducted In 
conjunction with .tolllie testing. Itowe¥er, $OlIt of the 
requirements contalntd In the memorandum wen 
implemented in the cas. of a few .-penments, appar­
IntI, Indtpendllltly of the memorandum. The Comlll'lt· 
tee also finds that tIM government did not mate or 
maintain adequate record, for both experimental and 
nonexperimental partfdplmts. (Rndlng 12) 

na. Advisol)' Commfttt. also condud.d that NaltIIough th.r. was a 
lUI poHibUity that human subjects nlurch hid bien condllchd In 
conjunction with th. bomb lists, till tests Inn not thlmulYlI 
"'Plriments Involving human subjects. N The Advisol)' Commfttte 
further noud that "wlrile the studies all took place in the contut of 
the millie 110mb, and thlmol'llnvolml som. pounttal IXplJSUn to 
radfation, non. of tilt .. were dnign.d to mli5UI'I th. biological 
Ifhcts of radlation ftstlf (as opposed to the Leoveb of exposure)." 
TIM Advisol)' Committee recommended that till AdminiWition, 

" 



IuIldifIg Mile Trut: Adlo~s to IItspold to the M¥isory Committee on MUllliln bdtatlon Expmments 

"""""""""'" recognized the $pedal 
obligation that we owe 
the men and women 
who have served their 
oountl)' in the .Armed 

"'''''. 

" 

tog.r with Congl1l", give $trious (OIIstdtratlon to 
mlewlng and updating epld.miotoglal tillites that al1l 
relied upon to detennine whether rali.f is approprAte 
for veteri.l15 who pirtldpated in atomk testing 50 that 
aiL Clncers or other dlseas" for which then is I ruson­
able probability of causation by radlltion IXpollll1l 
dllring KtIve mllital)' service are Clelrly Ind unequivo­
cally cweted by the statults. (The lladladon-Expo$td 
Vilmns Compensation Ad of 1988 and the VetelillS 
Dioxin and bdiation Exposure Compensation Standards 
Act) (It.CGIlIlIIAdat!on til 

The Advi$'OI)' Committee further reCOllllllends to thl 
HllmMI ltadlltlon Interag.ncy Working Group that it 
.mew whither ulsttng laws s-rnlng till compenw.­
tlon of ablmic vW!llInl are now OIdmlnisteled in WlJII 
that kst bilance ..ttocation of nsouTtU between 
tiMlldil -COlnI*1S1tion to '"slble atomic veteJanllftd 
administAtive com. indudlng the costs and scilntlflc 
cndIbility of dos. _structIon. 

Response 

The Administration agrees with these retommendations. The VA 
will update the epidemiological tabJes and has reviewed the imple­
IIK!ntation of these progralll5 to seek ways to make them fairer and 
mote efficient. 

Hundredlil of Ihouunds of veterans were exposed to radiatlon­
those wlw were present Ii atomic tests, those who were part of the 
American occupation of Hiroshima and Nagasaki, and many who 
were otherwise exposed to radiation In the coune of their duties. 
The President has recognized the speciaJ obligation !bat we owe the 
men and women who have served their country in the Armed 
Force!. The President recently said 

..• {O)ur country can face up to the consequences of 
our actions •.. we will bear responsibility for the 
harm we do. even when the harm Is unintended ... 
we will contlnllt to honor those who served. our 
country and gave $'0 much. Nothing we em do will 
rver fully repay the ... veterans for aU they gave and 
all they 1031 ... but we must never stop trying. 



It Is in this spirit that the Mminiruation bas considered rndiation 
exposure issues related to veterans. 

Current law authorizes comprehensive VA health care for veterans 
who were either atomic test participants or who served in the 
postwar occupation of Hiroshima or Nagasaki, and who suffer from 
radiogenic disea,es (diseases c.iused by radi.ltion). 'I1ris care is 
provided, free of chal'Kl', regardless of whether these veterans' 
diseases are determined to have resulted from radiation exposure 
during service. 

Veterall5 are a1w eligihle for compensation ba~d on their radiation 
exposure during their service if they have radiogenic diseases and 
their clairos otherwise meet the criteria for benefits. In determining 
whether certain claimants quaJify lor compensation, VA uses 
radioepidemlological tables. The Advisory Committee recommended 
that these epidemiological tables be updated to reflect the latest 
scientific information. The government will contract with preemi­
nent scientists to update the tables. The project is expected to take 
approximately 2'/: years. The Departmenti are considering a pr0-
posal from the Institute of Medicine. part of the National Academy 
of Sciences, to accomplish thi, update. The updated table! will more 
accurately identify whether there is a reasonable probability that 
certain disea!le!! were caused by radiation exposure. 

lmplementin& e:mtin& law: The Advisory Committee also rerom­
~nded that the Administration examine and respond to the criti­
cisms tbat have been made of VKs implementation of existing 
compensation laws. The Advisory Committee noted numerous 
concerns voiced abont the claims process. The Administration take! 
these concerns seriously, and has taken several steps to respond. At 
the s.ame time, the AdmInistration has found that in some cases the 
system strikes a reasonable baLmce among the legitimate goals of 
fairness, speed, and accuracy in the decisions made by VA. 

First. reported concems included whether the list of diseases lor 
which compensation is available is fair. VA currently provides 
benefits for veterans exposed to r~tion IY8ed on two separate 
statutory schemes. The Radiation·Exposed Veterall5 Compensation 
Act of 19S8 provides that if a veteran has a disease listed in the 
statute, and meets the Criteriil for exposure. the veteran Is entitled to 
benefits. Thus. for qualified veterans, the list of compensable dis­
eases establishes a presumption of a service amnection. This 
approacll has the advantage of simplicity and goes as far as possible 
towaJd providing the benefit of doubt to the claimant. It does. 
however. qualify some people for benefits for whOlD there is a low 

The government 
will contract with 
preeminent scientlsts 
to update the 
epidDnio/ogical tables 
used fur determining 
probability of radia­
tWn-imillred diseaM. 

" 



The AdminL'ltmdon " 
view U tha.t wt' QlW! 

veterwu both d com­
pletr look at: IfIr fru:t5 
ruu1 rompt'lUatiOfl for 
,~ia«mneded .""". 

" 

probIbility of .. connection betWfelt their In-service exposure to 
r.diatioD and tbtir diRaSr. 

Radialion-apolle'd \'tterallJ 1M)' abo 'HI!. benrflU unda- the Ve!fl. 
iUlS Dhn.1n and Rad.i.ition Exposure Compensatlon Standlrordl Act. 
ResW~DfH IHued pursuant 10 this Act requ~ a dtctrmhation that 
the dise.se ~ both rMiiDgtnic .nd conntdfd to thl lypI.nd 
alDOUl'Jl of radiation tlw W'leran wu etpoted to du.rin8 servtee. Tht 
impkl1lfnting /e8ulationllnclude a Usl of di&eaKt thai claimants 
do not h.Jovt to prove wttt eauxd by radiation. HHS' tpIderolologl­
~ tables lben provide additional infonnation 10 help VA adjudicate 
ct..tr.s and prov!dt lOme IDHSnte of plt'dichbUlly for claimants. 
This approacb has 1M po!fnIiallo be scienllfj~Uy 1D0re accwalt in 
6eterJlllnlnc HfVIcr ~n. It bas, iJoIftver, beeo criticized for 
a variety of IU8OJI5, IncbIiJlg that the ~jdftlliological"'bles are 
out of datt, lk 'Y*m creates a difficult burden of ploof, and the 
prottSS h expmrI~ for claimants and lilt ~mmeJll. 

The Adlnlnbtralton bas \Men Jleps 10 m.tkt thb claims pnx.:ess 
WI)f):. bdler. In Sq!4tmber of 1996. the ~rtmtlll of V\'ttrans 
Affain pt .... cmd 10 include all IOnu Ii canetr in the list of distage$ 
rKOgDiled at; r~ This proposal would mean that each 
claim win be ~lII.led ba.'Jed OIl an iudivk!IIiIl's estimated dose and 
,,11 otbtr pmillftllllniorwaatioo. but wil no Ion8er require a show­
ire thai \be ~ is radiogtllic.. In addition, the AdministratiOn 
bas worbd with the Vet.elns Advisory ComJlli\tee on Environmen­
tal H.uards (VACElf). iIIl independent panel. that rmews the scien­
tific. liferal:lre rtLMftIlO radiation·induced disease, to determine 
whdber otbtr dl5Pft'1"5 ~uId be added to \be list of diseases. 
1l:ansaipts of VACEH's dixussioIIs ~ citations 10 the tclmtlfic 
papen they COMidrred are OJ'Iailable from VA, Its new inionn"Uon 
becomes aw.ibble. t~ VACEH .-itl review it ~!y and advise 
the Sea'ttary if ~ ill VA', resulat!ons are warranted. 

IaCHRE noted lbat mny b.-I.e r*d I}IlI!$tionI ~bout tbt level of 
lrrYesI_ In 110M ~ and sdf:nIWc inYeslIplioll 
compared k1 t~ HlOIlM spellt COIlIptQSating W4trans.. The 
Administratlon's view is tba1 wt owe wterana botb,ll complftt look 
AI the fad$ and ((Illpensaclon '(If wrvl«--conOOCk'd diseue, VA and 
DOD haw lnvated buvlty iIIlMkIU; sure thai fulllDd fair infOI' 
III.tUon is ay,tllabw for f!¥ff'J 'fttefaD who may havt been ~iIed to 
rad.lM1on durin& tfI"riI1 The dow~, indllding their 
methodology, hi"" been IDdepeodently pHf·revtewtd. Every vet­
eran woo seeks compecuaUoo oreds 1m infoJtJl.lUon,.ud it CUI be 
eoormously fNsrnliq lor wcer.ms wbm the infonNOOn Is incom­
pkte or Indelermirw.e. The priocilNl'- the ~ bis 
&pent ~ OIl doM' recoostrucdon tb.m on WJllIl'eIlII'tioo is that the 



dose "\tronstructlon has sugesttd that most veterans were exposed 
10 levels not expected to cause a significant in~ in mk for 
disnH. Unfortunately, then is no shortcut to this Information, and 
it has been txptnaiw to develop, 

ACHRE noted that complaints have been raised about the appeai!I 
p!'OCft! for radlatlon-m.ted c],it!l!i, VA recognizes iI mu91 do a 
better,lob to meet veterans' needs, and Is lakin!! steps to I.IIprove 
compt'lWtion claims processiq, For eumpie, VA is redesigning llte 
claimi process to provide a partnmhip '1IIlOIlS the vemaa IDoltlng a 
dAIm. the veteran', representative, and the VA employees proce5$' 
Ini the clalm. VA will discuss the cliIim,lssues thai ame. and 
tvldence needed. Once a deci8ioo illDo1de. VA wW dlicuss II with 
the vettran and the veteran's TqI~~ aod If neoe5Nl'f, wm 
provide belp Iramill8 the clalJD for Iny appellate..mew. VA beDews 
that thJJ pmonallnltradion win IeM1 to beltir and fMIer dtdsioos 
and will provide a tJan5pmnt cWms p~ 

VA ~lmills open \0 other rrfOflllS that wil1 m.r.ke the prom;s of 
deciding cLalllU I.tIn!( lJId JIlort' 5IreHtlined. 

ACHRE Finding and RK .... endottons on Com_lion 
of Manh.U Istanden 

(I). a (~Mqll'~~ tf. u.s.I:,.;~ __ '"' 
t6IIIIIIcted In 1.54, M¥erII ........ " ' ''''It I "die 
MaTSllalllllMd, Md tat CNW" I ''PlAIN ft .. ..., 
kat MwI~ IC\IlII rMIIttH .tftcts. S- ., dill 
fr4anIIaIlllLa.dlrl .. b .... ' Itt _.~""",,, 
tIIyroid ~ .... dtJJ"" tt, .. .w c.t ••• mutt " tIM 1'IIIHIdDR., ..... s.r-..... ~ liM MIS 
_ka at allMhd I1dc of .."tN ~ (fW.. 
inti') 

TlIt AIM"", toMllittH NCI .... adt4lNt die U.s. ",,,,,,une 
WsoiItd c.tinuc tilt c.lltlt .... tal .. ,IU ..... .,., t,ubilMt,.... 
..- for 001_ of tJ. MMIhIH Ida #' as !tnt as ,.,. ... tr.c fA tIM 
l.poIl". P" hliM __ I atM. r. aMIHM, "'till .......... 4 
tIIat the .u.iR1~ ~ adftsg tIws P" I,MaI _ otIMr 
1t\MI .. d aWls 10 die t..th I4WI us&: tMt tM " I IsbadH iIwot .. 
1M MlssbalJ. Jshn'llI ka tIM Hdp".y fwtHr MiIcaI ,illig 
can'.tW 011 tIM-..,., IIId tIM .. ' I IstnstIoaI.dabthil an W .. 
.-dtnt p..t 10 Nriew tM 14,.~k)' rA tIws cl4rnllt ~ "',. 
trubltnt Pf"9I'" (ltenp, "den,) 

VA. .tu18foU"n it mlllt 
do a bettu job to 
m«t 1IftmlrtS' nf'ftb, 
and /$ takmt $UpS to --­tIon dai/JUI proau-
1"8-

" 



DOE has undert4km 
a nIJOrlenJation 0( the 
R~ub/.fc of the 
ManhaU r,lands 
(RMJ) progroms to 
$UPPlft more /oa!.l 
inLiOWtmml (lIId 
amLrol (]tier 1M 
lI!SOun:eI alllJilabie (U; 

a parr 0( tIW pmgnun. 

" 

Response 

The AdmiRblntloo recogniw Ihl! dilfIw.Itk5 and Inequities In till! 
turrml program 01 me:Iicil eMe for the MlBNJIIsWlds aDd fImIta· 
IllI!tlwly ~ ..-ith ACKRE" TWCommtndatiolll. 'I1w 1'KOl'IlIIIftIC. 
Itoo5 addreqlbe acopt and effectiwness of programs dtsigMd 10 
proVide bmri'n to dl1t.ens of the Mlnha1l iablnds becaust of their 
~ to rKlOidIw £A(JouI frnm atmospheric tests. Bd_ 
discuutnc the pMtku.l.v lfCOmlnendatlons IhiII ACHRE put for· 
ward, II i •• ppuplite to set ollllhe Admllllstration's vision fDr 1M 
ImplHlltDtalloD 01 these proganu. OOE Iw undertaken a reorienla­
lion 01 the Republ6e of lbe Mln;bfl fslandJ (RMI) progralllll to 
support _loc:aIlllvoifttnelll lI..lld control OYer the ~ 
made ~aw.blI! .. a pari of Ihls pro&ralll. This reorientation_ 
optIl dixumo. beI:_ dJI! U.S. Gowmmenl and thl! Marshall 
~rding ~ ~.tiI.i.bIe tr., and realistic goals of, this pro. 
gram, along wilb becttr coordilLltion 01 DOE and Department of 
Interior (DOl) progarDt. 1bae wks art underway. 

The lteads ol cSefqatiom of the Go"Y'emmenl eX RMI, till! DOE, and 
the U.S. ilreparuJae:ou 01 St.ite and Interior held a meeting in May 
1996. A Joint ComIllU~ "u signl!d tbt outlined a path forward 
to address the bask ACHRE issues of COIleI!m 10 the MuwU 
Islands people. 

At a subteqUtnl ~ onlu. 7. 1996, a 30-1.Uy adioll plan w» 
mutually ~ upon. This action piau eJliIblishl!s objecti_ for 
eight worldnc ~ mel a tInM! table for achievlng theae defined 
objectives. TheIt obJedIm; inc.llille bow Destto iru,:11IIk ItMI in 
dect51onlllaldD& on future <HrectIon of progtllDlS an4 in evallllllinl 
tbe DOE ManhaJllsbods medkal prosram. 

The Republk of the MarsfWI hleMs ~ 10 Address all tight 
working IfOIIP iwueI by hoslinI a mHtJq In MI;v.m, MlrsMll 
Islan/b, on "'nlWY 2fJ-.JI , 1997. The U.S. Covernmml {trSG) 
~ to fully add"," tow- oJ die worklnc group 1t8ue. and to 
cUscuu Wutl \a tht 0Ibe. IOu. wcntln.& POUPl, with meetlnp of 
thtM: worlWl, groupe 10 f!!low al • lata" time. The mfttin& wu 
conducttd ... bl.la.ttral dkn'SSioN witl! decbIons reached, tUc«tlfl 
achi~, and forward actioru; idI!IIti&d 10 met! the objectives of 
the four workln3 groups htW. The meetiDA was atteruied by the 
fNlle" of the RMI CoYern.tDI ~ad UIcal Atoll Government Coun· 
ciis. The U.S. Govtnment • .u represetJ.led by the OOE and their 
contractors, u well as the ()repaJtments of Statt mel Defense. 

The lDiI.jor outcome of the lMluary MliJuro meetiJlg was the 4evelop­
menl 01 a )oiDt USG/RMI connltJet 10 IIe<II coIltcttvely with the 
four work1ns groups issues rNIed 10 !be It'Clesisn of the current 
medical delivery process for the ItDnflebp o1nd lItirik exposed 



conununity. The M.1nbalI Isl.ulds t.111ed Jor an opm cOlllpditiw 
ploctSIIlhit woWd proride.1 _ collUlumity-NRd InedkaI 
delMry progr.un on a _ fm!Umt ba.sb dian tbt currmt twke­
-,.early medk.a.l1IliMion$. 'IlIt Conunittee ~ .vi ~ time­
utile to bave an irWrummt 1m opm cor. ...... dtion pubtbhed [n the 
Fedmil RqprD'by mkl·l997 wllb.1 nrw medical delivery procrss ta 
pIaee by lbe IIttft part 01 ~ JUT 1998. 

An bl6epe:adent m1ew of tbr DOE Manhall bL1nd5 Medlc.al Pto-
8IXl is still WldeJ dillclaioo. At the request 01 1M Govmmmt 01 
RMI, Ibe '*!ChmillD for such.1 miN is!lei",~. RNI 
!.as requesttd a broader Itistorical ~ thai mipt lit done by Ibe 
NatiorW Resealth COllJldljNationai Acadmly of SdencK. lbe 
~ is conJiderin& tbt ll!t of • Blue lMoa Pant! as 
.1IIOCbtr possibie medwliJIG lor Ihb ~. 

DOE it a1so worfdD& ",iIh 1M 0010 sysamu1lc.1ny ~ .1Ild 
coIIecIlftoriCll documenb which wUI help to CIOIIlpk'Ie the f!COI11 
01 U.S. almospbtric .. ing in ItJe MmbaIlIJIands and (be iJnpKt 
00 ih peopk At P'It of thb effort. OOE is .tJso prIl'VidIng SIIppOrt 10 
ladlilatt ~raIuolJde access to tbese .1nd p«¥iou$Iy coll«:ttd 
tb:umftus. DoromeMs ~re beo& ICaIIIled into an del;:tronic ~ 
lrieval I)'SttID avuJaNe via the InIemet 1M. 1Mm: it poRIiblt 10 
5NJdI-.umy documents 01 direct pmiDeDoe 10 me RMJ 00l1ttiDS. 

At ACHRE reeommen4td, lhe MmjnidRtion pIloot 10 condaut 10 
support tM caTeI1I. monitoring ~Dd are.tment Pf08IUL This pr0-
gram is.tD impxtant dement of our nation's COfIIIllitDIenl to lbole 
who wtrP IIanned by the alOBic teMiag progmn.. 

As ACHRE teCOIIImended, \be MminlSlradon bas ronsidered 
whtl:her additional populations should be iocluded in 1m. progr.wn. 
Extcmive ana1yses to dMe of radiation aposures In lilt M.trMall 
I5lands have irldicued thai the eIp05UreI 10 inha.biwJts of Ailuk 
and othtr nonhero M.ushall bLmd .tolls 'o1II/'re .t !ador of JO 10 90 
tillltll .. than.tl. Rl:qelap.tJMI.tboul: 10 to 25 pelcent of those.1t 
lIdrlk, based Upoll WtmlJ dOR IIlNsumnents and 011 eatimates of 
tbyraId dotes. ConleQuently, lhe Adminbtration does Rot belim 
lbaI additional populations should be addtcllo the mediCllJ swveil· 
lance progmn. The connection between radiation exposure and 
lhyrold dlseaJe is !be sub)ea: of several onaolng srudlts sponsored 
by DOE and managed. by COCo If Ibese Of other rtudies reveal new 
dati. to indicall! that rtSidentl of atolls south and rut of Bikini, 
otMr than RongJap and Ulirik, are at a significmtly increased 
health risk, DOE wiD propose any needed expansion of the cummt 
medical 11JI"Vtiliance program. 

DOH ls abo ""'rtin& 
willi tht RM1 to 
I1JfmwffmUy mrlnu 
and col1«t hbtorical 

"""""""' whkh w<ll 
1lftp to oomplete tM 
record of U.S. a.tmo­
sphmc ~ in thL 
Marshall Isl.aru:b emil 
tht Impact on Itl ..,.,. 

.. 
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REMARkS IV PRESIDOO WILLIAII J. CUNION IN 
ACCfPTANCf Of HUMAN RADIATION FINAL REPORT 

OcIClber 3, 1995 
Old Extcuttw 0t60e BIt1I&a 

Ltt me beclo with a ... tbaol }'IN to ~nt who participated 
In tIW txtraoroilwy pcojrd.Dd 10 evft}'OIR who IUppo-..ed them. 

I w.l;1l1 to thlM. Sec::rtWy O'I.HrJ for btr mriOl'dmry dewtlon 10 
thb a~K ADd}'OQ heul! In btl' remarU basically the way that she 
view. lhi ... It', a part 01 bIIr oncoin& oo~t to finish the end 
of the Cold Wu. ADd pnbipt DO F.neqy ~ry has eYer done at 
much as 1M }w 10 M an ad'lWlte wbeIbtr ilil for oontiDued 
montUl within the ~y DeptmmI or her outspoken tndone­
menl ollhe moogm po:Mibie Cl"4)miI:.m1 00 tbe part of the 
United States to a ~ft laI B.Ul 'li'taty. which I believe 
we wUl achieve oext year in DO sma1 ~1IS\ft tb .... b 10 the sup­
port of the Semwy 01 Enerp;y. 

And, of COWIe, I wo111110 lhant Dr. Ruth I\dea lor her ezlraordinary 
tOnun1tmenl. 01 about a yur mel a bioi 0( btl" ur 10 !hi, unUSUill 
but import.1nt tHk. 

And all of you who ItI'ftcl. on the c::oramittet-IlemetDbtr tbt Ii", 
time we put thia colllJllitter toptber. I do thank you 10 1II1It. lor 
the work you ~e done. 

I saw thls eommittee u an lndi!penuble IWl 01 0Uf ttfort 10 reston 
.the confidence 01 the AmtrbD people in lhe illtfgrity of IM!r 
government. All of Ihtlt poIidcAl mora IsIuet 10 me M m. 
gr~. When J beCIIDI tht Pra.ldtnl, I mllud wt bid peM DeW 
economic chal.1engea, we had profound IOdil ptoble-. tlat lkit 0( 
lhtSt thinp had 10 he <Iollt by a. fM!&iud ArDf'rican driunfy. bwt 
!hal our ftatlona1l~t had a rok to pta,. In morin& OUi 
country through thl. period of trallSltioo.. And in mler to do it, _ 
IIftdtd to lllUUSf Ott capdy of the ~JDeDI: "do II tfIrou3fJ 
poUUul reform. but we olIlO needed, i . mud! a f.Qylhin& •• to 
lnaeate the confidfncc of thf Ammc.In ~ thal, at ~ my 
lwt. thy could tnJ,c tht! UnitN St.Mes Gomruomt to wU tile truIh 
.00 to do thf ri&ht thlnp. 

A·' 



.<-, 

So you have to undtrStand that, for me, one reason this isliO impor­
tant is that I see it as part of our ongoing effort to give this govern­
ment back to the American people-Senator Glenn's long effort to 
get Congress to apply to itsell the same laws it 1mpo5e!5 on the 
prtvate sedor-the restrictions that I imposed on memben! of my 
administration in high positions for lobbying for foreign govern­
ments; and when the lobby bill failed in the Congress, I just im­
posed it by executiVl: order on members of the Exel:utive Branch. 
AU these efforts at political reform, it seems to lIIe, are important. 

But none of these efforts can succeed Unle55 people belie¥e that they 
can rely on their government to tell them the truth and to do the 
right thing. W: have declassified thousands of g(N1!l'Dffient docu­
ments, rues frolll second world war, the Cold War, President 
Kennedy's assassination. Three actions are not only consistent with 
our national security, they are essential to advance our values. 

So, to me, that's what this is aU about. And to aU those who repre­
sent the willes who have been Involved in these incidents, let me 
say to you, I hope you feel that your government has kept it!I COIII­
mitment to the American people to tell the truth and to do the right 
thin,. 

We discovered soon after I entered office that with the specter of an 
atomic war looming like Armageddon far Ream than it does today, 
the United States government actuaUy did carry out on our citizens 
experiments involving radiation. That's when I ordered the creation 
of this committee. Dr. Faden and the others did a 5UpeJb job. They 
enlisted lIIany of our nation's most significant and important medi­
cal and scientific ethicists. They had to determine fll'!Jt whether 
experiments conducted or ttponSOred by our government between 
1944 and 1974 met the ethical and scientific standanll of that time 
and of our time. And then they had to aee to it that our meareh 
today lives up to nothing less than our highest values and our most 
deeply-held beliefs. 

From the beginning, it was ObviOUll to me that thil energetic com­
mittee was prepared to do Its part. we declassified thousands of 
pages of documents. We gave committee members the keys 
to the government's dool'$, file cabinets and safes. For the last year 
and a baH, the only thing that stood between them and the truth 
were all the late nights and haJd work they had to put in. 

ThitI report I received today is a monumental dlXUment-in more 
ways than one. But it is a very, very important piece of America's 
history, and It will shape America's future in ways that win make 
us a more honorable, more successful and more ethic;tl country . 



Wh.a.llhil comfllittft learned I would IUe to I\'VIew today with a 
lillie more delailllwl Dr. Faden loUd, because I mink it must be: 
engraved OIl our lIJliooal ~ nw-unds of JOY!fWDtUI­
!pODSOf!d ~ did !aU place at hcIIJIil.lls. ua~, .. 
rnililary '- around our natioR. The pj_ to undmI.and the 
dffds 01 radiJiioo UJI!IMIre on the hullWl body. 

Whl)e moM 0( the \eMS were e\hieaI by any SUD4ard~ some Weft 
UDtthicaI, DOl ooIy by tod.Jy't scaadards, but by !be standald! of the 
lillie in wNcb!bey \ftf't coodUdl!d. lber fa1Ied both tht lest of our 
natlooal values and the IllIt of humaDily. 

In 0Dt experflllttll, sctentistl injected pI\JIOOium into J IJ palirnts 
wilboullbeir kDowled&e- In alKlthtt. iSocton nposed iAdigent 
UllOI!r patients 10 excessive doses 0( rldiatloo, a ITNtInent from 
whil:b il i5 rirtually imJlOl6l1* I~I thty could tftf bmtfil 

The rtpOIt also dtmonsttaleS tIIat th_ and other a:perimenU were 
canied out CD p".dsdy u.o.e citizens who counllDOSl CD the 
aovetnmtnllor its ~bt destk* and Iht grudy ill. But the 
di5fl""""$""11 Wert not alone. M9lbm of tilt lIliliWy;Jreci5ely 
those on whom we and our gDVemlDtllt COUJI( most-liley wtrt 
also t"' Wb;edl. 

Informed c:onsent mtanf ~ur dDCIor tells you tilt risk of the treat­
mtal you are a~ 10 undtr&O. ln too mny cases, Informed COD­
.em was withbtld. ADltI'icans wert kept in tht dark about the 
dfi!dS 01 wlal was being done 10 them. The dea>ption edendE'll 
beyond 1M Iesl Sllbjed,s thtmsl'Ives 10 tnCOmpm thtir families and 
the American ptopIr as a whole, for IHtt txptrimenlJ wtre kept 
5fOd. And !hey were 8Ivouded not for a eomptllilll reason of 
natfonal security, but for the sillpJe feat of tmbarrassmtnl, and thai 
wal wrong.. 

1hott who led the govemmtDI when. these dtdsions wert made are 
no I_Set htft 10 tab rtSpODIlbiHty for wbat thty did. T'bty are not 
here 10 apologize 10 the lurvivon, the fal'llily nmnben or the 
COIDIDUnitiet who's live. \rert darkened by the shadow of the atom 
and tllne cholet,. 

So lO(by. 011 behalf of another gtrtfl'oltion of America.D ~ers and 
anOlhtr generation of Amftican clliuru, tht Unittd SUites of 
America offel5 .a &lIlCM .JI)Ology to those of our dtit.eM wbo \WJe 
5ubjedt'd to these experiments. 10 their families, and to tbdr COill' 
munities. 



Wlltn tilt pttaJllCrIt don wrong.. we h.avt a ml)!ai responsIbility 
to admit It. The duty 1ft owe to ~ uotHI to teU the tnlth and to 
protect our fdIow dtiztIU wm exca6eli IiR these Is one we can 
never walk away from. Our gOVtrllll1eot failed In that duty, and it 
olfm an apolOlY to the sW'YtwrJ and their tamlIies an4 to all the 
AmmClJl people who mUll-who must be able to rely upon tbe 
Untlfd StatH to keep Its word, to teU the truth, and 10 do !be right 
'hl~ 

Wt know thtre m moments when Word5 alone iTe not enough. 
That's why I am Instnictlo& my Cabinet 10 use and bulld on these 
recommendations, to devise promptly a system of relief, Including 
compensation, tn.t meetllbe Ibndan\s of Justice and coo!lcieoce. 

Wbtn alled for, 'oft will work with Congreu to StiVe the best 
n«'CH of thoa wbo were harml'Cl Make no mistake, as the commit­
tee ret'OrI says, IhM an: circumstances where ~OmpensatiOIl is 
appropriate as ~ matter of e1hlcs and principle. I am committed to 
sttlng to it ttwt the United. St.ItH of America lives up to Its responsi­
bility. 

Our greatness is ll1N:Iured not only In how we so frequently do 
rf&ht, but abo how 'oft act wheu we know we'vt done the wrong 
thlna: how W\' confront our mistakes, Blake our apologies, and 
talIe action. 

That', why IhlI momlng, I signed an execulivt order instructing 
every arm and agency of our govmunent that conducts, supports, 
or regulates research involving hum.m beings to m'i_ immedi­
ately their procedwa, In Iighl of the reaJJIlIIleodiitions of this 
f"fport, and Ihl:' best knowledge and flandards aYiliiable today, and 
to report ba~k to me by Christmiol. 

I have also auted a Bioetbics Advisory Commission to supervise 
the prouss, 10 watch over aJl 511Cb research, and to see 10 it that 
~.o do _ stJiIy from the basic values 0( protecting 
our people and being straight with them. 

The report I recti.Vl!d today will not be left on a shelf to g,IIther dust. 
Every one of its pages offers a lesson, and every lesson will be 
learned from thelle ~ people who put a year and a baH of their 
lim into the effort to 5et America. SlDiplt. 

Medlcal and sdentlflc progress depends upon learnin& about 
people'.1ftJKIIlSI:!S 10 nEW medicines, to new cutting-edlle treat­
meDts. Without this kind of research, our children would still be 



dying from polio and other killers. WIthout ~ponsible radiation 
resean:h, we wouldn't be making the progress we are in the war on 
cancer. We have to continue to research, but there is a right way 
and a wrong way to do it. 

There are loca1 citizens' review boards, there an> regulations that 
establish proper informed consent and ensure that experiments are 
conducted ethically. But in overseeing this n~ research, we 
must never relax our vigilance. 

The breathtaking advances in science and tecbnology demand that 
we always keep our ethlca1 watch1ight burning. No matter how 
rapid the pace of change, it can nevtr outrun our core convictions 
that have stood us so well as a nation IOJ more than 200 years now, 
through many different scientific revoIUtiOrul. 

I believe we will meet the test of our times-that as science and 
technology evolve. our ethiCilI conscience will Brow, nol shrink. 
Informed consent, community right-to-know, our entire battery of 
essential human protections-all these grew up in response 10 the 
health and humanitarian crises of this 20th century. They are proof 
thai we are equal to our challenges. 

Sci~nce is not ever simply objective. It emeIge5 from the crucible of 
historical circumstances and personal experience. Times of crisis 
and fear can call forth iN.d !lCience, even science we know in retro­
spect to be uuethical. Let us remember the difficult years chronicled 
in this report, and think about how good people could haW! done 
things that we know were wrong. 

Let these pages serve as an internal reminder to hold humility and 
moral a<:countability in higher esteem than we do the \atest devel­
opment in technology. Let us remember, too, that cynicism about 
government has roots in historical circumstances. Because 01 
stonewallings and evasions in the past, times when a family mem­
ber or a neighbor suffered an injustice and had nowhere to tum and 
couldn't even gel the facts, some Americans lost faith in the prom­
ise of our democracy. Government was very powerful, but very far 
away and not trusted to be ethical. 

So today, by making ourselves accountable for the sim of the past, I 
bope more lhan anything else, we are laying the foundation slone 
for a new era. Good people, Uke these members of Congress who 
have labored on this issue for a long time, and have devoted their 
careers 10 trying to do the rigllt thing. and having people justifiably 
feel confidence in the work of their representatives. They will 
continue to work to Sec' tbat we implemenlthese recommendations. 



And ullder our walch, we will no Jon&er hide the truth from OUJ 
dt1tt!u. We will act as If aD th.It we do will _ tilt light of day. 
Nothi.ns thai h~ In Wasbington wi.lI ever be _ important in 
anYOl1t·s Ute.ffected by that ~ pfttwips. lban thete 
rtpOrtII1ft Issue today. ~ all 01 It! as ILmtI'kanl wiU be: beb« off 
btc.lute 01 thf larser Iftson we learned in thb l':ItJdst.llld ~ 
of our lXIutinvln8 e«on 10 del'lOllSl.rltt kl our ptOpIt lIul we ColD be 
falthiullo lher v~lutS. 

Thank you wry 1JluclJ. 
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ACCESS 10 RECORDS AND INfORMAnON RELAnNG 10 
HUMAN RADIAnON EXPERIMENTS 

MtiSOIY Comrnftht on HUlllln RicHltion ExptrilMlltJ (AC.-E) 
CoUection at the NatIonal Ardri\'tS, College hrk 

Overoiew: 665 cubic feet of records from the Advisory COIIunittft 00 
Hum.m Ratfultion ExperIments haw been depo5ikd at ItIt Nitional. 
Arcliiws and made part of Record Group 220. Pmidenlial ComnltI· 
tees, Commissions, and Boards. The collection can be aooc_d 
through the Archive's futual Reference 8randllocattl.! at ArchiW& 
n, 860l Adelphi Ro.d, College Park, Maryland. The plioill' Dllmber 
is (301) 713·7250. 

The collection consists primarily of doeummtl c:olltded !rom 
Federal agencies and other touroes durinJ: the Committee',_rdI 
procal, but al50 includes the Comnlittft'& admlniobaliw tiJn.. 
m~1ng docwnentation. notes, and other records ar-nted by !he 
staff. 

OIIMiztJ.tton: The ACllRE collection is dMded Into Ilnu;or IftieI.. 
The SHiH of primary In~ to most Nt' eben .. me RnNJcb 
Collection Serlu, Ylbich coulstlJ ailwo maloc (~ 
Archives file and Ihe Uhr,uy file. Tht ArclIiftS file Ieplc:stnlllhe 
prll'l1Jry docummts coIlecte1/roa1 ~ and otbtr SOIlItH; tbe 
UbI'Ji)' file eneolDJlWd 5e(Ond.Iiry soun:es, s.m • ;omut 111idel 
ami publ~bl!d rtpOrtI. 1k Artbiws lilt Is otpllztd by armPoo 
nwaber. F.,th depotl! of reconh 10 AClQI.E _ ~ In.aa:a· 
.ion number wlllc:b consilllJ of &II .KI'OIIytlI 'Of the documc.t 
sowte, tU depofil. d.i(t. and an ~ ~Of whlch rtpmC'Dtt 
the 5eqUl!na of deposita from that -.u on tNl dalt'; ~, 
DOO-06l194-<:: ~tnb tM thtrd Ddmw ~t &postt 0( 
Janell , 1994. An ~ IRIJ' oontl5I ofooedocummtor 
5e'I'er.u bous 01 dOClllMJlb. 

FilIding ..w, at thl ~ Papn' copy fIndi", "" _ found ill 
five bindm M the National Aldtift6. 1bt bdinl'" pmick bak 
acaoss to the II .econi:s ~ The findUI& aid lor the Artl:IIveI file 
idendfie!l the CUJmIt boI. aUlDber ioJ eacII_don numbrr. 
Copies oIlbe ACtiO flmd Rtport aDd ~ '101_ 1ft .. , 



also available. Supplemental Volume 2/\ includes a complete listing 
of all accessions In the Alt:hlves coIlect[on. of all publications [n the 
Library collection. of all experiments identified by ACHRE, and of 
individual documenls within each accession which wenl specifically 
described. including those clted in Ihe Final Report. Volume 2/\ also 
includes indexes of this data sorted in several waYS. such as by 
subject. The electronic Index to the collection is nol available to 
researchers at NARA. 

Other Ffndin& Aids 10 the ACHRE Collection: The Lolus Notes data· 
base created by Ihe Advisory Committee is available to researchers 
at the National Security Archive, a private nonprofit organization, 
located in the Gelman library at George Washington Uni\'Wlity, 
(202) 994-7000. However. some familiarity with Lotus Notes may be 
necessary for a researcher to search the database. 

The National Security Archive abo maintains a Web site for t\CHRE 
information (www.seas.gwu.edu/nsarchl~/radlation/). The site 
includes Information such as transcripts aud related materials for 
Committee meetings. the text of the Final Report. and the complete 
listing of tile researth document (archives) collection. publications 
(library) collection, and experiments. Word searches can be per­
formed U!ing the capahllltiee 01 an Internet browser (such as 
Netscape). 

Banim 10 Aatss: The ACHRE collection at the National Archives 
has material protected by tile Privacy Act interspersed throughout. 
t\$ a reauh. most boxes of records must be 5Creened by Archives 
staff to remove this mater1aJ prior to being provided to researchels. 
The Archives has indicated that it needs at least I week of lead time 
for any Ieque51s which invol~ more than a lew folders. to allow 
time to review the requested material. In some ca!Jt'5. it Cin take up 
to !IeVeral months. Researchers are asked to be as specific as pos­
sible in thelr requests. 

Please note that it may be difficult 10 locate a specific document 
within an ao::ession bel;ause the documents have not been alisigned 
individual doculllenl identifiers (i.e., document numbers). It may be 
~ to nMl'W an entire accession to locate the desired docu­
m .... 

other Resowces 

DOE Office of Human Radiation Experiments (OHRE) Home Page 
(www.ohre.doegov):OHREaealeda Web slle in early 1995 to make 
its hutnaD radb.tion experiment doclUllent collection and other 
important information readily available to the public. The site 
provides access to the text of OHRE's pubUcations--the Roodmap, 
the Expertment L~t, and a 5I'Iies of oral histortes conducted by 



OHRE (See Ust of PublicatiOlUl, below)-as well as other material of 
interest such as the transcript of a stakeholder's workshop held in 
Febroary 1996. The text of the Advisory Committee Report Is also 
accessible from tbis borne page. This site also provides links to 
other relevant sites, including all those referenced in this document. 

The IIl<Ijor feature of the home page Is the Human Radiation Experi­
ments Information Management System. (HREX), which was devel­
oped by DOE to provide users with the ability to conduct full-lext 
searclles of its 250,000 page blsIorieaJ document coUect!on and to 
retrieve images of those documents. All documents placed on the 
Web have been screened for Privacy Act material and personal 
identifiers have been ranoved (raLlcted). Ea!.:h document in the 
collection h.u been assigned a unique document number and 
identified with prIlWlWlCI:! (source) information. The original copy 
of the document is maintained by the facility or institution identi­
fied In the provenance inlonnation. Please note that most, but not 
all, of the documents provided to the Advisory Committee are in 
HREX. The exceptions are a small number of documents retrieved 
by Committee staff directly from DOE sites and not prooossed 
through OHRE. 

ln~ HREX (hru.dis.anLgov): In November 1996, a new 
version of HREX was made available to the public. This enhanced 
version of HREX allows access to historical documents collected by 
other agencies involved in the Interagency Working Group (Depart­
ment of Defense, Department of Health and Human Services, 
Dep,artment of Veterans' Affaln, Central InteUigence Agency, and 
the National Aeronautics and Space Adnnnistration). As abOV{!, all 
documents placed in the Interagency HREX are screened for 
malerial protected by the Privacy Act, and personal idenliflers are 
removed (redacted). This interagency 5)'!1tem CUITeIltly has more 
than 300,000 pages of documents (including the DOE documents) 
and when completed wUl contain appmx.imately 500,000 searchable ...... 
The Coordination and Information Ctnter (aC): Paper ,opies of all 
DOE documents found in HREX are stored althe CIC in Las Vegas, 
NV. Paper copies of all DOD's documents haV\l recently been trans­
ferred Ihere as well. In addition to its holdings related 10 human 
radiation experiments, the CIC possesses a large collection of docu­
ments from the era of atmospheric atomic weapons testing. Th 
request documents, contact the CIC in writing at P.O. Bol 98521, 
Las Vegas, NV 89193-8521 or by phone.at (70l) 195-0731. Small 
numbers of documents can be prinled off the Internet, but large 
volume fflQuests for paper docnments are better directed 10 the ClC. 
Individuals may access unredacted documents about themselves or 
about their next-ol-kin from the CIC H they provide proof of identity. 
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The CIlmplelt index of DOE bokIing. alme CIC liodlllllil& the 
human rilldlation. experiments e:olkction) Is~" OR !be IlIIel'M 
vb OpcDNct (ipOIlo.o5ti.pv/buDi/osti/openDCt/openoctl,hIaI), 
OpcnNel • .!pO!lSOfCd by Ihe DO£ Qffic.e 01 ~Iion, also 
protidn bi'bliographic information on _tty ~ific4 DOE 
documents and Ither documcnr coIJcctions. 

DO£ Pub& Rff1din& RtJo/ru: Redacted paper copies of d docur.mlS 
IouIed by DOE facilities M p.lI1 of lbe IllWnUl .,.iation c:zpcrimcnU 
search ~Illd included in mtEX have also becJI deposkcd in the publk 
read1lli room for wt facility, 

List of MllatioM 
1, Firwlllqxxt: lIduisory CommilrR! on Hll1fUUIlilldio rjon 

£1:ptI'i/nttUI: was ttlu"Cd in October 1995, and iodudcs tbe &ell 
of the report (mer 900 ~J plw three supp1el.eruJ Yl),[UIHS. 
Copies ta.II be obtaiRCd from tbe U.S, Covemlllmt PriDq Offiu. 
(202) 512-1800. The tal of the I'fPOI'I. is also acussiblc on tile 
Internet through SCYeI'ilI. SOW'CCI; including tile OHRE and AC:HRE 
sites described above, 

2, TM Hwnan Radiation Exptrim.ents: FiMlRlpolt a( tht 
Prelident'l Mvisary Committee wn'" published In one voIuIIH: 
by (Word University Press in 1996, While this book dllC3 not 
include the suppJcmeDtal volumes, II docs ctIIIUIn Plftldent 
Clinton's rcmarks on ~tlng Ihe flnaJrcport of the Commlttet 
and a usefullndel, Copies can be obtained. In boaulom or 
directly from Oxford University Presl. 

3, HllflU!ll Radi4tion Expnimml$: TIu: Depdltrltml of fnerJJ 
Roadmap to tlu: Story tutd tht ReamU, ~ In Ftlmury 1'95 
by 00£'1 Offia! of Human Radiation EIpcriml!nts (OARE), 
includes project blekgroulld, she histories, rectm:l1 Nne. 
descriptions, topical essays, and a pttilminary list of uptrimmtJ, 
Hard copies of lhis rcport (DOE-£H.044S) arE' available from 
DOE'I Office of Public inquiries at (201) S86-5515, The report II 
also available on the World Wide Web (www,ohn:,doe,gov) , 

4, Human Radiation Expm'mmcs.4ss«ittted with tht fJrtlled. SraJa 
Dtpartment of Enngy and its l'red«t$SOfJ. relu$(od In July 1995 
by OHRE, contains I listing. description, Ind selected rclertnCft 
for 435 documented human radiation studies dallng back to 
Worid Wlr II, Hard copies of Ihlt report (DOE-EH-G491) art 
mllablt from DOE's arRet of Public Inquiries at (202) 5&6-5515, 
The rcport Is also avallablt on the World Wide Wtb 
(www,ohrc.doe,gov), 



S. Hmnan Radfarion Studies: Remem.lwring the EMly Years, 
completed November 1995 by OHRE, consists of a 29-part series 
of oral histories whose PUIpOSt j, to enrich the dOC\lmenlary 
record, provide missing information. and allow an opportunity 
for tbe researchers to provide their perspective. A descriptive 
brochure, which lists all of the subjects of the oral histories and 
provides brief background on each, as well as copies of Ihe 
Individual oral histories, are available from OHRE at 
(20l) 586-8439. The oral historie,.m abo available on the World 
Wide Web (www.ohre.doe.gov). 

6. Radiation Protectlcn and w HUI1l41i Radintion Exptriments, Los 
Alamos Science, Number 23, 1995, is a special issue of tills 
journal which discusses the work and the findings of the 
Laboratory's Human Studies Project 1tam. The team was formed 
to address questions concerning the ethics and conduct of human 
radiation experiments that were cal'1il!d out by Los Alamos 
researchers from the Manhattan Project ~ys through tile 1960s. 
The report is available from Los AJamos Science, Mail Stop M708, 
Los Alamos National Laboratory, Los Aiam05, NM 87545 or on 
the World Wide Web (lib-www.lanl.gov/pubs/number23.htm). 

7. The Department of Defense R~port OR tire Search for Human 
Radiation Experiment Records, J944-J994, March 1997, COWlS, 
among other topics, 000 human subjects protection policy, 
total·body and partial·body irradiation studies, nasopharyngeal 
inadialion therapy, and radiological warfare. It is published by 
the Office of the Assistant to the Secretary of Defense for 
Nuclear, Chemical, and Biological Defense Programs and is 
available through llIe National ~callDfonnation Service, 
Springfield, VA U161. 

8. Central Intelligence Agency Impector General Report of 
Investigation, Agency Human Subject Research, April 26, 1995. 
This report can be obtained from the Information and Privacy 
Coordinator of llIe CIA, at (703) 613·1287. The ~ort is also 
available on the World Wide Web {hrex.dis.anl.gov). 

9. The Arctic Aeromedical Laboratory's Thyroid Function Study: 
A Radiological Risk and Ethical Aoalysili, National Academy 
Press 1996. Thb report can be ordeIl!d from llIe National 
A<'.a<k!my Press, 210t Constitution Ave., N.W., Box 285, 
Washington, D.C. 20055 or via telephone at 1·800-624-6242, 
It can also be found on the National Academy Press Web Site 
{www.nap.edu/readingroom./l. 

10. S. Hrg. 104·588, Hearing before llIe Committee on Governmental 
Affairs, United Slates Senate, MaTcll12, 1996. Human Radiation 
~ 
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APPENDIX ( . . . . . . . . . . . . . . .................. .. ... ...................... . 

CURRENT AGENCY AmV1TlES RELATING TO IMPROVING 
HUMAN SUBJECTS RESEARCH PROIEmONS 

The following are specific activities that have been undertaken by 
agencies involved in the human radiation experiments effort in 
relation to, OJ as a result of, their review of cumnt human resea!clJ 
in light of the Advisory Committee recommendations. 

The Department of Energy 

• Revised and updated the 00£ Hum.rw. Subjms Research Hand­
&role (2nd Edition), The handbook speclfica1\y addresses issues 
raised by the Advisory Committee on infOl1Ded consent and 
classified research as well as all other- areas of human subjects 
protections and provides regulations, 1WOUl'CeS, and models. The 
manual has been distributed throughout DOE and to other parts 
of the government as well. 

• Has begun a program of regular site visits to its fadlities perform­
ing human subjects research, for education and review. Each site 
will be visited approximately once every 3 years. Five laborato­
ries and three field offices were visited by a learn In 19%. 

• Requested all OOE laboratories to provide a sample 01 current 
informed OOllSl:'Ilt documents. Theee were reviewed to Improve 
and monitor the quality of these documents and a similar request 
will be made in late 1997. 

• Has begun drafting three model informed consent documents 
that will be sent to all siles 10 adapt and use, one for gtIlelic 
researeh, one for biomedical researclI. and one for human factors 
~"""'. 

• Requested all laboratories to provide plans thai detail local 
ed\lCilltion activities to improve the human subjects research 
moiew 5}'Stem. Tbis request will be updared during IT 1997. 

• Put DOE's Fiscal Year 1995 and 1996 Human Subjects Database 
on the Internet. 



• Updated the DOE Human Subjects Research Home Page with 
access to all DOE information, contacts, and resources. These 
include inlormation about educational workshops and confer­
ences related to generic human subjects research issues. 
(www.er.doe.gov/production/oher/hulll8Ubj/index.html) 

• Continued the twice-yearly meetings of DOE-wide human 
subjects working group. The DOE human subjects resean:h 
neWiletter, Protl'Ctin8 Human Sttbjtcts, is widely distributed 
twice-yearly both inside and olllSide tlu! agency. 

• Sponsored a large, interagency human wbject5 workshop to 
highlight the ACHRE report and other bioethical issues. This 
ongoing series is undertaken every other }'9l". The meeting in 
June 1997 Is on "Human Subjects and Genetics Research: The 
Changing Landscape. ~ 

• Is joining NIH and VII. in co-sponsoring a research program on 
the informed. cousent process. 

Tbe Depirtment of Defense 
• Reviewel. in detail existing DOD policies and procedures for the 

protection of human research subjects and has undertaken 
extensive revision of DOD DilU:tive 3216.2, -Protection 01 
Human Subjects in DOD Supported Research.~ 

• Implement-ed changes to current policies that: 

Mopt investigator assurances of familiarity with the 
Nuremberg Code, tlu! Belmont Report, the Common Ilule, and 
related requirements: 

Incorporate research ethie& into graduate medlc:ai education 
cUIJicula at Military Department teaching hospitals: 

Include specific language in the teVised directive that would 
emphuize the expedited review process for certain categories 
of minimal risk re&eaICh that are detailed in the Common Rule 
(32. CFR 219); 

Require education in human subjects regulations at the execu­
tive level 01 training lor commanders and senior civilians who 
may be involved In human subjects research and lor individual 
investigators, IRB memben. research administrators, and 
support penonnel; and 



Ensure that officers and senior NCOa (non-commiuloned 
officers) in the chain of command not be present during 
research recruitment briefings of personnel under their com­
mand, and that an ombudsman be present at group recruit­
ment brieting!l. 

The NatfolYl AeronMitics and Spact AdmlnistJatlon 
• Established an extemaJ Bioethics Policy Task Foree to rwiew aU 

NASA human use research policies and Plottd~s, ,haired by 
Baruch Brody, Ph.D" Leon Jawarski Professor of Bioroedical 
Ethics and Director of the Center for Ethics, Medicine and Public 
Issues at Baylor College of Medicine. The final repon of me Thsk 
~ was provided on Febnwy 14, 1996. In collaboration with 
the Thsk Force, NASA enhanced the conduct of human subjects 
resew so that it satisfies the requirements both of the Federal 
Common Rule and of the highest principles of research ethics. 

• Upda.ted the NASA Management Instruction (NMI) on the con­
duct of Human Researcb, Issued on August 8, 1995, to reflect the 
Federal Common Rule and incorporate the relevant recommenda­
nOll3 reflected in the Advisory Committee's Final Report. NASA 
Headquarters bas also established a process for oversight and 
assuran<:e An Agency Authorizing Official has been named for 
the authorization of human researcb and the protection of hu· 
man subjects. Documentation of assuranre of human subjects 
protection is required every 5 years, from all nine NASA Reid 
Installations and the Jet Propulsion Laboratory, if the Center is 
oonduding human subjects research. Centets nol conducting 
such rese.udt must rect!rtify by letter every year. 

• Conducted internal reviews at Headquarters, Johnson Space 
Center, and Ames Research Center to ensure that elements of the 
Common Rule and Advisory Committee recommendations were 
incorporated into agern:y and center ill3trudion~. 

• Because much of its future space research will be ronducted with 
its partners on the inremational ~ Station, has conducted the 
fint In a series of forums to inform NASA's international bio­
medical rommunity on issues maled 10 the ethic:s of human 
subjects researclt. These workshops will effect a transnational 
undtIlitaJlding of the sensitivity to ethicall5sues in human 
research and ensure that aU international partners support 
rommon ethical principles regarding the protection of human 
subjects. A oommon oonsent form lor use on the Intemation;d 
Space Station was agreed upon and will undergo periodic review. 

• iultiated ethic:s fOnllDS on the Common Rule aud protection of 
human subjects for its domestic biomedical research oommunity. 

Appendb: C 



The Centl1t InteWgence Agency 
• Obtained tbe services 01 a prominent ethicist from the academic 

community to become a permanent voting member of the 
Agency's Human Subjects Research Panel (HSRP). 

• Revised agency regulations to indicate that all reseaIclJ carried 
out or SpOl\SOred by the Agency that utilizes buman subjects 
shall be brought to the HSRP lor approval. The Chairman !Dust 
certiiy as exempt or approve a research proposal beloA! it can 
proceed; final approval rests witb the Agency Director. 

• Disseminated. an agency bulletin to all employees specifying the 
rationale and function of the J}inel and III:!cessity of referring 
human subjects research to it for approval. 

• Revised the Agency's Contracting Manual to guarantee that HSRP 
approval is obtained prior 10 approval of any contract involving 
human suhjects research. 

The Department of Health and HUlllln Services 
• Coordinates Inlerollency Request lor Applications from research­

ers, to develop new knowledge A!lated to the informed consent 
process. 

• Expanded technical assistance to IRBs at institutions receiving 
DHHS mearch funds, by means of 12 to 24 sile visits per year. 

• Increased activities to Improve the procedures for protectillg 
human subjeC18. For example, CDC Is developing an online 
education system in researcl! integrity and ethics that will be 
mandatory lor investigaton. 

• Provides administrative support for NBAC. 

The Food Ind Drug Administration 
• Has the largest JRB ovmi&bt program of any Federal agency and 

the only Federal program for oversight of radioactive drug reo 
search committees. 

• Performs periodic on-sile inspections of all IRBs that are known 
to review FDA·regulated studiee. In cases 01 serious non-compli­
anee, FDA suspends approval of new studies and accrual of new 
subjects into ongomg studies. Such sanctions are imposed on 
over 20 IRBs per year. 



• It rntJinB 1M RDRC rq~ to strnslhrn tIw uftluudJ to 
humaa tuD;«U. 

0tM1 AgIIdH 

• VA hal pLmnfd W slIt vlll.tJ to mifw proctdum am thdr 
~ 01 RnmdI AJMI ~-dopmml it Ir'lltwinc hi poticy 
lmDuaI to iderltlty ID)' DtHtd I'l'\'IJiclnt. 

• Tbt ~I 01 Educ.l1SoII antIcfp.Jlts rfPOIIIoa 10 HBAC Of! 
OD&OiJIIlWaln& KtI:rillel:, and d10rU 10 dlwmtina't inlOflNtion 
d1lOOp ~ d~aDd ~ MI'fJOIb ~ dW 
[)epIrtmeral. 

• 1be EnrironlMfttal Prot«1iuo A4foq (EPA) Is Clpdall,..tIl 
Iflte....w order OJ! hUJIWI IftNldlsubf«t' to lnIp)emt .... tilt 
COIIlIJlOD RuM. 

• The CoIUUIfttf ProdIK:l SaI«y ComclAfocl it .aWIII and 
cb&.pa, iU Ifllmlal dOl:lmtntJ and poAdts. 



APPENDIX D . . . . . . . . . . . , ............... .. ............... .. , ............ . 

PItOPOSlD LEGI5lAII~ 10 AIIEND THE RADIATION 
EXl'OSURf AND (OIIPfHSAIIOH NJ 

'BILL 

To amtncl tIw cllJibllity Criteria of the: Rlodiation E1posute 

Compensation Act lIld for otbcf pwposes. 

8~ It IlUIcttd by tM Sell(l(fllllld House ofReprtSCltativlS of/he 
UllludSt4UI oj hurlall" ColIgn" AJlembled, 

SBCIlON 1. SIIORTTITI..E. 

ThlsAeI may be cired III !be '"The Rtdiation Expmure Campen­

sationAet Alnendnumta of 1m." 

SEC. 2. The R.aclJation Expo$llR- CompcllSllliooAct, "2 U.S.C. 

f 2210 note (Supp. 1995). (refemd to iD thi5 Act as ''the Act"), is 

arDNIdrd u folJowt: 

{al a...AlMS R.ELIJINO TO AThtOSPHERIC N1.ICl.EAR 

11iS'I'nofO.-(1} SeaiOCl ~a)(I}()fthe Act is amended 10 IUd IS 

........ 
"'(I) C\ai.ms rdaliq IOdliklhood leukemia - Any i3(ti· 

vidw.l1ll'ho • 

~(A) Will physic&1ly JIRMIII in an afl'ecled area 

for .. period of at leut I yew: duriIlg !he period 

beJlnnini 00 Jaou.y 21, 19.5t,lIIId eDding on 

October 31. 19$8, 



"(B) was physicalJy present in the afftcted area 

for the period bcllinning on June 30, 1962, aDd 

endingon July31,1962,ot 

'"(C) p.nicJpaWl onsIte In a test Illvolviall the 

atmospheric detonatiou of. auclcar device. 

IDd who submiu wrincn med.ical documenlillion Ihat he 

or abc, after suen period 0( physical pn!IeDCe or sucb 

OOS;1e p.rueipatioo (u thc cue may be), and. between 2 

and 30 yeaR after em cJ.por;ure to fallout. eonlnliCted 

k:ukemUi (0iheI" tb:a chronic lympbox:ytie leukemia), 

shaIJ reoeive $SO,OOO (in the case of an individual de­

saibcd in ~ (A) or (B» or $75,000 (in the 

cue 01 an individual described in subparagraph (C», if-

~(i) initial exposure occ=d prior to 

age 21, 

"(i i) the claim for $IlCb payment is filed 

wid! tb: Attorney General. by or on bchaIf 

of such indiviOOal, and 

,,(ill) Ibc Attorney General dc\.mniIlCl, in 

~ willi iCdioo 6, that lbe claim 

mccu die requlremmu 01 this Act. .. 

(2) $e.cbon 4(b)(l) oftbe Act i, ~ 

(I) by i_niDi ~maJe or" bcf~ Mlimllie J;eaat"; 

"'" 
(ii) by $lrlki:lg "and low ooffee<:OllSUmptioo"; 

.... 
(iii) by inseRiD& "salivary paoo.. M aft« "pI.I 

b1addcJ.-



(b) Cl..AJMS RELA11NO 10 URANIUM MINlNG.- ","00 

~ of the .... ct is IIIllCIMIod 10 Iud 11$ followi: 

"SEC • .5. Cl.A1MS RELATING TO URANIUM MINING. 

"(-> EliJJ1iIily oflndividual!; for Full Compens:atiOCl 

rOO" Lun, C'P«'r - Any indj ......... wOO w;u c ... ~ 

ill a uranium mine in a rpecifled Slate at any time during 

tilt designated lime period, .tl!all receive $100.000 if the 

IndiviOOal submiU written medical drxumenration that 

he or ahe eontnlCted luna cartOe(, and 

"(I) ita IlOIlIimoicer, 

"(.) was expo~ed \() 200 or more working 

level months of radon progeny; or 

"(b) was e"posed to at least the amount of 

radoo proseny in working level months 

specified in Table 1-.... , based on the 

individiW'$ age at disease incidence, end 

""wber of yt:ar.l since last exposure to 

rlIdon progeny in the designllcd time 

period; or 

"(c) was employed !bing tbe dcsigDllCd 

time period for _least the aJUOOIIl of lime 

apecified in Tabk 2-A. based on the 

individual'. age atdiseue incidence, yur 

offust expos~ to radeI. progeny durina 

the d«ianaled I~ period, and nwnber of 

years tioce Last exposure to radon progeny 

durin, the desi&nate<i time period; or 



~(Z) if a uuoker, 

"(a) was Clpo&eO to JOO or more wortinK 

Je~1 mooths of r.cIm JlIUKrny md I:allOel 

wuconlJaCl.ed before I&C' 4S, or was 

u(106Cd 10 SOOormore wortioK level 

10000M or radon progeny, repdless of 

• when cancer was Q)Ou8Cted; Of 

"(b) was Clp0se4 10 I.' Jeas( the amouD' of 

nw;Ion p~y in wttItin,; Ieve.1 rnontbl 

specirled in TI.ble I-B, hued 011 {he 

individual's "P I( disease iKkieoce, aIId 

DUmber of yean since: b8 CJlpotiUR' to 

r.oon pro,;my durinK the dcsiJDatrd time 

period, or 

"(c) was employed during the desipaled 

time pWod. fur alleast the ;r,moun{ of time 

specified in Thble 2-B, based 00 the 

individU1l'$ age at disease incidence, year 

of finl expw.urc to radon progeny during 

tile designated time period, and Dumbcrof 

ylW'll sina Ia.\.t expollu~ 10 radon progeny 

dwini!be designated time: period. 

"(b) Eliiibility oflndividuals for Partial 

CompMYtioo. for 1.00& C&n<:u - Any 

iodjvidl.lal who was employed in "lIllIIlium mine 

ill" spociflcd Stale ill any time during the 

daiip8tcd w.e period, shall receive $50,000 if 



lbe individual submits writtn medic~ 

dcx:umNWion tbat be Of $be cootrk1ed iuDS 

''(I) if • ..,...,........er. was upcred to III 

kaa tbeo amount of I'IdoIo P USW! ill 

workint: 1c~1 (lKrih. spec:ified ill 1lIbk 

)-A. bued 011 the Individual'$ ace II 

d1_ ioeidenol=, l1li01 nwOOer of yean 

ai_ INC upootllAi to n40G pnl&'Cil1Y in 

the dcsJpatOd lime period; or, 

"(2) ila smok;n-, was Uposed to III least 

the _Ill of radon pnlpny in woricing 

level month5 .pecified in Table 3-B, based 

on the ifldividual'llI8e at diseill$e 

inc:ldcncc, and Dumber of years since Jut 

eJlpoaure 10 Bdoa P"Ut!eDY during the 

dcsilJlllcd ~ pmocl. 

"{el fJilibility for FuU CompemMion for 

NOOlDIiignw Rnpintory D*'- - Any 

Indiviolt.tal wbo ..... employed in a uruium mille 

in • sp::cifiod Stale at ;lilY time do.rring !be 

desiJl"""d time ptriod, s.hIU receive $100.000 if 

the individuallllbmit5 wrillm .kdX:aI 

~tioa m.r he Of she, atIet such 

cmp1oyme ... OOIItlXted allOlllDaligoilill 

respiratory di5ease. and 

A_. 



eutldin, NIUe TIIIst: 4ditIIsit b$poIId to th. M.isory [,,,"nla. • H_ Radlatlllll EIqMrI..ts 

0.' 

~(l) if a nonsmoker. was Clposc:d to 200 

or more working level mooths of radon 

progeny; or 

"(2) ir a smoker. was exposed to 300 or 

more working level months of IlIdon 

progell.y and the nonmaJisnant respiratory 

disease was contracted before age 45, or 

was exposed to 500 or more working 

l~vel mnnlhs of radon pl'Ol"ny. regardle.~ 

ohg~ the disease was COlItrac!ed. 

~(d) Any individual ~lisible forfull or partial 

compeDlllltion under subsections (I), (b) or (c) 

shall rt!Ceive payment if-

~(1) a claim. for payment ill flied with the 

Attorney General by or on bebalf or such 

individual, and, 

"(2) the Attorney General determines, in 

accordance with section 6, that Ihe claim 

meets the requirements of this Act. 

hyments under this KCUon may be made only in 

accordance wilh section 6. 

"(e) The tables referred to in subsections (a) 

and (b) arc as follows: 



AppeMb. 8 

TABLEl·A 
Minimum Radiation Exposure Levels 

for Full Compensation fnr Lung Cancer 
(in Working Level Months) 

Nonsmokers 

Years since lWlt radon progeny exposure 
Age at disease 
incidence <10 1()..19 >20 

<50 1 , • 5()..59 4 8 33 
00-69 16 " 141 
>70 24 " '03 

TABLE 1·8 
Minimum Radiation Exposure Levels 

for Full Compensation for Lung Cancel" 
(in Working Level Months) Smokers 

Years since last radon progeny exposure 
Age at disease 
incideoce <10 1()"19 >20 

<SO , II 46 

"''' I. 40 163 
0().69 81 174 703 
>70 117 '" 1,010 



TABLE2·A 
Minimum Durntion of Employment 

for Full Compensation For Lung Cancer 
(in Years) 

Nonsmokers 

Years since last radon progeny exposun: 

Age at disease 
incidence <10 10·19 >20 

First e:qwsed; <.1955 
60 O.~ 0.0 0.0 
50·59 0.1 0.2 0.3 .,... 0.' 0.7 I., 
>70 0.7 l.l 2.4 

First exposed: 1955·59 
<50 0.0 0.0 0.0 
51).59 0.1 0.2 0.3 
6Q.<;' 0.6 0.' I., 
>70 0.' 1.4 30 

First exposed; ~1960 
dO 0.0 0.0 0.1 
50-59 0.3 0.4 0.' 
6Q.69 1.6 2.4 '.0 
>70 2.' 3' '.0 

• A value of 0.0 years denotes employment in an undeIground uranium mine for at 
least 1 day bUI \ess than 18 days (.05 years or 102 wor\ting boun). 



TABLE2-B 
Minimum Duration of Employment 

For Full Compensation for Lung Cancer 
(in Years) 
Smokers 

Yean since lasl radon progenye1tposu!'e 

Age at disease 
incidence <10 10-19 "" 

First ~xposed: <1955 
dO O.~ 0.0 0.0 
~0-~9 0.2 0.3 0.' 
60-69 Ll I.. 3.' 
'70 1.7 2.' ,., 

FIr$( ~xp<J$ed; 1955·59 
dO 0.0 0.0 0.1 
50-59 0.2 0.' 0.7 
60-69 1.4 2.1 '.3 
'70 2.2 3.3 7.0 

First t'xp<Jud; :cl960 
dO 0.0 0.1 0.1 
50-59 0.' 0.' I.. 
60-69 3.' ,., Il.~ 

~70 , .• , .• 18.5 

• A value of 0.0 years denotes employment in an undetground uranium mille for at 
least I day bulless than 18 days (.~ years or ]02 worldng hI:JIn). 



TABLE3-A 
Minimum Radiation Exposure Levels 

For Partial Compenslltion For Lung: Cancer 
(in Working Level MoDtbs) 

Nonsmokers 

Years since last radon pro~ny exposwe 
Age at disease 
incidence <10 10-19 "'" 
"0 OA 0.7 3 
50-59 I 3 12 
60-69 , 16 50 
~70 9 IS 72 

TABLE3-B 
Minimum Radiation Exposure LeveJs 

For Partial Compensalion For Lung Cancer 
(in Working Level Months) 

S~_ 

Years since last radon pro~ny exposllre 
Age at disease 
incidence <10 10-19 "'" <50 2 , 16 
SO-59 7 14 " 60-69 29 61 248 
~70 41 .. '" 

D-lIl 



"(f) Definitions - For purposes of this se\:tiOIl -

"(1) the lenn 'working level mouth of 

radon progeny' means exposure to radon 

progeny at the level of one working level 

every work day foe a IlXlCJIh, or !lIl 

equivalent exposure over a greater or 

ies5eI amount of time; 

"(2) the term 'working level' means tbe 

concCllU'lltion of the short half-life 

daughlers of radon that will release 1,3 x 

HJ.' million electron volls of alpha energy 

per liter of air; 

"(3) the term 'nonmalignant respiratory 

disease' means either pulmonary fibrosis, 

cor pulmonale related 10 pulmonary 

fibros.is, or moderate or severe silicosis, or 

pneumoconiosis; 

"(4) tbe term 'Indian tribe' means any 

Indian tribe, band. nation, pueblo, or other 

organized group or oommunity, thai is 

recogniwd as eligible for special 

programs and services provided by the 

United States to Indian tribes be~ of 

their status as Indians, 

"(.5) the term 'specified Stale' means 

Arizona, Colorado, New Mexico, Utah, or 

Wyoming; and 
D-H 



"(6) the term 'designated time period' 

means the period beginning 

January I, 1947 and enclinj: on December 

31,1971." 

(e) DETERMINATION AND PAYMENT OF CLAIMS. 

(1) Section 6(c}(2}(A)(ii) oftheAet is amended by 

striking "5(a)" and inserting "5(1)(6)". 

(2) Section 6(c}(2}(B) of the Act is amended-

(Al in elaU!le (I) by inl!erting "(other than acJaim 

for workers compensationr after "claim"; and 

(8) in clau~ (ii) by striking "Federal Govern­

ment" and inserting "Department of Veteran 

Affairs." 

(3) Section 6(dl of the Act is amended by insertinj at the 

end the following: 

''The Attorney General may request from any claimant, 

or from any individual or entity on behalf of any claim­

ant. any additional information or documentation neces­

sary to complete the determination on the claim in 

accordance witb the procedures established under sub­

section (a). The period of time from the Attorney 

General's request for additional information or documen­

tation until the time such information or documentation 

is provided or the requested party informs the Attorney 

General the information 01" documentation cannot 01" will 

not be provided, i& oot counted toward the 12-montb 

limit established in this subscclioo." 



SEcrJON-BY-5EcnON ANALYSIS 

SectiOli (1). This sectiOli would state the short title of~ bill. 

Section (2). This section would amend sections 4, 5, and 6 of 
the Radiation Ellposure Compensation Act of 1990, P.L. 101-426,42 
U.S.C. § 2210 note. 

Subsection (a). This section would amend section 4 of the Act 
by expanding ~ eligibility. criteria for downwinclct and onsile partici­
pant claimants. 

Subsection (1) would amend section 4(.)( 1) of the Act 
by expanding the class of claimants eligible for compensation for 
childhood leukemia to include certain (JIlsile participant.oJ. The amend­
ment would add individuals who were exposed to radiation before the 
age of2l while participating onme in a lest involving ~ atmospheric 
detonation of a nuclear device. 

Subsection (2) would amend the list of compensable 
diseases in section 4(1)) of ~ Act to acCOOM for the latest .scientific 
findings regarding the effects of radiation exposure. The amendment 
would add two new WscIlSCll that have now been A'lsociated with expo­
sure to radiation - primary cancers of the male breast and salivary 
gland - and eliminate the requirement that claimants seeking compen­
sation for pancreatic cancer not have a history of heavy coffee drinking. 
The bill would limit compensation (or salivary gland cancer to claim­
ants who were not heavy smokers. 

Subsection (b). This section would awencl section 5 of the Act, 
defining the eligibility criteria for uranium miner claimants. This 
section would delete the present ellposure-based eligibility criteria that 
apply to all uranium miner claimants - whether they at"C seeking 
compensation for lung cancer or • nonmalignaat respiralofy disease -
and substitute in lieu theJeof separate, and in the case of lung cancer, 
new eligibility criteria for each compensable disease. This section 
would further modify section 5 of the Act by addinx provisions stating 
new eligibility criteria fot partial compensation for lung cancu. 

This section would a.men(l section 5( a) of the Act by de1eting the 
eligibility criteria for nonmalignant diseases, and addins to the existing 
exposure-based criteria for lung cancer two additional sets of criteria­
one set abo based on exposure to radiation, .and a. second set based on 
duration of emp:loyment - and allow claimants to qualify for full 
compensation ($100,000) by meeting either the existing criteria or 
either of the two new alternative sets of criteriL These new set!; of 
litandards are the reiuJt of an effort by the Administration to genenrte 
new compensation criteria. that more accuraIely reflect the risk of lung 
cancer from uranium mining, and thus better provide compensation to 
deserving claimants. The new criteril are based on the latest data and 
an updated analysis of the risk factors for lung cancer from uranium 
mining: they ~sent the best estimate of the level of radiation at 

O-u 
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wtUcb. tile miMI" "'pol .... (lDMIWedt.itbel ciinw:tly by workiq IeTd 
t:roCIIICh:I Of JlI4lreccly by duraUoa of tmploymtDt) is the ~e cause 
of billllq CIIIICW. The lei. of aittri. bued on ~ of empklymen, 
In! ptoptMCl because powttial cloWn" are lidly to lind them easier 
to W\derIW1d and \1M IbM. expotUro-bued alttnlative etitetia, 

Thb section would alIo 6eJeIe the uj.bnt .ubtettion (b), which 
ddiMl " nl,ullb« or CenIlS \I$ed. i.IIl~tiou !! of the Act, and aubltitute ill 
lie\! the~ a IleW tet of ellpbility criteria that would provide partial 
OOIOpeDMtiou ($!!O,OOO) to a clua of milIet-clahnants woo are IIOt 
qualified under the preMllt criteria aad who will not ql1lllfy WIder the 
newly FOfOIed ttlliIria rot full compeasation, The lie" crilerla in 
.se.ction '(b) are based CD the same IlIta and «nairAs as the newly· 
propOMd crileria for fIIll ~lISation, but, additionally, pve the 
mineKllimantl the benefit 01. mown \lncmamtice in tho underlying 
data. Thut, seaion !!(b), as unended. wollld newly enfranchise those 
minet-clalmantl whOM expoeua to radiation we can confidently say, 
aIvina them the bmdit of known \IlI.CerW.miel In the underlying data, 
cauMd their hull cm:en. 

Thk IIO(:tiDft would, further, add a new I\lbeection (c) that re­
IWCJ tepllfatA!Jy the pment eJiaibility criteria for:full compensation for 
nonmaJlJlWIt respiratory dileaMS. 

Thi. section would allO add II new subsection (d) that would 
mtate the reqllirements pre.MIIly found in socti.OII S(a) of the Act that 
the compensation can tit paid only when • claim is filed with the Att0r­
ney OeDetaI., determinod to meet the roquirements of the Act, and 
payment can be roWe in accwdanoe with the provisions of section 6 of 
theAct. 

Th15section would lllid a!lCW subsection (e) that would. incorpo­
r.\e ibto the Act table. CObtaining the DeW eligibility criteria for hmg 
cancer, for both filii and partial COmpenSItiOIl. Table 1 contains the 
IICIW, alternative ell:p05\1le'Wod eliaIbility criteria for full compensa· 
tion; 'IlbJe 2 COIltllUll the new, allenlltive employment-based. eligibility 
criteria for full COmpellSltiOD; and Table 3 contaitu the new CJ[posure· 
based eliaibility criteria for partial compensation. 

Fmally, this section would add • new subsection (f) thllt wollld 
.estate tba definitions pl'e5mtly found ill 5eClion S(b) of the Act, with 
50IDII additiom and modifications. The definition of the term "nOllDll.­
liJlWlt respiraklfy diseue" in section 5(b)(3) of the wstinj: Act would. 
be modified by dimilllltilll the red\lDdant reference to pulmonary 
fibroais in the list of compensable IlODlIlIIlipant re.spiratot;' disorders, 
and by eliminating tile limitation on COmpeoiation (ot silicosis and 
pneumoconiosis to ul'lllium mines 011 Indian Reservatioas. This laner 
modific«tioo would ensuno that minen e~ i. urlilium mines off 
Indian ResetvatiODS (yet withiA ODe of !be specified ~ States) are 
cx:mIpeIl5ated on the JIltlC OOlIditions as III1ners employed In mines on 
lDdian Res«VatiODl; tile evide_ "llests that the rille IIf siJicoW due 



101II'Mfum mini ... Wat DOt I'CItIic:tod 10 IDinft 011 IndIJ.n a.wvadonl. 
1be pooposed IIlbIecdoa (t) would also itldude detl.llitioat 01 two new 
fU'mI_ "IpecIfled Swa"lDd "deoi",'W time period" -tlDpl~ 
In tbe PftlPOsed ameadmenliiD section , . 

Section (c). This leCdon WOIIld ~nd the tl'?vlliOllI of Ketlon 
6(cXl) oltbe Actdefinlnillhe circWl1lllllCes in which 'warda to onslro 
plrtk:iplrlU must be offset by payments received from other partie •. 

SubMCtion (1) would IIDIInd section. 6(e)(l)(AXli) by 
.... bstitutirI. for the existing reference the new mblleCtioll where tho 
de'irated tlmec period within which a claimant must have been em· 
played in • lIl'lIIlI.um mine 11 defined. 

Subaeetlon (2) would amend section 6(cX2)(B)(l) 10 
clarity that _""am. under thtActlo on-dte ~Q; should !lOt be 
ott'tee by payments to the claimant based on a r's compensldoro 
claim for the lame injuries. It would aIIo amend sectiorI. 6(c)(2)(B)(il) 
to eWifIJ thJI: an award UDder the Act sboutd be ol'llet OIIl)' by Pll)'l'DIDU 
to ttl, dalmant from !be DeJ)artJMJlt of Veteran's Affairs, IMIWlI: by 
6JMbWty ~ymmI' from Ofhm. Federalllienclu,lUCh as Social Secu­
nty. ThNe amen4mepts II'e deslpJod to MhIDce parity .~ tile 
eUaible pQp\Illdon, by tnaurina: that paymeDb to ouite panicIpmlIarc 
offfOl on [be IWIIe tenN U payments to dowDwiDden arid urwiMn 
lII\ocra. 
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THE WHITE HOUSE 

WAS H I NG'fO N 

Harcn 27. 11197 

Jo'.BMClRAJflXM FOR THB SECRETARY OF DBFElfSR 
THE A1'TORlIEY GENERAL 

SUBJECT : 

'nIB SECRETARY OF AGRICDLTDRE 
THE SECRBTARY OF o::JMMER.CE 
THS SBCRETARY OF LABOR 
TBB SECRBI'ARY OF KEALTH AND HUMAN SERVICES 
TR£ SECRETARY OF MOUSING AND URBAN DBVELOPMlNT 
TKB SECRETARY OF TRANSPORTATION 
THE S&CREtARY OF SNEltGY 
'11m SECRETARY OF EDUCATION 
TKE SECRETARY OF WTBRANS »I'AIRS 
THE DIRECTOR OF CEHiRAL IN'TI!:LLIGEHCE 
THE AI»lINlSTRATOR. OF 'niB BlfVIROIfMDITAL PROTECTION 

"","CY 
THE ADMINISTRATOR. OP 'I1lE AGENCY FOR IN'I'U.NATIONAL 

DEVELOPMDrr 
THS: ADMJWIS1'RA.TOR OF 'I1lE NATIONAL AiRONAOTICS AND 

S PACB ADMINISTRATION 
mE DIRECTOR OF THE NATtotUJ. 9CIBNCE POUNDATION 
THE OlAIR 0' THE HUCLSAll REGOLATORY CQl';Ml9SION 
THE DIREiCTOR OF 1'Jf8: OPFICE OF SCIENCE AND 

TECHNOLOGY POLICY 
THE OlAIR 0' 1'RB CONSOMER PROIlUCT SAFSTY 

caot(lSSlON 

Strengthened Prote~ion. for Human Subjects 
Qf Classified Re.e~rch 

1 have workad hard to restore trust a nd ensu~ openness 
in governll1ent . Thill ma1llOranmn will turther our progress 
toward these goal. by Itrengthening the Pederal Gove~nt' 8 
protections for hu~ .ubject. ot c lassified researcn. 

In January 1994, I established the Advisory co.nittee on Human 
Radiatiori Experiments (the °Advhlory CocIaIittee O

) to examine 
report. that the government had funded and conducted unethical 
human radiation experiments during the COld war . I directed 
the Advisory Committee to uncover the truth, re~nd step. to 
right past wrongs, and propose ways to prevent unethical human 
subjects research frOM occurring in the future . I n ita October 
1.995 final report, the Advisory COf'JIIittee re.coaJ4(!nded , SWIO!'l.g 
other thin9~, that the gove.rnment lI10dify its pol icy govarning 
classified research on husan subject. ("RecomMendationa tOT 
Balancing National Security Interest. and the Rights of the 
Public," Recommendation l5, Final Report , AdViaory Committ.e 
on Human Radiation Expari~ent.). This ~morandum .at. f o r t h 
policy ch4nges in respon.e to those r.c~nd&tions . 



, 
The ~i.ory ~itte. acknowledged that it i8 in the Nation's 
int.re.t to continue to allow the government to conduct ela •• i­
tied r.a.areh lnvolvi~g h~n .ubj,cta where aueh researeh 
aervee i~rt.nt national •• curity intere.ta. The Advisory 
Cca.ittee f ound , however. that cl ••• ified human subjects 
rea •• rch ahould be a "care event" and that the "subjeots 
of aueh re"&r~~. 8. wall as the interests of the public 
in openne •• in science and in government, deserve 'Peeial 
protectiona .· The Advisory eo.-ittee wa. concerned. about 
"exceptions to IDfo~d oocsent requir~nt. and the &bsence 
of any epecial review and approval proce.. for human rea •• reh 
that 1& to be classifi ed . ' The Advisory committee recommended. 
that in all classified reeearch project. the agency conducting 
or sponsoring the research aeet the following r aquirelMnt.s : 

obtain inforned consent fro. all human subjects I 

inform subject.s o f the i dsntity of the sponsoring sgeneYI 

intors subjecte that the project involves classified 
re.earch; 

obtain approval by an -lndepenr:tent. panel of nOflgovernlllllnt.al 
experts and citi2en represeat.tiv.e, all with the a.e •••• ry 
securi ty clear.nce.' that reviews scientific ~rit, risk­
benetit t radeoff. , .nd ensures subject.. have enough 
info~tion to ~ke info~d decisiona to give valid 
consent; . nd 

naint.in pe~nent record. o f tbe panel's deliber.tions .nd 
consent procedure •. 

Thia !l'lllmor.ndu~ i~ple~nts the •• recOMaer~tioa~ wit.h 8~e 
~odi fic.t ion.. For cla.sified reaearch, it prohibits waiver 
of inlormed eOn sent &nd requiraa r .... ~ber. to disclose that 
the project i. cla •• ilied. Por all but ~n~l risk .tudies, 
it require. re.earcher. to inlor. subjects ot the sponsori ng 
agency . It al.o reqUire. peraanent recordkeeping . 

The memorandum al.o re~pond. to the Advisory C.,.....ittee·s 
e.ll tor a special review procea. for claeeified h~n 
subjects research. It requires that ineeitutional review 
boards for .ecret projects include a DOngovern.ental ~r, 
and establishes an appeals process eo that any .caber of a 
review board who believes a project should not go fo rward 
can appeal the boards' decision t o approve it. 
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Finally, thi~ ne.orandum •• ta forth additional ,eepa to enaure 
that clasaified human re •• arch ia rara . It require. the h.a~. 
of Federal 8genci •• to disclo •• ancually the number of •• erat 
hUMan r •••• reb projects undertaken by thair agancy. It 'lao 
prohibita any ~.ncr fro= conducting .eeret human r •••• rCh 
without first promu gating a final rule applying the Faderal 
Pol icy for en. Protection of Human Subjects, a. modified in 
this ge.or.nd~. to the agancy . 

Th ••• atepa , •• t forth in detail c.low, will pre.erve the 
govarn .. nt'. ability to conduct any n.c •••• ry cla •• ifiad 
rea •• rch involving huaan subject' while ensuring adequate 
p~teetlon of ~ •• ~b participants. 

Department 
i~.~~··:.~,gency and. in 

Budget, ahall 

(a) The agencies ehal l joint l y pr0p08e to prohibit waiver of 
informed consent for clas.ified res •• rch. 

(b) The agencies shall jointly propo •• to prohibit ths u.s of 
expedited review procedures under the C~n Rule for cla.sifi.d 
research. 

(c) The joint propoa.l .hould r.queat comment on wh.ther all 
researeh exemptione un4.r the CC~ Rule .hould be ~a1nt.1n.d 
for cla •• ified research. 

(d) The agenci •• shall jointly propose to require that in 
cla •• ifi.d r •••• rch involving hu~ subjects, two .ddition.l 
.l.m.nt. of inform.t1on be prOVided to pot.ntial .ubj.cts when 
cons.nt i. sought from subjectl ' 

(i) the i~ntity of the sponsoring Fad.r.l .gency . 
&xc.ptlonl e re allowed if tha haad of the eponsoring 
~g.ncy ~t.rmin •• that providing this infor.ation 
could compromi •• int.lligence source. or ~thod8 and 
that the r •••• rch involv •• no mor. , than minima l risk 
to sUbj.ct.. The d.termination about sources and 
methode i. to b. mad. in consultation with the 
Director of C.ntral Intelligence and the AB.istant 
to the Pre.ident for National Security Affair.. The 
datermination about risk is to be ~ade in coneult.tio n 
with the Director of the Whit. Bouse Offic. of Scienca 
and Technology Policy. 



• 
Iii) •• t.t~nt that the project ie "cIa •• ifiad" 

explanatioa of what cl ••• iliad mean •• 
and an 

(a) The agenel •• ahall jointly propo •• to modify the 
in.titutional review board ("113") approval pree«" for 
c1 ••• itiad human aUbjeet. raa.arch •• follow. I 

( i) Th. COImIon Rule cul't"'ntly r.quire. t.hat. .ach IRS 
"includa at l ••• t on. me~r who i. not otharwi •• 
affiliated with the in.titution and who ia not. part 
of the i_cliata family of « penon who b dtUht.d 
with ebli In<<titution," 1I'0r cla •• Hiad r •••• "h. the 
a9anci •• ahall define "not otberwi •• affiliated witb 
eh. inatitution,· a. « nongovarnrNntal -Imber with tM 
appropriate •• curity clearance . 

(ill Under the ComMOn Rula, re ••• rch proj ect« are approved 
by the 10 it: « "fI&joriey of tho .. UUl .. ·~r. 
pr«.ent at « .... ting· approved the project . Por 
cla •• tlied r •••• reh , the «ganef •• ahall ~. to 
p.~it any lMI'aber of the IRa who doea :tOt ~Uava a 
.pacific project abould be ~ecl by t~ IRa to 
appeal a majority ~ciaion to approv. thA project to 
tM h.ad of the ~orlng agency . If tn. IVInC)' head 
affi~ tba IKS ' a ~clelo~ to Il"rQVe the projact , the 
dlealntlD9 IRa .sriber .. y appal the IR! ' . decl .ione 
to tba Director of OSTP . Tba Director of OIiTJI ahall 
review the IRI'e decl.ion and approve or di.lpprov. 
the project, or, at the Director ' . di.cr.tion, convene 
an IRB .. de up of ~rnm.ntal official. , each with 
tha .ppropriate MeUrity clearanca., t o approve or 
dia&pprove the proj ect. 

(lii) lRae tor cla •• i f l .d r •••• rch .hall determln. 
whether pot.nti.l aubjecta need acce •• to clae.ified 
lnfo~tlon to .ake a valld info~d con •• nt deciaion. 

2 . ",anclea .hall, within 1 year, aftar 

3 . 

c~nt., proaulgate final rule. on the 
h'''n .ubject. of claaaified re ••• rch. 



, 
datI, the number c~l.t.d in en. previou8 12~MOnth period, 
and tn. nu~r of huaan aubjaetl in each project. The Director 
of CSTP thall report the total nURber of ela.lifled re •• areh 
pro~.ct. aAd pa~leip.ting lubjlctl to thl Pr •• ident and ahall 
then report to the congr ••• ional .~d •• rvie.. and intelligence 
co~itt ••• and turthlr ahall publieh the number. in the ['4IrI1 
ini.ur. 

•• 
~. 

• 

Thh Ill4lmoran&1m 1.8 not intendad to cr •• t • 
• • ub.tantl~ or procedural, Inforceable 

• party .;.intt tbe United Stat •• , it aglnei.a, ita 
or any other P41nOtlI. 

S. The Slcrltary of R •• lth and Human Service •• hall publith 
chi. memorandum 1n the Federal B'ql.I:.;. 


