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FOOD AND DRUG ADMINISTRATION
EMERGENCY RESPONSE PLAN

I. Introduction

Unexpected emergencies, whether accidental or intentional, have the potential to cause adverse health effects for large segments of the human and animal population.  In order to mitigate the consequences of such emergencies, the U.S. Food and Drug Administration (FDA) must prepare to respond to a wide variety of events and provide the necessary resources to address the myriad of issues that could arise.  The FDA Emergency Response Plan (ERP) is an important part of the preparation for, and response to, an emergency, and helps the FDA fulfill its mission. 

I.A. Mission

The mission of the FDA is to –

· Protect the public health by assuring the safety, efficacy, and security of human and veterinary drugs, biological products, medical devices, our nation’s food supply, cosmetics, and products that emit radiation

· Advance the public health by helping to speed innovations that make medicines and foods safer, more effective, and more affordable

· Help the public obtain accurate, science-based information needed to use medicines and foods to improve health

I.B. Purpose

The purpose of the FDA ERP is to provide a coordinated response to emergencies involving FDA-regulated products, as well as other identified public health emergencies.  To accomplish this, the document:

· Provides a single, overarching, Agency-wide plan to address all FDA hazards and contingencies and the activities of all disciplines and organizations involved in response and recovery

· Describes the essential steps to take in response to any emergency involving an FDA-regulated product

· Facilitates coordination of FDA staff, resources, and plans into other federal response plans and efforts for major events, such as national emergencies or terrorist attacks

· Promotes Agency-wide and inter-governmental coordination across all levels (e.g., federal, tribal, state, local, or international)

· Enhances the Agency’s emergency preparedness and response capabilities

· Serves as the “umbrella plan” into which all supporting functional area and operational plans, annexes, procedures, and guidance documents will integrate

· Serves as the standard after which the FDA should model all its emergency response plans

I.C. Scope of the FDA Emergency Response Plan
The FDA ERP applies to all FDA emergency response and recovery activities and describes actions to take in response to threats, incidents, emergencies, and disasters.  It also applies to emergencies that the FDA manages or in which it participates.  The plan applies to the following types of emergencies:

· Complaints, adverse events, or recalls, including:

· Complaints or unexpected adverse event reports involving serious illness/injury or death to humans or animals

· Reports from surveillance systems, FDA Centers, hospitals, or other stakeholders involving FDA-regulated products and serious illness/injury or death

· Tampering reports associated with FDA-regulated products

· Outbreaks or epidemics in the animal or human population causing serious illness/injury or death

· Natural disasters, including hurricanes, floods, earthquakes, tornadoes, volcanic eruptions, or other natural phenomena

· Civil or political incidents or events, including:

· Civil unrest or disorder

· Major industrial strikes

· Mass migrations and the results of war (e.g., refugee crises)

· Man-made accidents, intentional or unintentional, including:

· Radiological or nuclear incidents

· Chemical spills

· Industrial accidents

· Air or water pollution problems

· Utility outages

· Terrorist or criminal incidents, including:

· Threat of, or intentional release of, chemical or biological agents or nuclear or radiological materials into the environment

· Contamination of FDA-regulated products

· Intentional destruction that may affect FDA-regulated products

· National Special Security Events (NSSE) (e.g., G-8 Summit, Republican National Convention, Democratic National Convention)

I.D. Planning Assumptions

· In the event of an emergency, the FDA continues to be responsible for products under its jurisdiction while coordinating with other federal agencies and the states.

· An emergency involving an FDA-regulated product may overwhelm the capabilities of a state and its local governments, requiring the FDA and other federal agencies to assist the state in meeting the needs of the emergency situation.  Local resources perform the emergency response for the first 24 to 48 hours with requested federal help arriving thereafter.  FDA assets will supplement the local response, as needed, when the emergency affects an FDA-regulated product or requires the use of countermeasures involving FDA-regulated products (investigational new drug [IND], investigational new animal drug [INAD], or investigational device exemption [IDE]).

· Although this plan provides the general actions to take during all FDA emergencies, further actions to take for each specific type of emergency are provided in the relevant functional area and operational plans.  Those plans refer the emergency staff to appropriate FDA reference and guidance documents for that type of emergency and activity.  Other federal authorities provide directives that offer guidelines or required coordination for FDA emergency response and preparedness under various scenarios.  

· The FDA ERP is consistent with the National Response Plan (NRP) (December 2004).  The NRP supersedes the Initial National Response Plan (INRP), Federal Response Plan (FRP), U.S. Government Interagency Domestic Terrorism Concept of Operations Plan (CONPLAN), and Federal Radiological Emergency Response Plan (FRERP).  As indicated by the NRP (December 2004), the FDA may provide assistance in situations involving activation of Emergency Support Function (ESF) #8:  Public Health and Medical Services or other ESFs.  A presidential order activates the NRP during times of national disasters, either during the development of a potential emergency or following a major disaster or emergency that overwhelms state and local resources.

II. FDA Emergency Operations Organizational Structure

The coordination function of the FDA's emergency operations is located within the Office of the Commissioner (OC).  Specifically, the Office of Crisis Management/Office of Emergency Operations (OCM/OEO) coordinates emergency response and is supported by a multi-level network of over 40 FDA Headquarters (HQ), Center, Regional, and District Offices that plan for and respond to public health emergencies or significant events that affect, or have the potential to affect, FDA-regulated products or industries.  Annex B of the FDA ERP provides a brief description of these entities and their roles/responsibilities in the FDA emergency response process.

During an emergency, individuals, teams, and organizations have numerous roles and related responsibilities in the response operation.  Depending on the nature of the emergency, the response may vary in size and complexity.  In smaller emergencies, individuals may take on the primary responsibilities for response.  In larger emergencies, a team of individuals or an entire office may be responsible for response.  Emergencies are dynamic and can expand and contract in size over time.  This type of volatility requires the Agency to adapt the manner in which it assigns roles and carries out responsibilities.  For example, a large incident initially involving many people might later contract in size and require management by a single person.

The FDA designed its organizational structure to accommodate emergencies; therefore, the FDA’s routine business operations (e.g., normal investigation and compliance work, lab sample processing, organizational functional statements, and staff position descriptions) incorporate emergency response procedures and policies.  As a result, in the event of an emergency, FDA personnel already possess the necessary training to complete their response operation assignments.  It is important to remember, however, that the FDA will not perform all of the emergency response functions listed during every emergency, nor is the outline of designated emergency response duties for each FDA component exhaustive.

III. FDA Emergency Response Process

III.A. Definition of an Emergency

The Regulatory Procedures Manual (RPM), Chapter 8 (http://www.fda.gov/ora/compliance_ref/rpm/pdf/ch8.pdf), defines an emergency as “an unforeseen combination of circumstances, or the resulting state, that calls for immediate actions.”

Most frequently, state and local agencies identify and initially respond to an emergency.  These entities may request assistance from the federal government, which can bring a wider array of services, resources, and programs for support.  The nature and severity of the emergency, and the ability of the local or state agencies to meet the requirements of the situation, will determine the type of support required.  The FDA disaster procedures in Section 9 of the Investigations Operations Manual (IOM) (http://www.fda.gov/ora/inspect_ref/iom/contents/ch9_toc.html) describe the appropriate situations under which the FDA should assist the states.  (See Section III.C.2 of the FDA ERP for additional discussion on determining the FDA’s regulatory authority in an emergency.)

As an emergency situation develops and evolves, the FDA emergency operations response process may be triggered when one or more of the following occurs:

· An FDA-regulated product is associated with or implicated in an emergency incident

· FDA-regulated products may be affected by an emergency

· An emergency involves interstate commerce of products or cases cross state lines or international boundaries 

· An emergency involves a potential or actual terrorist event, which may require the FDA to: 

· Facilitate the production or distribution of medical or veterinary devices, drugs, vaccines, or other treatments in response to an emergency

· Facilitate the production or distribution of rapid diagnostic tools or detection devices to identify or monitor agents

· Perform expanded responsibilities for emergencies that fall under the realm of any of the national or federal response plans, as indicated in the documents

The FDA will assume a lead role in its own area of responsibility.  This includes performing investigations and operations to determine whether FDA-regulated products causing or affected by the problem are safe for consumption or use and, if not, effectively removing them from commerce.

III.B. FDA Emergency Response Concept of Operations

The scope of the FDA’s response is as wide as the array of products it regulates.  Whether enforcing safety standards in common food ingredients, measuring performance standards of equipment such as microwave ovens and x-ray machines, or overseeing drug safety and efficacy testing prior to marketing, the FDA’s actions impact the nation’s quality of life on a daily basis.  For this reason, the Agency’s successful and efficient handling of emergencies is especially important in fulfilling its mission to maintain the public’s safety, trust, and confidence.

The FDA’s emergency response activities fall under three primary focus areas:

· FDA-regulated product area

· Under the Food, Drug, and Cosmetic Act, 21 United States Code (U.S.C.) 301 et seq, the FDA is charged with regulating human and animal foods, including dietary supplements and infant formula; human and animal drugs, including biological products for human use; medical devices for human and animal use; cosmetics; and electronic products emitting radiation.

· Medical countermeasures and FDA scientific resources

· Under the Food, Drug, and Cosmetic Act, the FDA’s mission is prescribed, in part, as assuring that safe and effective drugs and devices are available for use

· Public health promotion and protection with potential FDA involvement

· Public Health Service Act, 42 U.S.C., charges the FDA with regulating biological products and preventing the spread of communicable diseases

Within each focus area, the following four elements comprise the FDA emergency response process:  notification, assessment, response, and recovery (see Figure III-1).

Figure III-1.  FDA Emergency Response Elements




Although emergency response will involve each of these basic elements over the course of an incident, the nature and severity of an emergency and the FDA component responding will determine the order, the specific actions, and the responsible parties for each emergency.  (See Annex B of the FDA ERP for a more thorough discussion of the separate FDA entities and their responsibilities during an emergency.)

III.C. FDA Emergency Operations Response Elements

III.C.1. Notification

The FDA may receive notification of an emergency through a variety of means, including federal partners (e.g., Department of Health and Human Services [DHHS], Centers for Disease Control and Prevention [CDC], Federal Bureau of Investigation [FBI], United States Department of Agriculture [USDA], and Department of Homeland Security [DHS]), state/local agencies, industry, consumers, news media, and internal sources (e.g., Centers or Field Offices).

Any component of the FDA may receive notification of a problem.  The recipient(s) of such reports must handle them properly to ensure the Agency is able to track, evaluate, and resolve the emergency.  Failure to handle a report appropriately delays the Agency’s emergency response and potentially exacerbates the emergency and/or creates a crisis.  In such an event, personnel should consult the FDA Crisis Management Plan for additional guidance.

Agency personnel should immediately report a potential emergency by phone, fax, or e-mail to OEO, as appropriate.  It is expected that appropriate notification will be made within the organization of the person reporting the emergency.

Figure III-2.  Contacting the FDA OEO


OEO serves as the focal point for reviewing reports of emergencies.  By providing a higher-level review for all emergencies, OEO can more quickly detect similarities in seemingly unrelated reports and ensure that they are treated in a consistent manner across the FDA.  OEO also provides the resources for higher-level facilitation that may be necessary when emergencies cross Center or Regional/District boundaries.  Emergency Coordinators within OEO are available during business hours.  After-hours calls link to the answering service, which forwards them to the OEO Late Duty Officer.

Personnel should report the following types of incidents to OEO:

· Threat
· The receipt of information or intelligence indicating that a threat targets or potentially affects an FDA-regulated product.  The FDA supports the FBI threat credibility assessment by helping determine the technical feasibility of the threat and operational viability of the threat

· Emergency

· An unforeseen combination of circumstances, or the resulting state, that calls for immediate action

III.C.2. Assessing the Emergency

Once the Agency receives a report of a potential emergency, it must gather enough information to determine the extent of the hazard and the FDA’s role in the situation.  FDA components work collaboratively with each other, with other federal agencies, and/or with industry to make these determinations.  OEO coordinates this assessment between the FDA and external entities.  Results of the assessment may include a variety of documents, e-mails, reports, healthcare records, analyses, maps, and initial surveillance information.  At the time of the initial notification, an internal FDA component or another federal or industry partner may already have completed a preliminary assessment of the emergency.

Determining FDA Regulatory Authority

A reported emergency may or may not be subject to FDA authority.  Therefore, one of the first discussions that takes place includes a determination of whether the FDA has regulatory authority over an emergency.  Some of the criteria potentially used in the assessment include:

· Whether an FDA-regulated product is implicated as the cause

· Whether the emergency affects FDA-regulated products

· Whether the FDA may need to coordinate the production or distribution of medical devices, drugs, or biological products in response to the emergency

· Whether the emergency involves interstate commerce as defined under the various statutes the FDA enforces

· Whether the state, local, or tribal government requests assistance

Once the FDA determines that it has regulatory authority, it may manage the emergency or the Agency may function in a supporting role.  The FDA, in collaboration with its stakeholders and other federal response partners, performs numerous activities to respond to and resolve the situation.

Although the FDA may make an initial determination regarding authority and jurisdiction, it may continue to review and reconsider regulatory authority throughout an emergency as the situation evolves or the emergency expands or contracts.  The FDA will terminate its efforts if the criteria are not met or if other federal, state, local, or tribal agencies can more effectively respond to the emergency.

III.C.3. FDA Response

FDA personnel must perform a number of tasks and functions when responding to an emergency.  Some of these basic tasks may include performing initial and ongoing planning, managing and performing task assignments, coordinating team response, coordinating resources, performing research and decision-making, and documenting and reporting information.

Although FDA personnel accomplish most of these basic tasks over the course of the emergency, their order of execution, the exact activities performed, and the individual or organization responsible will vary by the type and severity of the emergency.  Each involved FDA component (e.g., OEO, HQ Offices, Centers, Regions, and Districts), will perform steps according to its organizational responsibilities and identified role(s) in the emergency (see Annex B of the FDA ERP for additional information on roles and responsibilities).

The remainder of this section describes each of the basic tasks identified as part of the FDA emergency response.  It is important to remember that these identified steps do not comprise the entire scope of the FDA emergency response.  Emergencies are unpredictable and dynamic; therefore, the Agency’s strategy, while containing certain core activities, must be unique to each situation.

Performing Initial and On-Going Planning

The FDA conducts planning initially to establish its response, but the planning is ongoing throughout the life of the emergency, and adjusts as needed.  FDA component offices, or OEO in collaboration with other FDA Offices, may perform emergency response planning and provide direction.

Emergency response planning involves a blend of prescribed actions from existing FDA guidance, standard operating procedures (SOP), emergency-specific response plans, and real-time determination of the necessary course of action.  FDA plans and SOPs are flexible and applicable to almost any situation.  If a plan requires significant adjustments during an incident, the FDA should evaluate the plan for possible modification after completing its emergency response activities.

Actions pertinent in planning an emergency response include:

· Reviewing the situation

· Establishing/modifying leadership for the emergency

· Establishing/modifying goals

· Establishing/modifying response team and determining roles/responsibilities

· Determining geographic area of responsibility

· Determining planned activities based on goals

· Determining samples and methods

· Determining tasks and making assignments

· Setting timeframes for activities

· Determining reporting requirements

· Determining resources, including equipment, facilities, and supplies

· Establishing contacts with federal, state, tribal, local, and industry partners 

Managing and Accomplishing Tasks and Assignments

Managing and accomplishing tasks and assignments, along with timely reporting of analytical results, are essential to the Agency’s emergency response operations.  According to FDA guidance, organizational roles and individual assignments are consistent with normal functions and duties.  The FDA determines tasks and assignments that are consistent with normal FDA operations and/or special operations specific to the incident (for which the responder has been trained) during the initial planning meeting and over the course of the emergency.  The Agency allocates the tasks and assignments to responsible organizations and individuals, following normal FDA policy and procedures by the coordinating office.

Coordinating Team Response

In certain events involving multiple agencies, OCM/OEO and/or Regional Offices will coordinate with the Regional Response Coordination Center (RRCC) and/or the Homeland Security Operations Center (HSOC) to provide support, identify resource shortages and issues, gather and provide information, and implement multiagency decisions.  (See the NRP (December 2004), page 21, for further details on the National Incident Management System [NIMS] federal-to-federal coordination structure.)

The FDA is not typically the “first responder” in events involving other federal agencies, and should not enter contaminated or potentially contaminated sites until appropriate federal, state, or local hazardous materials (HazMat) officials declare the site safe.  Only trained personnel with appropriate protective equipment should perform these roles if it becomes necessary for FDA investigators to enter a contaminated or potentially contaminated site.  FDA HQ determines the need for local FDA on-scene involvement and relays this decision to the District Director (DD) and the Director, Investigations Branch (DIB).

In the event that an emergency requires FDA personnel to enter a contaminated or potentially contaminated site, they follow all appropriate Agency guidance, policies, and directives.  Only FDA personnel with current HazMat certification should enter a contaminated site for the purpose of collecting samples or providing consultative services to other responders.

If an FDA-regulated product is contaminated or potentially contaminated, FDA field offices conduct investigations and inspections, collect samples, and/or detain or destroy the contaminated product.  FDA field offices may receive requests to determine the quantity and location of product in commerce and to assist in determining the Agency’s ability to recall and/or destroy the affected product.  If response activity requires entry into a recognized and controlled site, FDA personnel confer with the appropriate incident command structure personnel for access, investigation, and sample removal/destruction.

Investigation Activities

FDA personnel should follow relevant technical, regulatory, compliance, and scientific references and guidance to carry out FDA investigations and analytical operations.  A criminal investigation may occur concurrently with the public health investigation, and separate samples may be collected for each.  When appropriate, other law enforcement agencies may assist the FDA or request FDA assistance in sample analysis.

Traceback and Traceforward Activities

In certain emergencies, the FDA must determine the distribution of the implicated product.  OEO may initiate a traceback or traceforward investigation after consultation with both internal and external partners (FDA Centers and/or CDC and/or state/local/tribal officials) to verify the distribution of the implicated product.  FDA field personnel are responsible for tracing (forward and backward) the distribution of any contaminated FDA-regulated products.  CDC, state, local, or tribal agencies may provide assistance on the tracebacks or traceforwards.  When the FDA determines that an implicated product or its ingredients/components originated overseas, the Division of Import Operations and Policy (DIOP) and the Office of International Programs (OIP) are notified and become involved in the emergency response operations.  If the emergency involves a food product, the Prior Notice Center (PNC) is notified, in addition to DIOP and OIP.

Recall Activities

The Agency uses established recall procedures, such as those found in the RPM, Chapter 7 (www.fda.gov/ora/compliance_ref/rpm/pdf/ch7.pdf), to perform recalls of implicated FDA-regulated products that potentially entered commercial distribution.

Coordinating Resources

The capability to respond to, and recover from, an incident depends directly on the resources available for each situation.  For this reason, the Agency uses hazard and risk assessments to evaluate response capability and identify what additional assets are necessary for preparation.  Resources can be coordinated to support internal FDA operations, or to support local, state, tribal, and federal agencies and organizations outside the FDA.

Resources necessary to complete a successful response and recovery operation may include, but are not limited to:

· Personnel

· Specialized equipment

· Training

· Facilities

· Funding

· Expert knowledge

· Materials

· Laboratory analysis

When coordinating resources for a response and recovery operation, the Agency must consider several important factors, including:

· The response time and the corresponding time frame in which the Agency will need the resources

· The quantity of resources necessary for the operation

· The capabilities and limitations of the resources

· The costs and liabilities associated with the resources

Performing Research and Making Decisions

The FDA continuously acquires and assesses information about the emergency, investigation, and task assignments.  Investigative, laboratory, and technical/scientific staff may require a variety of information and reference material as they support the emergency response operations, including:

· Regulatory, legal, and policy information and guidance, including jurisdiction and authority

· Science and risk assessment, including precedent data

· Scientific, legal, health, emergency, or technical references

FDA response plans, guidance, and SOPs may specify potential sources of information to support research and decision-making.  As the Agency obtains and analyzes information, it captures and archives the data for decision-making purposes.  This archive of information may be a helpful resource if questions arise regarding the FDA’s response to an emergency.

Documenting and Reporting Information

Timely and accurate documentation and reporting is critical to the success of the emergency response.  Each FDA component plays a role in completing the documents and reports, which the Agency uses for many purposes, including:

· Planning, evaluation, and decision-making

· Maintaining a written/electronic record of the emergency activities performed and the results of those activities

· Fulfilling FDA policy to document/record operational activity and findings

· Providing an historic record that the Agency can trend and analyze to continually improve emergency response and prepare for future events

To improve the effectiveness of emergency response, it is critical to maintain proper documentation during the event, and to route and share the information with emergency response participants and leadership following the event.  Documenting and sharing results improves organizational knowledge, helps the FDA learn from experience, and facilitates improvements to processes and the overall integrity of response areas.

III.C.4. Recovery

To guard against future recurrences of problems, it is critical for the Agency to ensure that it carries out the final steps in the emergency response process.  It must perform follow-up assignments, address emergency issues, evaluate outcomes, and link resolutions to the original emergency.  Personnel may perform the following activities in closing out and documenting the final results of an emergency and response.

Evaluating the Incident

· Gather feedback from FDA staff and stakeholders and actively solicit ideas for ongoing process improvement

· Capture lessons learned:

· Identify successes

· Identify problems and shortcomings

· Identify necessary plan or SOP updates and corrections

· Identify action items and post-emergency assignments

· Provide feedback and findings to assist government agencies and encourage future cooperation

Performing Follow-Up Activities and Assignments

Once the FDA completes the investigation and the critical phase of the emergency passes, the Agency may refer one or more issues originating from the emergency internally for follow-up.  Follow-up may include such actions as training with foreign firms on good manufacturing practices, outreach to healthcare organizations on the proper use of products, or scheduling future follow-up inspections for involved firms.  The Agency integrates the outcomes of special projects into FDA policy, regulatory policy and decision-making, compliance, surveillance strategy, and other pre- and post-market functions.

IV. Plan Development and Maintenance

IV.A. Plan Development

Upon the development of a new hazard-specific response plan, the Agency should add an appropriately formatted hazard-specific annex to the FDA Emergency Response Plan.

IV.B. Plan Maintenance

OEO personnel should review the FDA Emergency Response Plan on an annual basis and distribute revisions to the appropriate parties, as listed in the Distribution List contained in the front of the plan.

V. Authorities
· Federal Food, Drug, and Cosmetic Act of 1938 (FFDCA), as amended (USC Title 21)

(http://www.access.gpo.gov/uscode/title21/chapter9_.html). 

· The Federal Anti-Tampering Act (USC Title 18, Section 1356)

(http://www.fda.gov/opacom/laws/fedatact.htm).

· Relevant U.S. Government operating plans

(See specific agencies’ Web sites.)

· National Response Plan (December 2004)

(http://www.dhs.gov/interweb/assetlibrary/NRP_FullText.pdf)

· U.S. Department of Health and Human Services Counter-Terrorism Concept of Operations Plan (Version Ixb).

· DHHS and Medical Services Support Plan for the Federal Response to Acts of Chemical/Biological Terrorism (June 1996).

· Executive Order #12656, National Security Emergency Preparedness (November 18, 1988).                                               (http://www.fas.org/irp/offdocs/EO12656.htm).

· Executive Orders (as issued).

· Homeland Security Presidential Directive 5 (HSPD-5) (February 2003).  (http://www.whitehouse.gov/news/releases/2003/02/20030228-9.html).

· PDD 62, “Combating Terrorism” (May 22, 1998).  (http://www.fas.org/irp/offdocs/pdd-62.htm).  

· Public Health Service Act, as amended, 42 USC, Section 319 & 311.  (http://www.fda.gov/opacom/laws/phsvcact/phsvcact.htm).

· Public Law 93-288, As Amended “The Robert T. Stafford Disaster Relief and Emergency Assistance Act.”  (http://www.fema.gov/library/stafact.shtm).

· Public Law No: 107-188, Public Health Security and Bioterrorism Preparedness and Response Act of 2002.  (http://tis.eh.doe.gov/biosafety/library/PL107-188.pdf).

· The Robert T. Stafford Disaster Relief and Emergency Assistance Act, as amended, Title VI, 42 USC 5195 et seq.  (http://www.fda.gov/opacom/laws/phsvcact/phsvcact.htm).  

· U.S. Government Interagency Domestic Terrorism Concept of Operations Plan (CONPLAN). (http://www.fema.gov/pdf/rrr/conplan/conplan.pdf).

· U.S. Policy on Counter-terrorism, PDD 39 (June 21, 1995).  (http://www.fas.org/irp/offdocs/pdd39.htm). 

· Radiological Emergency Planning and Preparedness, Final Regulations (44 Code of Federal Regulations [CFR] Part 351) 

(http://www.access.gpo.gov/nara/cfr/waisidx_99/44cfr351_99.html).

· Other sections of USC Title 18 related to threats, terrorist acts, or incidents involving radiological agents

(http://www.access.gpo.gov/uscode/title18/title18.html).

· Federal Radiological Emergency Response Plan, May 1996 (http://www.fas.org/nuke/guide/usa/doctrine/national/frerp.htm#_1_3).

Note:  Once fully implemented, the National Response Plan (NRP) (December 2004) will supersede the Initial National Response Plan (INRP), the Federal Response Plan (FRP), the U.S. Government Interagency Domestic Terrorism Concept of Operations (CONPLAN), and the Federal Radiological Emergency Response Plan (FRERP).

VI. Annexes

Annex A— Acronyms

	ACRA
	Associate Commissioner for Regulatory Affairs

	BSE
	Bovine Spongiform Encephalopathy

	BT
	Bioterrorism

	BTA
	Bioterrorism Preparedness and Response Act

	C/B
	Chemical/Biological

	CBER
	Center for Biologics Evaluation and Research

	CDC
	Centers for Disease Control and Prevention

	CDER
	Center for Drug Evaluation and Research

	CDRH
	Center for Devices and Radiological Health

	CFR
	Code of Federal Regulations

	CFSAN
	Center for Food Safety and Applied Nutrition

	CONPLAN
	Concept of Operations Plan

	CT
	Counter-terrorism

	CVM
	Center for Veterinary Medicine

	DD
	District Director

	DFI
	Division of Field Investigations

	DFS
	Division of Field Science

	DFSR
	Division of Federal and State Relations

	DHHS
	Department of Health and Human Services

	DHS
	Department of Homeland Security

	DIB
	Director, Investigations Branch

	DIL
	Derived Intervention Levels

	DIOP
	Division of Import Operations and Policy

	DO
	District Office

	EOC
	Emergency Operations Center

	ERP
	Emergency Response Plan

	ESF
	Emergency Support Function

	FBI
	Federal Bureau of Investigation

	FDA
	Food and Drug Administration

	FERN
	Food Emergency Response Network

	FFDCA
	Federal Food, Drug, and Cosmetic Act

	FRERP
	Federal Radiological Emergency Response Plan

	FRP
	Federal Response Plan

	FSIS
	Food Safety and Inspection Service

	GMP
	Good Manufacturing Practices

	HazMat
	Hazardous Materials

	HSOC
	Homeland Security Operations Center

	HSPD
	Homeland Security Presidential Directive

	HQ
	Headquarters

	IAP
	Incident Action Plan

	IC
	Incident Commander

	ICS
	Incident Command System

	IDE
	Investigational Device Exemption

	INAD
	Investigational New Animal Drug

	IND
	Investigational New Drug

	INRP
	Initial National Response Plan

	IOM
	Investigations Operations Manual

	JOC
	Joint Operations Center

	MOU
	Memorandum of Understanding

	NCTR
	National Center for Toxicological Research

	NIMS
	National Incident Management System

	NRP
	National Response Plan

	NSSE
	National Special Security Events

	OASIS
	Operational and Administrative System for Import Support

	OC
	Office of the Commissioner

	OCC
	Office of the Chief Counsel

	OCI
	Office of Criminal Investigations

	OCM
	Office of Crisis Management

	OCP
	Office of Combination Products

	OCTPP
	Office of Counter-Terrorism Policy and Planning

	OE
	Office of Enforcement

	OEO
	Office of Emergency Operations

	OFSEP
	Office of Food Security and Emergency Preparedness

	OGHA
	Office of Global Health Affairs

	OIP
	Office of International Programs

	OPA
	Office of Public Affairs

	ORA
	Office of Regulatory Affairs

	ORO
	Office of Regional Operations

	OSO
	Office of Security Operations

	PAG
	Protective Action Guides

	PAR
	Protective Action Recommendations 

	PAS
	Public Affairs Specialists

	PHS
	Public Health Service

	PNC
	Prior Notice Center

	RFDD
	Regional Food and Drug Director

	RO
	Regional Office

	RPM
	Regulatory Procedures Manual

	RRCC
	Regional Response Coordination Center

	SOC
	Secretary’s Operation Center

	SERT
	Secretary’s Emergency Response Team

	SOP
	Standard Operating Procedures

	USC
	United States Code

	USDA
	United States Department of Agriculture

	USTR
	United States Trade Representative

	WEAC
	Winchester Engineering Analytical Center


Annex B— FDA Organization Roles and Responsibilities

Office of the Commissioner (OC)

OC is responsible for the efficient and effective implementation of the FDA’s mission by providing leadership and fostering cohesiveness between FDA components.  During emergencies, OC provides oversight, resources, and support.
Office of Crisis Management (OCM)

OCM is responsible for developing crisis management policies and managing Agency emergencies when they occur.  OCM’s responsibilities include coordination of FDA participation in internal and external counter-terrorism (CT) and emergency exercises; planning, developing, and directing all activities relating to the Agency’s physical and personnel security program; coordinating Agency evaluation of emergencies to determine response actions; and coordinating intra- and inter-agency emergency preparedness and response activities. 

Office of Emergency Operations (OEO)

OEO receives reports of emergencies, disasters, and incidents that merit monitoring and tracking.  OEO coordinates and supports internal and external activities in response to potential incidents, actual emergencies, and disasters.

OEO designates Lead and Investigative District Offices; makes assignments; determines communication and reporting requirements; and provides District Offices with procedural guidance, situation and status reports, and any other needed support.  Some of the functions of OEO include:

· Tracking trends and potential threats
· Identifying, assessing, and assigning response duties for emergency situations
· Assessing the level of risk from potential, perceived, or actual threats
· Coordinating efforts to prepare for and mitigate the consequences of incidents and emergencies

· Coordinating emergency response activities in response to incidents or emergencies
· Determining Agency-level decisions on emergency issues in collaboration with other FDA counterparts and cross-Center matters

The FDA Emergency Operations Center (EOC) is the physical facility that serves as the central point for the Agency’s response activity in the event of an emergency declaration.  When the OCM Director or designee activates the FDA EOC, it organizes the response according to the Incident Command System (ICS).  The staff manning the FDA EOC monitors emergencies; triages complaints and alerts; issues assignments to the field; coordinates responses; and communicates with other federal, state, local and tribal agencies as they request technical and material support from the FDA.  Additionally, the FDA EOC serves as the point of contact with external partners, such as the DHHS Secretary’s Operations Center (SOC), the CDC Director’s EOC, USDA/Food Safety and Inspection Service (FSIS) Office of Food Security and Emergency Preparedness (OFSEP), and other agency EOCs, as appropriate. 

Office of Security Operations (OSO)

OSO can provide support during the FDA’s response to an emergency in several ways.  For example, in the event of a requirement to verify security clearances for FDA liaisons responding to operation centers at other government agencies, at the FDA EOC, or at the Joint Operations Center (JOC) located near the site of an emergency, OSO maintains a list of all cleared FDA personnel and processes security clearances.  OSO can also assist with providing guidance on the proper handling, marking, processing, and storage of classified materials.

Office of Counter-Terrorism Policy and Planning (OCTPP)

OCTPP protects the public health through the development and implementation of policies that safeguard food and medical products from adulteration, protects the disruption of supplies due to terrorist activities, and facilitates the availability of safe and effective medical countermeasures.  In the event of a terrorism-related emergency, OCTPP may advise FDA officials on counter-terrorism policy, facilitate intra- and inter-agency communication on counter-terrorism policy, and participate in the development of counter-terrorism risk communication strategies.
Office of the Chief Counsel (OCC)

OCC provides legal services involving the Agency’s regulatory activities.  FDA lawyers support the Agency’s public health and consumer protection missions in two primary ways:  handling litigation and providing counseling advice.

Office of Public Affairs (OPA)

OPA serves as the FDA’s primary liaison with the news media and develops much of the material the FDA uses to communicate its public health and consumer protection messages.  OPA issues press releases, talk papers, and other public statements; responds to media requests; and arranges and supports media interviews.  Its primary duties during emergencies include developing press releases; coordinating with, and providing guidance to, field and Center public affairs specialists (PAS); and notifying departments of pending press coverage.  For example, OPA can coordinate with FDA Centers to rapidly provide consumer education materials explaining steps consumers can take to protect themselves after an emergency.

Office of International Programs (OIP)

OIP is the FDA’s lead office for communicating with the State Department, foreign and U.S. embassies, the U.S. Trade Representative (USTR), foreign governments, and international organizations.

When the FDA learns of real or potential emergency situations involving FDA-regulated products incoming from or outgoing to foreign countries, OEO promptly notifies OIP, so that it can initiate notification and exchange information, as appropriate, with the affected country(ies).  OIP works with the Centers, as necessary, on the international contacts.  Also, OIP coordinates with OEO to provide timely, appropriately urgent notification to the following offices as necessary:  the Office of Global Health Affairs (OGHA)/DHHS, the Embassy(ies) of the country or countries involved; the Department of State desk officers; the Office of the USTR; and appropriate international organizations.

Office of Combination Products (OCP)

OCP assigns an FDA Center primary jurisdiction for review of combination products (drug-device, drug-biologic, and device-biologic products).  OCP works with FDA Centers to develop guidance to clarify the regulation of combination products and serves as a focal point for combination product issues, both within and outside the FDA.  In an emergency, OCP can assist in coordinating emergency responses from each Center with jurisdiction of a given combination product.

Office of Regulatory Affairs (ORA)

ORA advises and assists the FDA Commissioner and other key officials on regulations and compliance-oriented matters that have an impact on policy development and execution, and long-range program goals.  ORA is under the leadership of the Associate Commissioner of Regulatory Affairs (ACRA), who is responsible for the activities and operations of the HQ and field staff of the FDA.

FDA ORA HQ offices provide direction and guidance in support of the Centers and field operations.  In addition, ORA is the lead office for all field activities of the FDA.  The FDA organizes its field operations into five Regions and portions them according to distinct geographical areas of the United States.  Each Region is responsible for a subset of the 20 District Offices (DO) and over 120 resident inspection posts distributed across the country.

ORA Headquarters Offices

Office of Enforcement (OE)

OE advises and assists the ACRA and other key officials on regulations and compliance policy matters that influence policy development, implementation, and long-range goals.  OE also coordinates, interprets, and evaluates the FDA’s overall compliance efforts, establishes compliance policy, and recommends policy to the ACRA.  OE serves as the Agency’s focal point for guidance on recall plans and procedures.  OE maintains the recall system; publishes recalls; and provides guidance and oversight to field, OEO, and other Agency components on FDA recall issues.

Office of Criminal Investigations (OCI)

OCI provides guidance to the FDA on matters involving regulations and criminal matters that affect the FDA.  OCI is located at the FDA HQ and in field offices across the country.  OCI directs, plans, and develops criminal investigation activities in coordination with other FDA components and with federal, state, tribal, and local law enforcement agencies.  OCI is the FDA point of contact for law enforcement and the intelligence community.  OCI ensures coordination of criminal investigation activities with FDA Regional Offices (RO) and District Offices, and adherence to the FDA’s enforcement priorities.  The office also develops and maintains cooperative relationships with field and HQ components.

OCI becomes involved in emergency situations when there is suspected or verified criminal intent.  OCI may assume a significant role during FDA emergencies involving the element of criminal activity (e.g., tampering, terrorism, and criminal violations of FDA laws) in order to direct enforcement activity and coordinate with other law enforcement agencies.  OCI field offices receive reports of tampering and threats and interact with the District Offices.  OCI coordinates with OEO, as necessary.

Office of Regional Operations (ORO)

ORO coordinates and manages all Agency field operations on behalf of the ACRA; develops, issues, approves, or clears proposals and instructions affecting field activities; and serves as the central point within the Agency through which HQ Offices obtain field support services.

Division of Field Investigations (DFI)

DFI provides coordination, direction, assistance, and management for the field’s domestic and foreign investigative activities.  DFI develops, reviews, and recommends policies and procedures (including guidance manuals and documents) for investigating and evaluating the compliance of regulated national and international industries with laws and regulations that the Agency administers.  The division provides the field investigative and engineering technical assistance and guidance for foreign inspections.

Division of Federal and State Relations (DFSR)

DFSR provides leadership and guidance in the development, coordination, and evaluation of the Agency’s federal-state programming policy.  DFSR serves as the FDA liaison, and coordinates with Field Offices in the daily operations with federal, state, and local officials whose interests correspond with those of the Agency.

During emergencies, DFSR serves to keep all affected state and local officials informed of events and situations.  DFSR often serves as the primary source of information for state and local authorities during emergencies.  DFSR maintains the FDA’s rapid communication system to state governments, major municipalities, and poison control centers.

DFSR maintains a directory showing the responsibilities of major state organizations; names, telephone numbers, and addresses of key state personnel; and other information necessary to quickly enlist nationwide state and local assistance for the FDA’s emergency operations.

When a confirmed emergency affects more than one state, DFSR forwards information to all states and ensures that the state representatives understand their expected actions.  DFSR offers assistance and advice during emergencies.  Key functions of DFSR during an emergency are as follows:

· Working with OEO to coordinate the FDA’s interaction with state and local agencies

· Issuing notifications to all state officials concerning emergencies with regional or nationwide impact
· Managing the FDA’s rapid communication system with state governments and major municipalities
· Ensuring the appropriate governors’ offices receive notification of significant confirmed emergencies in their states

· Notifying all affected states of confirmed emergencies
· Indicating potential or problem products entering commerce
· Coordinating between the states and FDA offices on actions during the emergency response and recovery of the specific emergency

· Organizing and directing 50-state calls and/or inviting other federal agencies as appropriate (e.g., USDA, CDC) to join calls to present a unified federal voice in preparedness and coordination efforts

· Coordinating four cooperative programs that support state activities in the following specialized areas:  retail food protection, milk safety, seafood safety, and radiological health

Division of Field Science (DFS)

DFS identifies goals and objectives for field scientific activities; develops policies and procedures as they relate to these activities; and coordinates and develops manuals on field laboratory operating and technical procedures.  During an emergency, DFS’s responsibilities may include the following:

· Coordinating with OEO, Centers, and District Offices during emergencies to determine the appropriate field laboratory analysis to identify scientific methodology for specific products and problems
· Ensuring that field laboratories maintain their capabilities (e.g., equipment, media, and expertise) for the types of analyses needed to support outbreak and emergency responses

· Identifying federal, state, or other laboratories to conduct sample analysis
· Providing guidance on scientific methodologies and analytical procedures

DFS also manages the FDA’s participation in the Food Emergency Response Network (FERN).  FERN is a joint effort between DHHS’s FDA and USDA’s FSIS, established to integrate the nation’s food laboratory infrastructure for the detection of biological, chemical, and radiological agents in food at the local, state, and federal levels.

The primary objectives of FERN include prevention (federal and state surveillance sampling programs to monitor the food supply); preparedness (strengthening laboratory capacity and capabilities); response (surge capacity to handle terrorist attacks or a national emergency involving the food supply); and recovery (supporting recalls, seizures, and disposal of contaminated food to restore confidence in the food supply).

Division of Import Operations and Policy (DIOP)

DIOP provides direction, assistance, management, and oversight of field import operations, including investigational and compliance activities.  DIOP has primary responsibility for Chapter 9 of the RPM.

DIOP performs surveillance to spot problems with imports from field reports and alerts/reports from other agencies.  This division can perform data and trending analyses to assist Centers, OEO, and OE with emergency response operations.  The Operational and Administrative System for Import Support (OASIS) database enables DIOP to identify shipments entering the U.S. and to determine consignees of the imported product.  During an emergency, DIOP may:

· Work with OEO if the situation involves any imported product

· Review the emergency investigative information and coordinate with OEO and appropriate Centers or Districts to issue import informational directives, such as import alerts and bulletins, when warranted

· Work with OEO to determine possible additional consignees of known recalled imported products

Prior Notice Center (PNC)

The FDA PNC was established as a result of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (BTA), specifically related to the prior notice requirements of the BTA.  The PNC provides a focal point to the FDA field on all aspects of prior notice, with expertise in researching import shipments and their related firms.  The PNC operates 24 hours a day, seven days a week within Customs and Border Protection's National Targeting Center to receive, review, and provide the appropriate response to information submitted in advance of FDA-regulated food products, including animal feed, imported or offered for import into the United States.  The purpose of prior notice is to enable the FDA to target for exam the highest risk imported foods at the time of arrival, in order to maximize food safety and security in the United States, and to prevent products from entering into U.S. commerce that may be intentionally contaminated and/or may pose a potential significant health risk due to terrorism or other public health concerns.

ORA Field Organization

The ORA Field Organization comprises five Regions, each responsible for a distinct geographical segment of the U.S., including a subset of the 20 District Offices and over 120 resident inspection posts across the country.  The field organization also includes a number of FDA and private laboratories.

Regions/Regional Offices (RO)

The ORA field staff comprises five Regions, each of which is headed by a Regional Food and Drug Director (RFDD).  The FDA ROs provide managerial direction to the Agency’s non-criminal field programs to achieve compliance with laws and regulations for which the FDA is responsible through appropriate regulatory action.  The ROs also maintain a cooperative relationship with OCI to provide technical expertise in support of criminal investigations.  During an emergency, the RO assists in emergency activities by maintaining a liaison with DHHS components and other federal departments and agencies, and by providing assistance to states and localities in the event of a national disaster or other emergency.  ROs also play a role in state contract management.

The Regional State Programs Branch or Cooperative Programs serve several important functions in an emergency.  The program staff members serve as primary contacts to state milk, food, shellfish, radiological, and electro optics program officials.  Because the FDA Cooperative Program staff routinely works in cooperation with state officials in these program areas, it has the ability to network quickly and effectively with state officials in an emergency situation.
ORA Laboratories

FDA laboratory operations are closely tied to investigational, compliance, and emergency response activities.  The laboratories perform analyses of samples to assess their compliance with laws and regulations that the Agency enforces.

District Offices (DO)

The FDA maintains 20 Districts Offices that are geographically distributed around the country (see Figure B-1).  The District Office serves as the basic field operating unit; covers investigative, compliance, analytical, and administrative functions; and has responsibilities in consumer affairs.

FDA District investigators may inspect and investigate establishments that hold, prepare, manufacture, or distribute FDA-regulated products.  They may also collect samples and other evidence to focus on and support follow-up regulatory actions.  Field investigators may use the evidence they obtain to support detentions and seizures of domestic and imported products, and to support injunctions of violative establishments where such actions are in support of public health protection.  FDA Districts may request:

· State officials to embargo suspect product

· Industry officials to institute voluntary holds on shipping suspect product

· Firms to voluntarily suspend operations in support of public health

District investigators have a demanding workload and must maintain command of a tremendous amount of information, including regulatory and procedural guidance across product lines.  Each investigator must be able to handle any type of assignment.  During an emergency, FDA investigators will coordinate directly with laboratories for sample analysis and results.  They must also ensure that involved parties follow jurisdiction and regulatory requirements for all aspects of the investigation. 

District Offices are the frontline for FDA emergencies and are typically the first to recognize or receive emergency reports.  Each District Office must maintain 24 hours a day, seven days a week (24/7) coverage for these reports and establish an emergency coordination unit as necessary to handle each emergency.

Figure B-1.  FDA Regional and District Offices
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Food and Drug Administration Centers

FDA Centers are responsible for regulating a defined set of products.  Their professional staff includes clinical, scientific, and manufacturing process experts.  This expertise (analytical, laboratory, sampling procedures, subject matter expertise, and industry knowledge) is available for critical consultation and decision-making should an emergency occur.

Centers are responsible for scientific evaluations and policy decisions (in cooperation with OEO and the ACRA) in their respective program areas.  FDA Centers participate in an emergency response when the response includes, or may include, regulatory activities or products under their jurisdiction.

As indicated in RPM Chapter 8, Centers are required to provide 24/7 coverage for emergencies and to establish a Center emergency coordination unit to handle each emergency.  These units provide status reports to OEO, as well as chronological and historic records for use in compiling a final emergency report.  Following emergencies, Centers may incorporate emergency outcomes into their regulations, decision-making, and guidance.  Centers also study and resolve any remaining issues (e.g., special projects) to determine how the Agency can better prepare for the next emergency.

Center for Biologics Evaluation and Research (CBER)

CBER regulates most biological products for human use, as well as certain drugs and medical devices.

The Office of the Center Director manages CBER emergency operations, and each CBER component is responsible for preparing and reacting to potential and real emergencies.  Some emergency response activities that CBER performs include:

· Providing sponsors and other stakeholders with guidance on the development of biologic products as medical countermeasures

· Facilitating the development of safe and effective vaccines, cellular- and tissue-based therapies, biological devices, and other biological products used as countermeasures in a threat scenario

· Collaborating with public health agencies (e.g., CDC and other DHHS units) regarding product stockpile issues, including labeling, appropriate usage, product performance, monitoring, use in special populations, and other evolving issues

· Providing guidance on the use of medical countermeasures when there is no FDA approval for either the product or proposed indication
· Providing information regarding manufacturers’ compliance with current good manufacturing practices (GMP) and other relevant product quality issues
· Assisting in the assessment of biological products potentially involved in an emergency
· Assessing the availability, production capacity, and surge capacity of biologic products used as medical countermeasures and providing information on alternative sources of critical medical countermeasures in shortage situations

· Managing CBER laboratory capabilities and providing this information to OEO
Center for Drug Evaluation and Research (CDER)

CDER regulates drug products for human use, including the following therapeutic biological products: 

· Monoclonal antibodies for in-vivo use 

· Proteins intended for therapeutic use, including cytokines (e.g., interferons), enzymes (e.g., thrombolytics), and other novel proteins.  This category includes therapeutic proteins derived from plants, animals, or microorganisms, and recombinant versions of these products.  Vaccines and blood products are excluded. 

· Immunomodulators (non-vaccine and non-allergenic products intended to treat disease by inhibiting or modifying a pre-existing immune response) 
· Growth factors, cytokines, and monoclonal antibodies intended to mobilize, stimulate, decrease, or otherwise alter the production of hematopoietic cells in-vivo.
During an emergency, the Office of Executive Programs and the Office of Counter-Terrorism and Pediatric Drug Development/Division of Counter-Terrorism coordinate CDER's emergency response operations.  CDER performs various response activities, including:

· Providing sponsors and other stakeholders with guidance on the development of drug and therapeutic biologic products as medical countermeasures

· Collaborating with public health agencies (e.g., CDC and DHHS) regarding product stockpile issues, including labeling, appropriate usage, product performance, monitoring and use in special populations, and other evolving matters

· Providing regulatory guidance on the use of medical countermeasures when either the drug product or proposed indication does not have FDA approval

· Providing information regarding manufacturers’ compliance with GMP and other relevant product quality issues, including shelf-life extension guidance

· Providing advice in the assessment of quality and purity of drug and therapeutic biologic products involving a contaminant

· Assessing the availability, production, and surge capacity of drug and therapeutic biologic products used as countermeasures, and providing information on alternative sources of critical medical countermeasures in shortage situations

· Assisting in the assessment of drug-device combination products used as countermeasures, such as autoinjectors or metered dose inhalers

· Assisting in the assessment of critical medical gases used as countermeasures, such as medical grade oxygen
· Managing CDER laboratory capabilities and providing this information to OEO

Center for Devices and Radiological Health (CDRH)

CDRH develops and carries out a national program to assure the safety, effectiveness, and proper labeling of ionizing and non-ionizing radiation-emitting medical devices for human use.  CDRH also collaborates with other federal agencies, states, industry, and trade organizations in the planning for, preparation for, and response to radiological emergencies.  During an emergency, CDRH’s emergency response activities may include:
· Regulating radiological-emitting products and medical devices, as well as diagnostic devices, including those that may be essential in responding to chemical, biological, or radiological threats

· Collaborating with federal and international agencies on standards, policies, and test methods

· Coordinating with regulated industry and trade associations to facilitate the availability of critical diagnostic and medical devices in the event of public health need during emergencies

· Evaluating the capabilities of instruments for diagnostic radiology and security screening using machine-produced radiation

· Providing technical liaisons to other federal and international agencies through participation in working groups and committees

· Providing health physics and agent-specific diagnostic information to OEO and external agencies during emergencies, exercises, and training involving chemical/biological (C/B) agent exposure and/or radiological contamination, as in a dirty bomb scenario

· Monitoring and investigating adverse events due to diagnostic or medical devices used during a suspected or actual emergency

· Participating in investigations of specific cases of exposure related to a dirty bomb emergency

Center for Food Safety and Applied Nutrition (CFSAN)

CFSAN promotes and protects the public’s health by ensuring that the nation’s food supply is safe, sanitary, wholesome, and honestly labeled, and that cosmetic products are safe and properly labeled.  During an emergency, CFSAN’s emergency response activities may include:
· Issuing recommendations and guidelines on acceptable levels of radioactive contamination in food

· Determining whether data collected by another agency or organization are adequate for FDA decisions in an emergency

· Providing technical expertise and policy support on foods, dietary supplements, and cosmetic products and their safety

· Developing and conducting risk assessments on critical products

· Maintaining a list of and access to subject matter experts on research and policy issues critical to food and cosmetic safety

· Maintaining a database of state and industry contacts for use during food or cosmetic emergency incidents

Center for Veterinary Medicine (CVM)

CVM ensures that animal drugs, animal devices, and animal feed additives are safe and effective for their intended uses.  During an emergency, CVM’s emergency response activities may include:
· Providing sponsors and other stakeholders with guidance on the development of animal drugs with potential as medical countermeasures

· Collaborating with public health agencies (e.g., CDC, DHHS, and USDA) regarding feed contaminant, tissue residue programs, and other monitoring programs for meat and poultry

· Providing information regarding manufacturers’ compliance with GMP and other relevant animal drug product quality issues

· Providing advice in the assessment of animal drug or feed product involving a contaminant

· Providing an assessment on the diversion of contaminated human food for animal feed use

· Assessing the availability, production capacity, and surge capacity of animal drugs, and providing information on alternative sources of critical products in shortage situations

· Providing advice to pet owners regarding animal safety measures
· Managing CVM laboratory capabilities and providing this information to OEO

National Center for Toxicological Research (NCTR)

NCTR conducts scientific research to support and anticipate the FDA’s current and future regulatory needs.  This fundamental and applied research is specifically designed to accomplish the following:

· Define biological mechanisms involved in the toxicity of FDA-regulated products

· Develop methods to improve the assessment of human exposure, susceptibility, and risk associated with food safety and food borne illnesses; bioterrorism, including the detection of microorganisms; and biotechnology

Annex C— Standard FDA Emergency Operations Center (EOC) References

There are several elements that are common to an emergency response process involving FDA EOC activation.  This section discusses the protocol for contacting the FDA OEO/EOC, general FDA EOC operating procedures, and the ICS structure of the FDA EOC.

This section includes the following items:

Tab 1
Contacting the FDA OEO 

Tab 2
FDA EOC Operating Procedures

Tab 3
Incident Command System for the FDA EOC

Contacting the FDA Office of Emergency Operations (OEO)

Figure C-1.  Contacting the FDA OEO


The FDA Office of Emergency Operations serves as the Agency’s focal point for all emergency response activities seven days a week, 24 hours a day.  After regular duty hours (8:00 a.m. to 4:30 p.m. Eastern Time, Monday through Friday, excluding federal holidays), and when OEO is not operating, an answering service refers all emergency calls via pager to the OEO Late Duty Officer.  The Late Duty Officer follows guidelines set forth in the OEO Late Duty Manual, including notification procedures.  OEO uses a call down tree and notification list specific to each emergency for internal and external notification of an emergency.  Notification of state officials occurs at the direction of OEO or the Office of Criminal Investigations (OCI) via the Division of Federal and State Relations (DFSR).

FDA EOC Operating Procedures

The main body of each hazard-specific response plan (e.g., Chemical and Biological, Radiological, or Bovine Spongiform Encephalopathy [BSE]) contains a section that outlines specific procedures for responding to an emergency during FDA EOC activation.  The procedures cover every step of the response process and should be accessible for consultation periodically when using a hazard-specific response plan.  This section includes information on:

Notification – Describes how information flows into the FDA EOC.  It includes phone numbers, notification lists, and other procedures.  It also includes information on risk assessment and situation analysis.

Activation of the FDA EOC – Describes the activation process.  It includes an activation/deactivation checklist, information about additional notifications, and a section on the mobilization and deployment of FDA resources.

Response Operations – Provides an overview of ICS and describes how the FDA EOC tailored this structure to suit its response needs.  It lists hazard-specific ICS positions and provides a brief outline describing the responsibilities of each EOC member.

Response Deactivation – Provides actions for the FDA to take upon the discontinuation of emergency response operations.

Recovery – Describes the Agency’s process of returning to normal operations following an emergency.  It also includes a list of recovery activities.

Incident Command System (ICS) for the FDA EOC

The FDA EOC conducts response operations under the ICS.  The Incident Command function and subordinate functions of Planning, Operations, and Logistics act as the foundation of the ICS (finance and administrative functions fall under Logistics in the FDA EOC ICS structure).  The design of the system enables the rapid expansion of support to emergency operations.  The FDA EOC follows the ICS structure illustrated in Figure C-2.

Figure C-2.  FDA EOC Incident Command System 



Overview of ICS Positions

Office of Crisis Management Director

The OCM Director provides strategic leadership and guidance for the FDA EOC’s response to an emergency.  The OCM Director coordinates with the FDA OEO Director to ensure the FDA EOC is fulfilling its role in the response.  The OCM Director is the FDA EOC’s point of contact for communicating with the Office of the Commissioner.

FDA EOC Incident Commander

The Incident Commander (IC) serves as the leader for the FDA EOC.  The FDA EOC IC coordinates the dissemination of information to the FDA EOC staff.  The FDA EOC IC ensures information review for appropriate action, including referral to the field or other FDA components, such as Centers, for any necessary follow-up.  In addition, the FDA EOC IC is the coordination point for consultation regarding command and operations decisions involving appropriate agency, departmental, and interagency issues.  The OCM Director may select a senior manager from an appropriate Center or Office to act as the FDA EOC IC and will consult with Center and Office Directors in making that decision.

FDA OEO Director

The FDA OEO Director directs the daily functions for OEO.  The OEO Director may also serve as the FDA EOC IC.  When the OEO Director serves as the FDA EOC IC, then responsibility for daily OEO functions transfers to an OEO Staff Manager.  

Legal Officer

OCC provides a Legal Officer to work as a member of the FDA EOC, as required.  The Legal Officer provides legal advice to the FDA EOC IC and responds to requests for information and assistance from Centers and Offices regarding legal issues.  

Information Officer

OPA provides an Information Officer to work as a member of the FDA EOC.  The Information Officer handles all media inquiries and coordinates the release of information to the media with other agencies’ public affairs officers.  

Planning Section

The Planning Section collects, evaluates, disseminates, and uses information regarding the development of the emergency and the status of resources.  This section may create the Incident Action Plan (IAP), which defines the response activities and resource use for a specified time period during the FDA’s response to an emergency.

Operations Section

The Operations Section carries out the response activities described in the IAP.  The Operations Section Chief has primary responsibility for receiving and implementing the IAP.  The Operations Section Chief reports to the FDA EOC IC and determines the required resources and organizational structure needed within the Operations Section.  

Logistics Section

The Logistics Section coordinates support for facilities, services, and materials.  This section takes on a greater role in long-term or extended operations.  In addition to logistics, this section is responsible for financial and administrative issues that are critical for tracking emergency costs and reimbursement accounting.  

Annex D— Hazard-Specific Annex

The FDA has three emergency response plans that provide detailed guidelines for responding to hazard-specific emergencies.  FDA personnel should be familiar with and refer to these plans once the Agency determines that an emergency potentially involves one or more of these specific hazards.

This section includes a description of the contents of each hazard-specific plan, as follows:

Tab 1
Chemical/Biological Emergencies 

Tab 2
Radiological Emergencies

Tab 3
Bovine Spongiform Encephalopathy Emergencies

Chemical/Biological Emergencies

The FDA Chemical and Biological Emergency Response Plan contains specific information about responding to a C/B emergency.  It includes the following components, and should be accessible for consultation in the event of an actual C/B emergency:

Distribution List – Provides the components and personnel within the Agency who should receive the plan.

Annual Review Certification – Ensures that the plan is kept current, and that appropriate OEO personnel distribute revisions to recorded holders of the plan.

Record of Changes – Provides a chart for OCM/OEO to use in documenting changes to the plan.

Introduction – Provides an overview of the FDA’s mission and outlines the purpose and scope of the FDA Chemical and Biological Emergency Response Plan.

Planning Assumptions – Provides a list of assumptions to consider when planning for a C/B emergency response.

Responsibilities and Organization – Identifies the roles and responsibilities of FDA Headquarters Offices, Centers, and Field Offices responding to a C/B emergency.

Operating Procedures – Provides information about specific procedures for the FDA EOC in response to a C/B emergency.  This section includes guidance for notification, activation of the FDA EOC, response operations, response deactivation, and recovery.

Authorities – Provides a list of authorities under which the FDA conducts its activities.

Annexes – A set of C/B-specific annexes provide detailed information on responding to a C/B emergency.  The section includes – 

Annex A: Acronyms – Provides a reference list of acronyms used throughout the response plan.

Annex B: Definitions – Provides definitions of terms used throughout the response plan, separated into general definitions and C/B-specific definitions.

Annex C: C/B 101 – Provides a “crash course” on chemical and biological agents, including properties and characteristics of specific agents.

Annex D: Agent Specific Information – Provides information about specific agents from the CDC Select Agency Category List and the USDA High Consequence Livestock Pathogens and Toxins list.

Annex E: Characteristics of Leading Foodborne Bioterror Agents – Provides a chart outlining characteristics of seven common foodborne agents.

Annex F: Communications – Provides information for communication procedures in the event of a C/B emergency.  

Annex G: Job Action Sheets – Provides an individual checklist for each responder to the FDA EOC during a C/B emergency, outlining his/her expected actions.

Annex H: Staffing Plan – Provides information and resources for ensuring proper staffing at the FDA EOC for three separate shifts.

Annex I: Form and Briefing Templates – Provides templates used in the FDA EOC during the response to a C/B emergency.  

Annex J: Surveillance – Provides an overview of the surveillance systems that the FDA uses to gather information and trace known events.  The annex describes each surveillance system and provides a point of contact.

Annex K: Domestic/International Traceback – Describes roles and responsibilities of offices and personnel when conducting a domestic or international traceback of an FDA product.

Annex L: Medical Countermeasures – Provides information about the regulation and jurisdiction of medical countermeasures.  

Annex M: Go Kits – Provides a checklist of items for individual personnel to bring when responding to the FDA EOC.

Annex N: Office of Public Affairs – Provides an overview of OPA, including background about the office and information about handling media inquiries.  

Annex O: FDA Rapid Response Team – Provides information on the FDA Rapid Response Team, a specially trained response team comprised of certified HazMat Technicians.

Annex P: Other Federal Agency and Entity Responsibilities – Provides an overview and responsibilities of the agencies and entities with which the FDA may need to consult during a C/B emergency.

Annex Q: Incident Command System – Provides an explanation of ICS and outlines the role ICS plays in the FDA’s response.

Annex R: DHS Threat Levels – Provides a Standard Operating Procedure (SOP) to facilitate the FDA’s response to any DHS threat level change.

Annex S: References – Provides a list of documents referenced while developing the FDA Chemical and Biological Emergency Response Plan.

Annex T: Memorandum of Understanding – Provides an overview of the scope of a memorandum of understanding (MOU), as well as a copy of the FDA’s MOU with the CDC.

Annex U: BT Act of 2002 Extract – Provides an overview of the Public Health Security and Bioterrorism (BT) Preparedness and Response Act of 2002, highlighting areas of importance to the FDA.

Radiological Emergencies

The FDA Radiological Emergency Response Plan contains specific information about responding to a radiological emergency.  It includes the following components, and should be accessible for consultation in the event of an actual radiological emergency:

Distribution List – Provides the components and personnel within the Agency who should receive the plan.

Annual Review Certification – Ensures that the plan is kept current, and that appropriate OEO personnel distribute revisions to recorded holders of the plan.

Record of Changes – Provides a chart for OCM/OEO to use in documenting changes to the plan.

Introduction – Provides an overview of the FDA’s mission and outlines the purpose and scope of the FDA Radiological Emergency Response Plan.

Planning Assumptions – Provides a list of assumptions to consider when planning for a radiological emergency response.

Responsibilities and Organization – Identifies the roles and responsibilities of FDA Centers and Offices responding to a radiological emergency.

Operating Procedures – Provides information about specific procedures for the FDA EOC in response to a radiological emergency.  The section includes guidance for notification, activation of the FDA EOC, response operations, response deactivation, and recovery.

Authorities – Provides a list of authorities under which the FDA conducts activities.

Annexes – A set of radiological-specific annexes provide detailed information on responding to a radiological emergency.  The section includes – 

Annex A: Acronyms – Provides a reference list of acronyms used throughout the response plan.

Annex B: Definitions – Provides definitions of terms used throughout the response plan, separated into general definitions and radiological-specific definitions.

Annex C: FDA Under the FRERP – Provides an overview of the FDA’s responsibilities under the Federal Radiological Emergency Response Plan.

Annex D: Rad 101 – Provides a “crash course” on radiation, including sources, types, measurement, effects, and protection.

Annex E: Technical Advice and Support – Provides overviews of Protective Action Guides (PAG), Derived Intervention Levels (DIL), and Protective Action Recommendations (PAR).

Annex F: CDRH Procedures – Provides a summary of CDRH’s procedures for responding to emergencies and disasters. 

Annex G: CFSAN Radiological Emergency Response Plan Extract – Describes the responsibilities of CFSAN and actions the Center takes in the event of a radiological emergency.  

Annex H: Radiological FERN – Provides a guide for working with the FDA Food Emergency Response Network (FERN) and the Winchester Engineering Analytical Center (WEAC).  In addition, the annex contains an extract from the WEAC Emergency Response Plan.

Annex I: Communications – Provides information for communication procedures in the event of a radiological emergency.  

Annex J: Job Action Sheets – Provides an individual checklist for each responder to a radiological emergency, outlining his/her expected actions.

Annex K: Staffing Plan – Provides information and resources for ensuring proper staffing at the FDA EOC for three separate shifts.

Annex L: Form and Briefing Templates – Provides templates used in the FDA EOC during the response to a radiological emergency.  

Annex M: Surveillance – Provides an overview of the surveillance systems that the FDA uses to gather information and trace known events.  The annex describes each surveillance system and provides a point of contact.

Annex N: Domestic/International Traceback – Describes roles and responsibilities of offices and personnel when conducting a domestic or international traceback of an FDA product.

Annex O: Medical Countermeasures – Provides information about medical countermeasures and therapeutic decisions, including a list of approved drugs with utility in radiological emergencies, drugs under development, and Web links to other available information.  In addition, separate sections provide guidance on Potassium Iodide as a thyroid-blocking agent in radiological emergencies and guidance for industry on Prussian Blue for treatment of internal contamination with Thallium or Radioactive Cesium.

Annex P: Go Kits – Provides a checklist of items for individual team members to bring when responding to the FDA EOC.

Annex Q: Office of Public Affairs – Provides an overview of OPA, including background about the office and information about handling media inquiries.  

Annex R: Other Federal Agency and Entity Responsibilities – Provides an overview and responsibilities of the agencies and entities with which the FDA may need to consult during a radiological emergency.

Annex S: Incident Command System – Provides an explanation of the Incident Command System (ICS) and outlines the role ICS plays in the FDA’s response.

Annex T: DHS Threat Levels – Provides a Standard Operating Procedure (SOP) to facilitate the FDA’s response to any DHS threat level change. 

Annex U: References – Provides a list of documents referenced when developing the FDA Radiological Emergency Response Plan.

Annex V: Memorandum of Understanding – Provides an overview of the scope of an MOU, as well as a copy of the FDA’s MOU with the CDC.

Bovine Spongiform Encephalopathy Emergencies

The FDA Bovine Spongiform Encephalopathy (BSE) Emergency Response Plan contains specific information about responding to a BSE emergency.  It includes the following components, and should be accessible for consultation in the event of an actual BSE emergency:

Distribution List – Provides the components and personnel within the Agency who should receive the plan.

Annual Review Certification – Ensures that the plan is kept current, and that appropriate OEO personnel distribute revisions to recorded holders of the plan.

Record of Changes – Provides a chart for OCM/OEO to use in documenting changes to the plan.

Introduction – Provides an overview of the FDA’s mission and outlines the purpose and scope of the FDA BSE Emergency Response Plan.

Planning Assumptions – Provides a list of assumptions to consider when planning for a BSE emergency response.

Responsibilities and Organization – Identifies the roles and responsibilities of FDA Centers and Offices responding to a BSE emergency.  

Operating Procedures – Provides information about specific procedures for the FDA EOC in response to a BSE emergency.  The section includes guidance for notification, activation of the FDA EOC, response operations, response deactivation, and recovery.

Authorities – Provides a list of authorities under which the FDA conducts activities.

Annexes – A set of BSE-specific annexes provide detailed information on responding to a BSE emergency.  The section includes: 

Annex A: Acronyms – Provides a reference list of acronyms used throughout the response plan.

Annex B: Definitions – Provides definitions of terms used throughout the response plan, separated into general definitions and BSE-specific definitions.

Annex C: USDA BSE Response Plan – Provides an overview of the FDA’s role in the USDA’s BSE Response Plan, including a Web link for a full summary version of the plan.

Annex D: BSE 101 – Provides a “crash course” on the background and history of BSE and contains a Web link for more information.

Annex E: CFSAN BSE Response Plan – Provides a copy of CFSAN’s BSE response plan, which includes policies, procedures, and notification lists.

Annex F: CVM BSE Action Plan – Provides a copy of CVM’s BSE action plan, which identifies personnel and their responsibilities during the first report of BSE or a lapse in import controls.  The plan also outlines how CVM allocates resources, exchanges information, and assesses and communicates risk during a BSE emergency.

Annex G: Communications – Provides information for communication procedures in the event of a BSE emergency.  

Annex H: Job Action Sheets – Provides an individual checklist for each responder to a BSE emergency, outlining his/her expected actions. 

Annex I: Staffing Plan – Provides information and resources for ensuring proper staffing at the FDA EOC for three separate shifts.

Annex J: Form and Briefing Templates – Provides templates used in the FDA EOC during the response to a BSE emergency.  

Annex K: Domestic/International Traceback – Describes roles and responsibilities of offices and personnel when conducting a domestic or international traceback of an FDA product.

Annex L: Go Kits – Provides a checklist of items for individual team members to bring when responding to the FDA EOC.

Annex M: Office of Public Affairs – Provides an overview of OPA, including background about the office and information about handling media inquiries.  

Annex N, Other Federal Agency and Entity Responsibilities – Provides an overview and responsibilities of the agencies and entities with which the FDA may need to consult during a BSE emergency.

Annex O, Incident Command System – Provides an explanation of the Incident Command System (ICS) and outlines the role ICS plays in the FDA’s response.

Annex P, References – Provides a list of documents referenced when developing the FDA BSE Emergency Response Plan.

Annex Q, Memorandum of Understanding – Provides an overview of the scope of an MOU, and provides a Web link to a listing of international MOUs that the FDA maintains.
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