Overview of ASTHO Emergency Use Authorization Toolkit
The Emergency Use Authorization (EUA) Toolkit addresses key concepts and issues regarding the federal law allowing special uses for drugs, biologics, and devices during specified emergencies. The EUA Toolkit also addresses programs and issues related to the storage, dispensing, and use of medical countermeasures. The toolkit’s component documents are designed to be used in education, training, and planning activities to prepare for emergencies, as well as to serve as a quick reference resource during an emergency response to an event. The EUA Toolkit is one of six toolkits in ASTHO’s Legal Preparedness Series. Please see the Introduction document for additional background on the project and the other toolkits.

Intended Audiences
These documents are specifically designed to address the different needs of discrete audiences within a state health agency:
· State health officers, agency directors, or other senior governmental officials may find the executive overviews and fact sheets of particular interest. 
· Preparedness directors and other programmatic staff will find the fact sheets, issue briefs, state analysis guides, and resource materials useful in understanding and gaining more in-depth knowledge about particular concepts and legal issues.
· Legal counsel will find the fact sheets about particular federal laws and regulations, issue briefs, state analysis guides, and citations within the resource materials a good basis from which to conduct additional research and analyze their particular state’s authorities on these issues.
· The current issue updates are a good resource for all audiences to learn the latest developments on issues related to the toolkit topic.
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Executive Overview
This document provides a brief overview of the key laws and programs related to FDA’s Emergency Use Authorization (EUA) authority and other medical countermeasures initiatives. Additional details on these and other concepts are contained in other fact sheets in the ASTHO Emergency Use Authorization Toolkit.

Note: As of March 2012, Congress is in the process of reauthorizing the Pandemic and All-Hazards Preparedness Act (PAHPA), which may impact a number of laws and programs described below. Please see ASTHO EUA Current Issues Winter 2012 for more information about the PAHPA reauthorization and its potential impact on EUAs and related issues.

Laws
Emergency Use Authorization (EUA)
An Emergency Use Authorization (EUA) under Section 564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) allows for the special use of drugs and other medical products during certain types of emergencies. Specifically, an EUA permits the use of unapproved medical products (drugs, biologics [e.g., vaccines], and devices [e.g., diagnostics]) or the use of approved medical products in unapproved ways to diagnose, treat, or prevent serious diseases or conditions caused by chemical, biological, radiological, or nuclear (CBRN) agents. FD&C Act §564 requires: (1) the determination by any of the U.S. secretaries of Health and Human Services (HHS), Homeland Security, or Defense that an emergency exists; (2) the declaration by the HHS secretary of an emergency justifying the authorization under FD&C Act §564; and (3) the issuance of an EUA by the Food and Drug Administration (FDA) commissioner upon a finding by the FDA that specified criteria have been met.

If all criteria are met, the FDA commissioner can issue a letter that authorizes the EUA. The letter must state: (1) the diseases or conditions the product may be used to diagnose, prevent, or treat within the scope of the EUA; (2) the known and potential benefits of the product; (3) conclusions concerning the safety and potential effectiveness of the product; (4) an assessment of the available scientific evidence; and (5) additional conditions of authorization, such as requiring that fact sheets to be distributed to healthcare professionals and the public with the EUA-authorized product.
An EUA does not contain or confer any tort liability protections by itself; however, medical products authorized under an EUA qualify as countermeasures (e.g., vaccines, drugs, devices) covered under the Public Readiness and Emergency Preparedness (PREP) Act if these medical products are identified as covered countermeasures in a PREP Act declaration. Medical products used pursuant to an EUA must also be used and administered according to the terms of the EUA for PREP Act coverage to arise.

Project BioShield Act
The Project BioShield Act of 2004 was enacted to accelerate the research, development, purchase, and availability of effective medical products against CBRN agents. Specifically, the Project BioShield Act authorizes expedited procurement, streamlined personnel appointments, expedited peer review, biomedical countermeasures procurement, emergency use of medical countermeasures, and other biodefense activities. The Project BioShield Act does not contain any explicit immunity or other liability protections, which proved to be an ongoing source of concern for potential developers of CBRN countermeasures. To address these and other concerns, the PREP Act was enacted to, among other things, provide liability protections to persons and entities involved in the development, sale, distribution, and administration of countermeasures.

Public Readiness and Emergency Preparedness Act (PREP Act)
The Public Readiness and Emergency Preparedness Act (PREP Act) authorizes the HHS secretary to issue a declaration that provides immunity from tort liability for claims of loss caused by countermeasures against diseases or other threats of public health emergencies. The act covers persons and entities involved in the manufacture, testing, distribution, administration, and use of covered countermeasures. A PREP Act declaration is different from and independent of other federal emergency declarations. A separate emergency declaration under Public Health Service Act Section 319 or another statute is not required for PREP Act immunities to take effect.

Programs
Federal Shelf Life Extension Program (SLEP)
The federal Shelf Life Extension Program (SLEP) extends the expiration dates on qualifying drugs and other materiel in federal stockpiles. SLEP is administered by the Department of Defense in cooperation with the FDA. SLEP is an acknowledgement that the actual shelf life of drugs and other medical products in the program may be longer than their stated expiration date. The purpose of SLEP is to defer replacement costs of stockpiled drugs by extending their useful life. SLEP is a fee-for-service program paid for by the federal agencies participating in the program; the Strategic National Stockpile participates in SLEP. Participating agencies are required to pay for the FDA’s ongoing testing and analysis of the drugs and other medical materiel in the SLEP process. Products that pass testing are granted extended expiration dates but must undergo ongoing testing to monitor their continued shelf life. Products that fail testing at any time are destroyed. Products that do not receive additional extensions of their expiration dates or are not tested for SLEP are destroyed at their final expiration dates. SLEP is currently available only for federally-maintained stockpiles, although there have been ongoing deliberations between the federal government and the states about extending SLEP to state-maintained stockpiles or creating a separate SLEP-like program for state stockpiles.

Strategic National Stockpile (SNS)
The Public Health Service Act authorizes the HHS secretary in coordination with the secretary of Homeland Security, to maintain a stockpile of drugs, vaccines, and other medical products and supplies, known as the Strategic National Stockpile (SNS). State governors or their designees can request deployment of SNS assets when there has been an overt terrorist event that will harm the public’s health or where epidemiological, laboratory, or other surveillance systems have identified unusual patterns of disease or deaths that may indicate a terrorist event or other national emergency. A federal or state emergency declaration is not required to request SNS deployment. States are not subject to cost-sharing requirements for SNS deployments, unlike other federal disaster assistance programs. Federal personnel work in conjunction with state and local officials to determine if and what components of the SNS are needed. Ultimately, the federal government is responsible for making the decision to deploy all or portions of the SNS. Each state has established plans for receiving and distributing SNS assets within the state.

The SNS is not considered a first-response tool, but rather a support mechanism for state and local response efforts. The SNS program is designed to supplement and resupply state and local inventories of medicines and supplies during emergencies. Several SNS stockpiles are strategically located in secured warehouses across the United States to ensure the timely deployment of materiel to any location in the country by land or air. Initial deployments from the SNS are 12-hour “Push Packages,” which are caches of medicines and medical supplies that can address a range of needs arising from what may be an ill-defined threat in the early hours of an emergency event. If an event requires additional medicines and supplies, a deployment from managed inventory supplies is delivered within 24-36 hours. The SNS may also include medicines that have been authorized under the FDA’s EUA authority. Medicines authorized by an EUA must be distributed and dispensed according to conditions outlined by the FDA in each EUA.

The Cities Readiness Initiative (CRI) focuses on emergency preparedness in the largest cities and metropolitan areas in the United States, where more than 50 percent of the nation’s population resides. CRI has enabled public health departments in states and large metropolitan areas to develop plans to respond to large-scale bioterrorist events by dispensing antibiotics to the entire population of a specified metropolitan area within 48 hours.
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Fact Sheet

Overview
An Emergency Use Authorization (EUA) under Section 564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act)1 allows for the special use of drugs and other medical products during certain types of emergencies.2 The EUA authority was added by the Project BioShield Act of 2004, which amended the FD&C Act, among other things.3  

As of March 2012, Congress is in the process of reauthorizing the Pandemic and All-Hazards Preparedness Act (PAHPA). The U.S. House and Senate have adopted their own versions of reauthorizing legislation, both of which provide greater flexibility for HHS and FDA to approve the use of medical products in emergencies but differ in some specific provisions. Congress is likely to convene a conference committee to reconcile the differences between the bills. The legislation ultimately passed may affect Section 564 and other provisions of the FD&C Act as described below. Please see ASTHO EUA Current Issues Winter 2012 for more information about reauthorization and its potential impact on EUAs and related issues. 

What the Law Does
An EUA permits the use of unapproved medical products (drugs, biologics [e.g., vaccines], and devices [e.g., diagnostics]) or the use of approved medical products in unapproved ways to diagnose, treat, or prevent serious diseases or conditions caused by chemical, biological, radiological, or nuclear (CBRN) agents if certain criteria contained in FD&C Act §564 are met.3 Under the FD&C Act, drugs, biologics (e.g., vaccines), and devices are required to meet certain requirements for safety and efficacy before they are approved by the Food and Drug Administration (FDA) to treat particular diseases or conditions in specified ways.

Traditionally, there are three phases for the development of drugs under the FD&C Act: pre-investigational new drug (pre-IND); investigational new drug (IND); and a new drug application (NDA).4 Each of these stages has statutory and regulatory requirements that must be satisfied. An EUA is not part of this traditional development pathway; it is a separate process used only during emergencies and is not part of the regular drug approval process.4 It is not required that a drug proposed for an EUA be at a specific point on the drug development pathway.4 

The FDA has criteria it must follow under the FD&C Act when it decides whether to issue an EUA. The FDA places conditions on the authorization that must be followed when using a product under an EUA. If a product has been approved by the FDA and is being used according to the FDA label requirements, the product does not require that an EUA be issued.5  

Liability Protections
An EUA authorization under FD&C Act §564 does not contain or confer any tort liability protections by itself.6 However, medical products authorized under an EUA qualify as countermeasures (e.g., vaccines, drugs, devices) covered under the Public Readiness and Emergency Preparedness (PREP) Act, which provides immunity from tort liability, if the medical products are specified in the PREP Act declaration.7 Medical products used pursuant to an EUA must be used and administered according to the terms of the EUA and included in the PREP Act declaration for PREP Act coverage to arise. (See ASTHO PREP Act Fact Sheet.) Other federal statutes and programs including but not limited to the Federal Tort Claims Act8 and the National Vaccine Injury Compensation Program9 may also provide liability protections depending on the particular circumstances of an event.6 

How the Law Works
FD&C Act §564 establishes requirements for issuing an EUA: (1) the determination that an emergency exists; (2) the declaration of an emergency; and (3) a finding by the FDA that specified criteria have been met.
Determination that an Emergency Exists
The FD&C Act requires that one of the following three cabinet secretaries makes a determination that an emergency exists before an EUA is authorized:
· If the secretary of the Department of Homeland Security determines that there currently exists, or is significant potential for, a domestic emergency involving a heightened risk of attack using specified CBRN agents.1 
· If the secretary of the Department of Defense (DoD) determines that there currently exists, or is significant potential for, a military emergency involving a heightened risk to U.S. military forces of attack using specified CBRN agents.1  
· If the secretary of the Department of Health and Human Services (HHS) determines that there is a public health emergency under the Public Health Service Act (PHS Act) §31910 that affects, or has significant potential to affect, national security and involves specified CBRN agents and diseases or conditions attributable to such agents.1  

Declaration of an Emergency
If an emergency has been determined to exist, the HHS secretary can declare an emergency justifying the authorization of an EUA under FD&C Act §564.1,6The §564 declaration of emergency is different from a determination of public health emergency under PHS Act §319 and a declaration of a public health emergency under the PREP Act. The HHS secretary’s declaration of an emergency triggering an EUA specifies the CBRN agents and the products covered under the EUA.11 The FDA is required to publish notice of each EUA in the Federal Register. In making the decision to declare an emergency justifying an EUA, the HHS secretary reviews information submitted in support of the EUA and may consult an EUA work group of federal officials.6 One emergency declaration can support multiple EUAs.4  

Issuance of the EUA
Once the HHS secretary has declared an emergency justifying the EUA, the FDA commissioner may issue the EUA after consultation with the National Institutes of Health (NIH) and the Centers for Disease Control and Prevention (CDC) (if feasible and appropriate given the emergency) and upon meeting statutory and other criteria.
Requests for EUA—FD&C Act §564 does not address the precise processes and data requirements for requesting and reviewing an EUA for specific products. In a guidance document, the FDA anticipates EUA requests will be submitted by government agencies (e.g., CDC, DoD) or private entities (e.g., medical product manufacturers).2,6 The type and amount of information needed to support an EUA request depends on the nature of the declared emergency and the proposed product for which the EUA is requested.2,6 Types of information the FDA recommends to support an EUA request include, but are not limited to, a description of the product and its intended uses, rationale behind the product’s use under an EUA, available safety and efficacy data, and proposed labeling and instructions for the product’s use.2,6 The FDA reviews EUA requests on a case-by-case basis using the scientific data available at the time and the circumstances of the emergency.2,6 

Criteria for EUA Authorization—The FDA will issue an EUA if the FDA commissioner finds all of the following:
· The CBRN agent specified in the declaration of emergency can cause a serious or life-threatening disease or condition.
· Based on the scientific evidence available, it is reasonable to believe that the product may be effective in diagnosing, treating, or preventing the disease or condition specified in the declaration of emergency or caused by another medical product to diagnose, treat, or prevent a disease or condition caused by the specified agent.
· The known and potential benefits outweigh the known and potential risks of the product when used to diagnose, prevent, or treat the serious or life-threatening disease or condition that is the subject of the declaration.
· There is no adequate, approved, and available alternative to the product for diagnosing, preventing, or treating the disease or condition.1,5,6  

The FDA commissioner issues a letter that authorizes the EUA. The letter must state: (1) the diseases or conditions the product may be used to diagnose, prevent, or treat within the scope of the EUA; (2) the known and potential benefits of the product; (3) conclusions concerning the safety and potential effectiveness of the product; (4) an assessment of the available scientific evidence; and (5) required and additional conditions of authorization.1  

Conditions of Authorization—The FDA may establish conditions on the use of a product under an EUA. For unapproved products, FD&C Act §564 requires the FDA commissioner (to the extent practicable given the circumstances of the emergency) to establish certain required conditions on an EUA that the commissioner finds necessary or appropriate to protect public health and permits the commissioner to establish other conditions that he or she finds necessary or appropriate to protect public health.2 Such conditions include:
· A requirement to disseminate information (e.g., fact sheets) to healthcare professionals or authorized dispensers and prospective patients or other consumers regarding the EUA, the product’s significant known and potential benefits and risks, and the extent to which such benefits and risks are unknown.
· Available alternatives and their benefits and risks.
· For prospective patients and consumers, the option to accept or refuse the product, any consequences of refusal, and alternatives to the product.
· Other conditions such as restricted advertising, distribution, and administration; adverse event reporting and monitoring; data collection and analysis; recordkeeping and records access; and compliance with Current Good Manufacturing Practice (CGMP).2,6  

For unapproved uses of approved products, certain of the above conditions as well as other conditions may be required in an EUA.2,6 These may include labeling requirements and the distribution of appropriate information in addition to label information.1  

Duration and Termination—The EUA is in effect for one year from the date of issuance or for as long as the HHS secretary’s §564 emergency declaration is in effect, whichever is shorter.1,5 The emergency declaration can be renewed. The EUA can be amended and may be revoked earlier if the criteria for issuance are no longer met or revocation is appropriate to protect public health or safety.6  

Pre-EUA
Since EUA conditions are established when the EUA is issued, public health officials will not know all of the expected requirements of a particular authorization in advance of an emergency. As a result, state and local officials will have to comply with conditions for which they might not be able to effectively plan. While the law does not allow the FDA to preauthorize an EUA before the determination and declaration of an emergency, the process of requesting an EUA can begin before the actual emergency occurs.4 A “pre-EUA” request can be submitted to the FDA based on likely situations such as potential anthrax attacks or smallpox outbreaks.4 Planners speculate about what the emergency might be and the products that could be used in those situations.4 A pre-EUA allows the FDA to begin work on fact sheets and other documentation.4 If an emergency is declared and the EUA is formally requested, the FDA can conduct a final review of the pre-EUA materials and make any substantive changes as needed.4 The FDA will work with the states to ensure that any changes are included in final materials.4 Even without a pre-EUA, public health officials can begin planning based on the list of potential conditions identified by the FDA in its 2007 document Guidance—Emergency Use Authorization of Medical Products.6, 4  

How the Law Affects States
States have been significantly impacted by the use of EUAs during emergencies. During H1N1, the FDA issued numerous EUAs—many more than in prior years—for antivirals, diagnostic devices, and N95 masks. The public’s general concerns about perceived vaccine and drug safety issues also seemed to influence their views about medical products covered under EUAs. Healthcare professionals were unfamiliar with the EUA mechanism and how to use products authorized under it. Healthcare professionals and others dispensing EUA-authorized products were concerned about potential liability issues. However, EUA authority has provided an important legal mechanism to make medicines quickly available to respond to an emergency when their availability through regular FD&C Act/FDA processes might be delayed or be accompanied by burdensome procedures within the context of an emergency response.
Because of the relative newness of the EUA authority, public and private sector entities alike are still assessing the requirements for using EUA products and the liability protections available under the PREP Act when medical countermeasures are used under EUAs. States are encountering EUA products as part of the materiel deployed in the federal Strategic National Stockpile (SNS), as well as medicines that may have be granted extended expiration dates under the federal Shelf Life Extension Program (SLEP) (see ASTHO Fact Sheets on SNS and SLEP).

Practice Notes
· Understand the criteria under which an EUA can be issued and the conditions of authorization the FDA can place on use of EUA products.
· Understand the liability implications when using EUA products and the extent of PREP Act and other legal protections.
· Identify how your state plans to inform providers, the public, etc., about EUA products before and during an emergency.

EUAs Issued
· The Project BioShield Act granted EUA authority in 2004. Two EUAs were issued before 2009; one of these EUAs was for the Cities Readiness Initiative (CRI) Postal Model, which pre-positioned doxycycline tablets in emergency kits for USPS workers against inhalational anthrax.12  
· Most of the EUAs have been issued in response to the 2009 H1N1 outbreak.
· In 2009 and 2010, EUAs were issued for 22 products including pandemic vaccines, antivirals, N95 respirators, and diagnostic tests.
· In 2011, FDA issued EUAs for the mass dispensing of doxycycline and the National Postal Model (NPM) (formerly the USPS CRI Postal Model).12  
· As of December 2011, only two EUAs are in effect: (1) doxycycline for mass dispensing and (2) NPM kits.

Sources
1. Federal Food, Drug, and Cosmetics Act, as amended. Codified at 21 U.S.C. 301 et seq.
2. U.S. Food and Drug Administration. “Emergency Use Authorizations Questions and Answers” webpage. Available at www.fda.gov/NewsEvents/PublicHealthFocus/ucm153297.htm. Accessed January 31, 2012.
3. Project BioShield Act of 2004. Pub. L. No. 108-276.
4. Medical Countermeasures Dispensing: Emergency Use Authorization and the Postal Model, Workshop Summary. Institute of Medicine (US). Forum on Medical and Public Health Preparedness for Catastrophic Events. Washington, DC. National Academies Press. 2010. Available at www.ncbi.nlm.nih.gov/books/NBK53126/pdf/TOC.pdf. Accessed January 31, 2012.
5. U.S. Food and Drug Administration and the U.S. Centers for Disease Control and Prevention. “Emergency Use Authorization” online course. Available at www.bt.cdc.gov/training/eua/index.html. Accessed January 31, 2012.
6. U.S. Food and Drug Administration. Guidance—Emergency Use Authorization of Medical Products. July 2007. Available at www.fda.gov/RegulatoryInformation/Guidances/ucm125127.htm. Accessed January 31, 2012.
7. Public Readiness and Emergency Preparedness Response Act of 2005. Pub. L. No. 109-148. Codified in the Public Health Service Act at 42 U.S.C. §§ 247d-6d, 247d-6e.
8. Federal Tort Claims Act, as amended. Codified at 28 U.S.C. §§1346(b), 2671-2680.
9. Health Resources and Services Administration. “National Vaccine Injury Compensation Program (VICP)” webpage. Available at www.hrsa.gov/vaccinecompensation/default.htm. Accessed January 31, 2012.
10. Public Health Service Act §319. Codified at 42 U.S.C. § 247d.
11. Sherman S. U.S. Dept. of Health and Human Services. “Public Health Emergency Authorities: Determinations and Declarations.” Presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. Accessed January 31, 2012.
12. U.S. Food and Drug Administration. “Emergency Preparedness and Response: Emergency Use Authorization” webpage. Available at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm182568.htm. Accessed January 31, 2012.
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Fact Sheet
Overview
The Federal Food, Drug, and Cosmetic Act (FD&C Act) creates mechanisms to permit the use of medical products before they have been approved under the FD&C Act or for unapproved uses under the act:
· Emergency Use Authorization (EUA) for the use of unapproved medical products (drugs, biologics [e.g., vaccines], and devices [e.g., diagnostics]) or the use of approved medical products in unapproved ways to diagnose, treat, or prevent serious diseases or conditions caused by chemical, biological, radiological, or nuclear (CBRN) agents.

· Investigational New Drug (IND) for the use of unapproved drugs or biologics.

· Investigational Device Exemption (IDE) for the use of unapproved medical devices.

· During an emergency, these mechanisms make it possible for public health officials to use unapproved medical products as part of their response efforts. However, the EUA and IND/IDE protocols are different mechanisms, each with its own distinct statutory and regulatory requirements that vary with specific circumstances such as the nature of the medical product or the size of the population to be treated. The lists below compare EUA and IND/IDE mechanisms on key points.1 Public health officials interested in using any of these mechanisms should refer to relevant laws, regulations, and Food and Drug Administration (FDA) guidance before deciding which mechanism to use and to understand the requirements of each one.2  

[4/2019 PE NOTE: See table format presentation in PDF version of the following comparison of Investigational vs. EUA]

Investigational Protocols (IND and IDE)
· Description: The objective of the IND/IDE is to assess the safety and efficacy of an investigational drug/biologic/device (hereafter “investigational product”) while ensuring that human subjects are protected during the research study of the investigational product. Investigational protocols specify requirements to ensure participant protection and the validity of the data collected during the clinical trial.

· FDA Approval: FDA review and agreement that the study may proceed.

· Institutional Review Board (IRB): Requires IRB review and approval.

· Informed Consent: Requires written, signed, and witnessed informed consent.

· Protocol Training: All investigators must be trained on the investigational protocol and informed consent and reporting requirements.

· Adverse Event Monitoring & Reporting: Requires monitoring and reporting of adverse events.

· Recordkeeping & Access: Requires recordkeeping and access to distribution and administration records.

· Duration of Approval: Length of the clinical trial.

Emergency Use Authorization (EUA)
· Description: Congress created the EUA in the Project BioShield Act of 2004 to give the public health system access to a greater range of medical products during a declared emergency. The EUA mechanism provides appropriate participant protections based on the circumstances of the emergency. EUAs are intended to allow for faster use of a product than under an IND/IDE.

· FDA Approval: FDA is required to review and approve the request for EUA.

· IRB: Does not require IRB review and approval.

· Informed Consent: Written, signed and witnessed informed consent is not automatically required but may be required at the discretion of the FDA commissioner. Distribution of information (e.g., fact sheets) for healthcare professionals and recipients that contains information on product safety, available alternative products, and the right to refuse administration of the EUA product is required.

· Protocol Training: No specific investigator training requirements, but these may be added as a condition of authorization for the EUA by the FDA commissioner.

· Adverse Event Monitoring & Reporting: Adverse event monitoring and reporting is required at the discretion of the FDA commissioner. The FDA will require MEDWATCH and VAERS reporting for all EUA products.

· Recordkeeping & Access: Recordkeeping and access to product distribution and administration records required at the discretion of the FDA commissioner.

· Duration of Approval: Up to one year from the date of the declaration of emergency or for as long as the §564 emergency declaration is in effect, whichever is shorter.
_________________________
1. Information adapted from: U.S. Food and Drug Administration and the U.S. Centers for Disease Control and Prevention. “Emergency Use Authorization” online course. Available at www.bt.cdc.gov/training/eua/index.html. Accessed January 31, 2012.

2. As of March 2012, Congress is in the process of reauthorizing the Pandemic and All-Hazards Preparedness Act (PAHPA), which reauthorization may impact provisions relevant to emergency use of medical products.
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Overview
The federal Shelf Life Extension Program (SLEP) extends the expiration dates on qualifying drugs and other materiel in federal stockpiles. SLEP is administered by the U.S. Department of Defense (DoD) in cooperation with the U.S. Food and Drug Administration (FDA).1 The program is an acknowledgement that the actual shelf life of drugs and other medical products may be longer than their stated expiration date, depending on their storage conditions. The purpose of SLEP is to defer replacement costs of stockpiled drugs by extending their useful life.

The program was established in 1986 through an interagency agreement between the DoD and the FDA in response to a Congressional directive to address U.S. Air Force drug stockpiles.2 This initial SLEP program was intended to extend the useful shelf life of medicines with limited commercial use (e.g., chemical agent antidotes) or which the government held in such large quantities that the manufacturer would not accept them for credit when the drugs expired.3Since then, other federal agencies have entered into a memorandum of agreement with the DoD to participate in SLEP, including other branches of the military, the Strategic National Stockpile (SNS), the Department of Veterans Affairs (VA), the U.S. Postal Service, and the Bureau of Federal Prisions.2  

SLEP is currently available only for federally-maintained stockpiles, although there have been ongoing deliberations between the federal government and the states about extending SLEP to state-maintained stockpiles or creating a separate SLEP-like program for state stockpiles. (See “State Stockpiles” discussion below.)
Note: As of March 2012, Congress is in the process of reauthorizing the Pandemic and All-Hazards Preparedness Act (PAHPA), which may impact a number of laws and programs described below. Please see ASTHO EUA Current Issues Winter 2012 for more information about reauthorization and its potential impact on EUAs and related issues. 

How SLEP Works
SLEP is a fee-for-service program. Participating agencies are required to pay for the FDA’s periodic, comprehensive testing and analysis of the drugs and other medical materiel in the SLEP process. Items eligible for SLEP are tested by the FDA. Products that pass testing are granted extended expiration dates but must undergo ongoing testing to monitor their continued shelf life.4 Products that fail testing at any time are destroyed.4 Products that do not receive additional extensions of their expiration dates or are not tested for SLEP are destroyed at their final expiration dates.4 Maintaining controlled storage conditions appropriate for the product(s) is an important factor in the SLEP process.

Agency Roles and Responsibilities
The program is operated by the DoD Defense Medical Materiel Program Office (DMMPO) (formerly the Defense Medical Standardization Board [DMSB]) and regularly interacts with the FDA and agencies participating in SLEP.2,5 The DMMPO/DoD role in SLEP is to conduct programmatic and administrative functions, including but not limited to: (1) identifying products eligible for testing to FDA; (2) updating the SLEP expiration database; (3) conducting a cost-benefit analysis of extending a drug’s expiration date; (4) ordering labels for relabeled drugs; and (5) billing participant agencies.2  

The FDA is responsible for testing and evaluating drugs for SLEP. Specifically, the FDA: (1) determines the appropriate tests and methods for the candidate drugs; (2) conducts tests on samples of the candidate drugs; (3) analyzes test results and determines whether and for how long extension is possible; and (4) performs other research to address SLEP issues.2  

Items Eligible for SLEP
Not every item stockpiled is a candidate for SLEP. Because of the costs involved in testing, the program is primarily designed for large stockpiles of drugs and medical materiel that are housed in environmentally controlled facilities.2 FDA-approved prescription drugs are most frequently designated for SLEP testing by program participants. Biological products such as vaccines, serums, and nutritional products or items with a history of poor SLEP performance are not eligible for testing.2,4 Items where testing would be time or cost prohibitive are not accepted.4 The focus on testing has been on products that are militarily significant, have limited commercial use, are purchased in large quantities (e.g., antivirals), or are used only if there is an event requiring their administration.2  

SLEP Process
The procedure to determine whether a drug or other medical materiel is eligible for extension under SLEP involves testing by the FDA. If an extension is granted, the approval document identifies the length of the extension and relabeling requirements. Products under SLEP are regularly retested and must be destroyed if at any time they fail testing.2  

· Initial Testing and Analysis—SLEP participants are required to maintain updated information about their inventories of stockpiled medical materiel in an access-restricted SLEP online database. DMMPO staff review participants’ online inventories of products set to expire within 180 days and identify potential items for SLEP testing.4 The FDA then requests samples from participants. Representative samples of the drugs nominated for participation in SLEP are taken from specific lot numbers at one stockpile location and shipped to an FDA field laboratory for testing.2 The FDA tests the samples for continued safety and potency using methods from the U.S. Pharmacopeia (USP)6 or the drug manufacturer’s test methodology.2 The FDA then analyzes the test results to determine if the lot sampled can be extended and for how long.2 The FDA sends its determination to the DMMPO, which provides the results to the SLEP participant requesting the test.2 The time from nomination for testing to reported results is approximately six months.4  

· Extension and Retesting—The FDA can issue an expiration date extension for a maximum of up to two years for the first time a lot is tested under SLEP.2The FDA grants extensions for the specific lot number(s) tested based on the assumption that all lots at all stockpile locations have been stored according to Current Good Manufacturing Practices (CGMPs),7 including requirements for environmentally controlled storage conditions.2 FDA retests the same lot annually or semi-annually to confirm the expiration date extension granted or to permit further extension.2 No product will be extended beyond 10 years from the original manufacturer’s expiration date.4  

· Relabeling—Products granted an expiration date extension must be relabeled according to CGMPs and other FDA regulations.2 The term "labeling" means all labels and other writing, printing, or graphics on any item, container, wrapper, or accompaniment to the item such as an insert in the item’s packaging.1 The Federal Food, Drug, and Cosmetic Act (FD&C Act) and FDA regulations set out the specific labeling information required for an item covered under the FD&C Act. Items that are not relabeled are considered misbranded if they are sold, distributed, or dispensed and therefore are in violation of the FD&C Act.4 However, the FDA can exercise its enforcement discretion in certain situations and has done so in the past.8 In a June 2010 letter to the CDC, the FDA stated that it would not take enforcement action regarding relabeling requirements for specific antiviral drugs at non-SNS stockpiles (i.e., state, local, or regional caches) if shelf-life-extended items are held under their labeled storage conditions and are relabeled prior to dispensing.8,9 The FDA’s past exercise of its enforcement discretion related to relabeling of drugs in non-SNS stockpiles does not guarantee that it will act similarly in the future.

EUA and SLEP
An Emergency Use Authorization (EUA) is a type of permission under FD&C Act §564 that allows for the use of an unapproved medical product or an unapproved use of an approved medical product (drugs, biologics [e.g., vaccines], and devices [e.g., diagnostics]) during certain types of emergencies. Products extended under SLEP through the exercise of FDA enforcement discretion receive a new expiration date that is different than the one originally contained on the product’s labeling and is considered a deviation from the item’s prior approved use. Similarly, some SNS products may have been stored in conditions that exceeded labeled temperature ranges. Currently, an EUA is required to ensure that SLEP-extended drugs are not in violation of the FD&C Act. (See also ASTHO Current Issues and Updates—Summer 2011—Evolving Policy Issues.) During the H1N1 influenza pandemic in 2009, Tamiflu (in capsules and suspension form) that was held in the SNS, much of which had been tested and extended under SLEP, was distributed to states and localities.2The FDA issued an EUA that allowed the use of these products beyond the labeled expiration date without requiring that they be relabeled.

State Stockpiles
States have developed and maintained their own stockpiles of medicines and supplies in addition to those provided by the federal government through the SNS. In preparation for a pandemic, the federal government offered states a 25 percent subsidy to purchase additional antivirals through the SNS program. However, stockpiles held by states, whether purchased with state or federal funds, are not eligible for SLEP.10 In 2006, the National Strategy for Pandemic Influenza: Implementation Plan directed the HHS, the DoD, the VA, and the states to explore expanding SLEP to state stockpiles.11 Similarly, in a report about antiviral strategies for a pandemic, the Institute of Medicine recommended that the SLEP program be extended to other public and private stockpiles.10That report also suggested using the information gained through SLEP to facilitate the use of properly stored recently expired drugs held outside SLEP.10These recommendations acknowledged the high cost of replacing expired stockpiles and the potential scarcity of the drugs during a severe pandemic as important reasons for seeking to extend the drugs’ expiration dates.10  

Incorporating States into SLEP
An FDA-led interagency workgroup that included the DoD, the CDC, and the VA determined that including state antiviral stockpiles in SLEP is not currently feasible.2 Reasons cited for the decision included programmatic, resource, quality, and legal considerations:

· Programmatic Issues—At the program level, a large increase in the number of SLEP participants could adversely affect program efficiency.2 To address efficiency concerns, the workgroup suggested that consolidating additional SLEP participants would facilitate the collection of samples and funding.2  

· Resource Issues—Expanding SLEP to state stockpiles would require significant additional funding at both the federal and state levels. The DMMPO and the FDA would require additional funding and personnel to accomplish SLEP administration and testing above participant fees collected.2 Like the current federal participants in SLEP, state and local governments would have to pay for initial and ongoing testing by SLEP.

· Quality Issues—State and local stockpiles would be required to have quality control programs in place that would address issues such as facility design, environmental conditions for stored materiel, maintenance, and security.2 State and local programs would also need the capacity to label and relabel shelf-life-extended products and to conduct recordkeeping, tracking, and monitoring activities on the stockpiled materiel.2 The workgroup also noted that the federal government would need to monitor state stockpile program compliance through regular inspections.2  

· Legal Issues—The current SLEP program is operated under the enforcement discretion of the FDA; the SLEP program is not expressly authorized in statute or regulation. As such, there will be concerns over potential liability for entities (e.g., state/local governments) participating in SLEP.2 Before SLEP could be extended to the states, an appropriate mechanism for incorporating states into SLEP would have to be determined1 and liability concerns evaluated and addressed.

Developing a SLEP-Like Program for States
In addition to evaluating the feasibility of including states in SLEP, the HHS has been analyzing the feasibility of creating a separate SLEP-like program for extending state stockpiles. The Biomedical Advanced Research and Development Authority (BARDA) within the HHS Office of the Assistant Secretary for Preparedness and Response (ASPR) has been evaluating the infrastructure necessary to support a new program for states and analyzing the comparative cost effectiveness of shelf-life testing to repurchasing for state inventories.12 Cost factors to be considered include laboratory testing, storage site inspection, state personnel, relabeling for extended products, destruction for products not extended, and transportation for products being tested or destroyed.12 The HHS, BARDA, and the states conducted a detailed analysis with state-specific data in 2011, but no results have been released as of March 2012.12  

How the Program Affects States
SLEP currently impacts states primarily through SNS deployments containing medicines that have received, or subsequently receive, shelf-life extensions. Shelf-life-extended products that have an expired label date or that have been relabeled may cause concern among healthcare providers and the public about the safety and efficacy of the extended items. Liability fears can arise among healthcare providers and others dispensing the shelf-life-extended items. Furthermore, complications can arise in determining what products are eligible for SLEP when SNS assets have been mixed with non-SNS assets in state, local, or regional stockpiles.

While extending expiration dates potentially saves money for states by reducing the frequency of replacing expired stockpiled medicines, if state stockpiles are eventually included in the federal SLEP or a similar program for states, states will also have to consider the logistical, personnel, and financial implications of participating in such an initiative.
Practice Notes 
· Identify the agency and office responsible for managing your state’s SNS and other medical stockpiles.

· Understand the systems your state has in place to deal with shelf-life-extended products, including storage, relabeling, and dispensing.

· Identify how your state’s laws and regulations may affect the dispensing of shelf-life-extended items and where your state laws may be preempted by federal laws.

· Identify how your state educates healthcare providers, pharmacists, and other persons dispensing shelf-life-extended products.

Sources and Notes
1. U.S. Army. Shelf Life Extension Program website. Accessed January 31, 2012.
2. Leissa B. Food and Drug Administration. “Shelf Life Extension Program” presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. Accessed January 31, 2012.
3. Courtney B et al. “Maximizing State and Local Medical Countermeasure Stockpile Investments Through the Shelf Life Extension Program.” Biosecurity and Bioterrorism. Vol. 7 No. 1. 2009.
4. Defense Medical Materiel Program Office. “Extending the Shelf Life of Critical Chemical, Biological, Nuclear, and Radiological (CBRN) Medical Materiel Using the FDA/DOD Shelf Life Extension Program.” January 24, 2006. Available at https://slep.dmsbfda.army.mil/slep/slep_info_paper_JAN_2006.doc. Accessed January 31, 2012.
5. U.S. Department of Defense. Defense Medical Materiel Program Office website and DMMPO SLEP webpage. Both accessed January 31, 2012.
6. See U.S. Pharmacopeia website: “The United States Pharmacopeial Convention (USP) is a scientific nonprofit organization that sets standards for the quality, purity, identity, and strength of medicines, food ingredients, and dietary supplements manufactured, distributed and consumed worldwide. USP’s drug standards are enforceable in the United States by the Food and Drug Administration...” Available at www.usp.org/aboutUSP/. Accessed January 31, 2012.
7. See FDA website “Drug Applications and Current Good Manufacturing Practice (CGMP) Regulations” which states that “The CGMP regulations for drugs contain minimum requirements for the methods, facilities, and controls used in manufacturing, processing, and packing of a drug product. The regulations make sure that a product is safe for use, and that it has the ingredients and strength it claims to have.” Available at www.fda.gov/Drugs/DevelopmentApprovalProcess/Manufacturing/ucm090016.htm. Accessed January 31, 2012. See also 21 CFR Part 210 (CGMP in Manufacturing, Processing, Packing, or Holding of Drugs) and 21 CFR Part 211 (CGMP for Finished Pharmaceuticals).
8. Borio L. Food and Drug Administration. July 25, 2011 Letter to William G. Burel, CDC et al regarding answers to questions raised during December 2010 Federal, State, and Local Public Health Preparedness meeting in Baltimore, MD. Available at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm234336.htm. Accessed January 31, 2012.
9. Hamburg M. Food and Drug Administration. June 22, 2010 Letter to Thomas R. Frieden, Centers for Disease Control and Prevention regarding disposition of certain antiviral drugs—Zanamivir and Oseltamivir Phosphate. Available at http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm216249.htm. Accessed March 9, 2012.
10. Committee on Implementation of Antiviral Medication Strategies for an Influenza Pandemic. Institute of Medicine. Antivirals for Pandemic Influenza: Guidance on Developing a Distribution and Dispensing Program. National Academies Press. 2008.
11. Homeland Security Council. National Strategy for Pandemic Influenza: Implementation Plan. May 2006.
12. Tegeris J. Dept, of Health and Human Services. “Cost Comparison: Shelf Life Extension Program (SLEP) vs. Repurchase for State Stockpiles.” Presentation at Federal, State, and Local Public Health Preparednessmeeting. Baltimore, Maryland. December 14-15, 2010. Available at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. Accessed January 31, 2012.
13. Lyon RC et al. Stability profiles of drug products extended beyond labeled expiration dates. J Pharm Sci 2006;95(7):1549-1560.
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Overview
With the anthrax and other terrorist attacks of 2001, the federal government determined that it would need new medical countermeasures, such as diagnostic tests, drugs, and vaccines, to respond to an attack using chemical, biological, radiological, or nuclear (CBRN) agents.1 The lack of a significant commercial market for CBRN countermeasures was identified as a reason for the dearth of such countermeasures.1 Since diseases and conditions caused by CBRN agents occur infrequently, the private sector did not have an economic incentive to invest the millions of dollars necessary to research and develop such measures.1 The Project BioShield Act of 20042 was enacted to accelerate the research, development, purchase, and availability of effective medical products against CBRN agents.3 Project BioShield provided the government with the authority and funding to develop, acquire, stockpile, and distribute the medical products needed to protect the United States against weapons of mass destruction.3  

Note: As of March 2012, Congress is in the process of reauthorizing the Pandemic and All-Hazards Preparedness Act (PAHPA), which may impact some provisions of the Project BioShield Act. Please see ASTHO EUA Current Issues Winter 2012 for more information about reauthorization and its potential impact on EUAs and related issues. 

What the Law Does
The Project BioShield Act authorizes expedited procurement, streamlined personnel appointments, expedited peer review, biomedical countermeasures procurement, emergency use of medical countermeasures, and other biodefense activities.
Liability Protections
The Project BioShield Act does not contain any explicit immunity or other liability protections. The absence of such protections in the act was an ongoing concern for potential developers of CBRN countermeasures. To address these and other concerns, the Public Readiness and Emergency Preparedness (PREP) Act was enacted to, among other things, provide liability protections to persons and entities involved in the development, sale, distribution, and administration of countermeasures.4 (See ASTHO Fact Sheet on the PREP Act.)

How the Law Works
The act has three primary provisions: (1) expedited procurement and grant making; (2) guaranteed government purchasing of countermeasures; and (3) authority to temporarily use medical countermeasures under Emergency Use Authorization (EUA) authority. The act vests authority and implementation with the Secretary of the Department of Health and Human Services (HHS) and agencies within HHS. Congress created the Biomedical Advanced Research and Development Authority (BARDA) in the HHS Office of the Assistant Secretary for Preparedness and Response (ASPR)5 through the Pandemic and All-Hazards Preparedness Act6 to create an infrastructure to manage Project BioShield’s countermeasures development and purchasing.1 The FDA is responsible for issuing EUAs. The Project BioShield Act requires the HHS to issue annual reports about its use of the authorities granted under it.1,7 The HHS has contracted for anthrax vaccine and treatment, botulinum antitoxin, pediatric potassium iodide, treatments for internal radioactive particle contamination, and a new smallpox vaccine.1,7 Countermeasures against anthrax, viral hemorrhagic fevers, and radiation are planned.1  

Expedited Procurement
The act streamlines Federal Acquisition Regulation (FAR) rules for the HHS in procuring property or services used in CBRN countermeasure development.1Expedited FAR procedures decrease the amount of paperwork required for CBRN expenditures, increase the maximum dollar amount for contracts awarded under simplified acquisition rules from $100,000 to $25 million, and allow for noncompetitive purchasing under FAR.1 The act also authorizes the HHS secretary to use an expedited process for awards up to $1.5 million for grants, contracts, and cooperative agreements related to CBRN countermeasure research and development if an urgent need exists for an expedited award.1 The expedited award process replaces the normal peer review process associated with research awards.1 

Guaranteed Government Purchasing
The Project BioShield Act was intended to guarantee that the government will buy new, successful CBRN countermeasures for the Strategic National Stockpile (SNS). The act allows the HHS secretary, with the concurrence of the secretary of Homeland Security and upon the approval of the president, to promise to buy a product up to eight years before it is reasonably expected to be delivered.1The Project BioShield Act allows the HHS to purchase unapproved and unlicensed countermeasures upon a determination that sufficient satisfactory clinical experience or research data exists to reasonably conclude that the proposed countermeasure will qualify for FDA approval within eight years.1 The Pandemic and All-Hazards Preparedness Act amended the Project BioShield Act to give countermeasure developers milestone-based payments of up to half of the total award before the final product is delivered.1  

Emergency Use Authorization
The Project BioShield Act also amended §564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) to create Emergency Use Authorization (EUA) authority. This authority allows for the temporary use of an unapproved medical product (drugs, biologics [e.g., vaccines], and devices [e.g., diagnostics]) or an unapproved use of an approved medical product during certain types of emergencies. FDA may issue an EUA for specific countermeasures if statutory and other criteria regarding emergency conditions are satisfied. (See ASTHO Fact Sheet on EUA Authority for more information about the EUA.)

How the Law Affects States
The Project BioShield Act primarily affects states through the act’s EUA provisions allowing the FDA to temporarily authorize the use of unapproved medical products, or the unapproved use of FDA-approved medical products, in an emergency.
Sources
1. Gottron F. Congressional Research Service. Project BioShield: Purposes and Authorities (RS21507). July 6, 2009. Available at www.hsdl.org/?view&did=15074. Accessed January 31, 2012.

2. Project BioShield Act of 2004. Pub. L. No. 108-276.

3. U.S. Food and Drug Administration and the U.S. Centers for Disease Control and Prevention. “Emergency Use Authorization” online course. Available at www.bt.cdc.gov/training/eua/index.html. Accessed January 31, 2012.

4. Public Readiness and Emergency Preparedness Response Act of 2005. Pub. L. No. 109-148.

5. U.S. Department of Health and Human Services, Office of the Assistant Secretary of Preparedness and Response. “Public Health Emergency” webpage. Available at www.phe.gov/Preparedness/pages/default.aspx. Accessed January 31, 2012.

6. Pandemic and All-Hazards Preparedness Act. Pub. L. No. 109-417.

7. See U.S. Department of Health and Human Services. “Medical Countermeasures” webpage at www.phe.gov/preparedness/mcm/pages/default.aspx and “Medical Countermeasures.gov” website at www.medicalcountermeasures.gov. Both accessed January 31, 2012.

8. U.S. Government Accountability Office. Project BioShield: HHS Can Improve Agency Internal Controls for Its New Contracting Authorities(GAO-09-820). July 21, 2009. Available at www.gao.gov/new.items/d09820.pdf. Accessed January 31, 2012.

9. U.S. Government Accountability Office. Project BioShield Act: HHS Has Supported Development, Procurement, and Emergency Use of Medical Countermeasures to Address Health Threats (GAO-09-878R). July 24, 2009. Available at www.gao.gov/new.items/d09878r.pdf. Accessed January 31, 2012.
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Overview
The Public Readiness and Emergency Preparedness Act of 2005 (PREP Act)1authorizes the secretary of the Department of Health and Human Services (HHS) to issue a declaration that provides immunity from tort liability for claims of loss caused by countermeasures (e.g., vaccines, drugs, products) against diseases or other threats of public health emergencies. The PREP Act added new authorities under the Public Health Service Act to address concerns about potential liability associated with the development and administration of countermeasures. 

What the Law Does
Liability Protection
The PREP Act confers immunity from liability on specified persons for certain activities related to covered countermeasures:
· Persons Covered—The PREP Act covers individual persons and entities. Covered persons may, at the secretary’s discretion, include manufacturers, distributors, program planners (i.e., individuals and entities involved in planning and administering programs for the distribution of countermeasures), and qualified persons who prescribe, administer, or dispense countermeasures (i.e., healthcare and other providers). The U.S. officials, agents, and employees of any of these entities or persons are also covered persons.

· Activities Covered—Immunity applies to the development, manufacture, testing, distribution, administration, and use of countermeasures.

· Countermeasures Covered—Countermeasures can include vaccines, drugs, or medical devices to be used against chemical, biological, radiological, and nuclear (CBRN) agents of terrorism, epidemics, and pandemics.

· Claims Covered—The act provides immunity from tort liability except for willful misconduct. PREP Act immunity covers death and physical, mental, or emotional injury, illness, or disability, and the fear of these conditions. Liability protections also extend to claims made for medical monitoring as well as loss or damage to property, including business interruption. Claims that have a causal relationship to the development, distribution, administration, or use of the covered countermeasure are potentially included within the scope of PREP Act liability protections.2  

Compensation Fund
The PREP Act authorizes an emergency fund in the U.S. Treasury to provide compensation for injuries directly caused by administration or use of a countermeasure covered by the secretary’s declaration. The Countermeasures Injury Compensation Program (CICP) is administered by the Health Resources and Services Administration (HRSA).

What the Law Does Not Do
A PREP Act declaration by the HHS secretary only provides immunity from liability for the persons, activities, and countermeasures specified in the declaration; it does not automatically protect everyone involved in any kind of medical response to an emergency. The act’s liability protections do not apply where the liability arose from willful misconduct. It also does not protect individuals who violate a person’s civil rights or who violate the Americans with Disabilities Act, among other exceptions stated in the act. The PREP Act does not confer any other immunities or liability protections. A PREP Act declaration is different from, and independent of, other federal emergency declarations. A separate public health emergency determination under Public Health Service Act Section 319 or another statute is not required to enable the PREP Act or for its immunities to take effect.2  

How the Law Works
Before issuing a PREP Act declaration, the secretary must determine that a disease, condition, or threat to health constitutes a public health emergency or a credible risk of a future public health emergency and find that the development of a countermeasure is desirable. The secretary then issues a PREP Act declaration that specifies, among other things3:

· The countermeasures covered by the declaration.

· The category of diseases, health conditions, or health threats determined by the secretary to constitute a present or credible risk of a future public health emergency for which administration and use of the countermeasures is recommended.

· The effective time period of the declaration.

· The population of individuals receiving the countermeasure.

· Limitations, if any, on the geographic area for which immunity is in effect.

· Limitations, if any, on the means of distribution of the countermeasure.

· Any additional persons identified by the secretary as qualified to prescribe, dispense, or administer the countermeasures.

PREP Act Declarations
As of December 2011, there have been seven PREP Act declarations since the act’s passage, some which have been amended multiple times.4 The declarations have covered H5N1 and H1N1 pandemic influenza vaccine and antivirals and countermeasures for the following diseases: anthrax, botulism, pandemic influenza, smallpox, and acute radiation syndrome. A declaration for influenza antiviral Peramivir has expired; all others remain in effect.4  

Compensation Fund
An interim final rule (IFR) governing the submission and review of claims to the CICP were issued by HRSA in October 2010. The IFR allows the CICP to begin evaluating request for benefits filed by individuals who sustained serious physical injuries as a direct result of the administration or use of covered countermeasures identified by the HHS secretary in declarations issued under the PREP Act.5 Claims must be filed within one year of administration or use of a covered countermeasure. Eligible countermeasures include certain influenza vaccines, antivirals, respiratory protection and support devices, and anything to identify, prevent, or treat smallpox, anthrax, botulinum toxin, and acute radiation syndrome.5 (Claims for injuries from seasonal influenza vaccine are administered through the National Vaccine Injury Compensation Program.)

How the Law Affects States
The PREP Act has a direct impact on states because it provides a source of liability protection for governmental and private sector persons developing and administering approved countermeasures during a public health emergency. During the H1N1 outbreak, PREP Act declarations were issued for H1N1 vaccines, antivirals, and personal protective equipment. PREP Act declarations may also provide protections related to products authorized for use under an Emergency Use Authorization (EUA) under the Federal Food, Drug, and Cosmetic Act, which allow for the use of an unapproved medical product (drugs, biologics [e.g., vaccines], and devices [e.g., diagnostics]), or an unapproved use of an approved medical product, during a declared emergency.

Practice Notes
· Questions and concerns about potential liabilities for agency staff, providers, and volunteers will arise in every public health emergency event. Plan on frequently discussing liability and immunity concerns with each new event.

· Before an event, educate state and local public health agency staff, private clinicians, and other potential volunteers about the scope of liability protections provided by the PREP Act and any other federal and state liability protections that may apply to those persons.

· Develop educational materials that describe and differentiate the various liability protections available to staff, medical providers, and other volunteers under state and federal law.

· During an event, carefully review the PREP Act declaration, if one is issued, to understand the scope of coverage. Brief staff, clinicians, and volunteers about their potential liabilities and immunities under the current PREP Act declaration(s).

Sources
1. Public Readiness and Emergency Preparedness Act of 2005. Pub. L. No. 109-148. Codified in the Public Health Service Act at 42 U.S.C. §§ 247d-6d, 247d-6e.
2. Department of Health and Human Services. “Public Readiness and Emergency Preparedness Act Questions and Answers” webpage. Available at www.phe.gov/Preparedness/legal/prepact/Pages/prepqa.aspx. Accessed January 31, 2012.
3. Centers for Disease Control and Prevention, Public Health Law Program. “Selected Federal Legal Authorities Pertinent to Public Health Emergencies”. September 2009. Available at http://www2.cdc.gov/phlp/docs/Selected%20Fed%20Legal%20Authorities%20re%20PH%20Emergencies%20102709%20v2.pdf. Accessed January 31, 2012.
4. Department of Health and Human Services. “Public Readiness and Emergency Preparedness Act” webpage. Available at www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx. Accessed January 31, 2012.
5. Health Resources and Services Administration. “Countermeasures Injury Compensation Program” webpage. Available at www.hrsa.gov/gethealthcare/conditions/countermeasurescomp/index.html. Accessed January 31, 2012.
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Overview
The Public Health Service Act authorizes the secretary of Health and Human Services, in coordination with the secretary of Homeland Security, to maintain a stockpile of drugs, vaccines, and other medical products and supplies, known as the Strategic National Stockpile (SNS), to provide for the emergency health security of the United States and its territories.1,2 

The current SNS program has its origin in the National Pharmaceutical Stockpile (NPS), which Congress required the Department of Health and Human Services (HHS) and the Centers for Disease Control and Prevention (CDC) to create in 1999.3 The mission of the NPS was to assemble large quantities of essential medical supplies to provide to states and communities during an emergency within 12 hours of a federal decision to deploy the stockpile.3,4 In 2003, the NPS was renamed the SNS.3,4 

Note: As of March 2012, Congress is in the process of reauthorizing the Pandemic and All-Hazards Preparedness Act (PAHPA), which reauthorization may impact a number of laws and programs described below. Please see ASTHO EUA Current Issues Winter 2012 for more information about reauthorization and its potential impact on EUAs and related issues. 
 
What the SNS Program Does
The SNS program is designed to supplement and resupply state and local inventories of medicines and supplies during emergencies severe enough to exhaust local supplies.3 Decisions about what medicines and materiel should be included in the SNS are made by the HHS Assistant Secretary of Preparedness and Response (ASPR), the HHS, the Department of Homeland Security (DHS), and the CDC, in consultation with state and local public health officials and private sector organizations and entities. In determining and reviewing the composition of SNS assets, the HHS and the CDC look at multiple factors, including the medical vulnerability of the U.S. population (and of at-risk populations such as children and other vulnerable populations), current biological/chemical threats, the availability of medicines and medical supplies, and the ease of disseminating specific medicines.4 

Portions of the stockpile have been and can be deployed for events such as anthrax attacks, foodborne hepatitis A, and encephalitis.5 In response to the 2009 H1N1 influenza pandemic, drugs, vaccines, and medical supplies were deployed from the stockpile.4 During the H1N1 response, antivirals from the SNS were released in the largest quantities ever deployed from the SNS and in an accelerated timeframe.4 
 
How the SNS Program Works
Deployment of the SNS
State governors or their designees request deployment of SNS assets when there has been an overt terrorist event that will harm the public’s health or where epidemiological, laboratory, or other surveillance systems have identified unusual patterns of disease or deaths that may indicate a terrorist event or other national emergency.3 Federal personnel work in conjunction with state and local officials to determine if and what components of the SNS are needed.3Ultimately, however, the federal government is responsible for making the decision to deploy all or portions of the SNS.3 The SNS is not considered a first response tool, but rather as a support mechanism to state and local response efforts. 

Items in the SNS can be deployed by the secretary of Homeland Security to respond to an actual or potential emergency or by the HHS secretary to respond to an actual or potential public health emergency or other situation in which deployment is necessary to protect public health and safety. The declaration of a federal or state public health emergency is not required to deploy the stockpile, and its contents can be deployed in advance of a public health emergency. 

SNS caches are strategically located in secured warehouses across the United States to ensure the timely deployment of materiel to any location in the country by land or air.3 Initial deployments from the SNS are 12-hour “Push Packages,” which are caches of medicines and medical supplies that can address a range of needs arising from what may be an ill-defined threat in the early hours of an emergency event.3 The CDC Division of SNS (DSNS) also simultaneously deploys its Stockpile Service Advance Group to coordinate with state and local officials in the receipt and distribution of SNS assets. CDC transfers authority for the SNS assets to state and local officials once the materiel has arrived at its receiving/storage site.3 State and local officials are responsible for unpacking the SNS assets for distribution to various warehouses or dispensing sites identified by state and local officials.3 

If an event requires specific or additional medicines and supplies, a deployment from managed inventory (MI) supplies is delivered within 24-36 hours.3Medicines and supplies in an MI-deployed stockpile can be modified depending on the nature of the emergency and the suspected or confirmed agent.3 Where the agent is well defined, the SNS would be immediately deployed from MI with medicines and supplies appropriate for that agent.3 

The SNS may also include medicines that have been authorized under the FDA’s Emergency Use Authorization (EUA) authority, which allows for the use of unapproved medical products (drugs, biologics [e.g., vaccines], and devices [e.g., diagnostics]) or the use of approved medical products in unapproved ways to diagnose, treat, or prevent diseases or conditions caused by chemical, biological, radiological, or nuclear (CBRN) agents if criteria in the Federal Food, Drug, and Cosmetics Act are met. Medicines authorized by an EUA must be distributed and dispensed according to conditions imposed as a part of its authorization by the FDA. Conditions can include the dissemination of information (e.g., fact sheets) to healthcare providers, authorized dispensers, patients, and other consumers regarding the EUA, the product’s significant known and potential benefits and risks, and the extent to which such benefits and risks are unknown. 

State and Local Receipt and Distribution of SNS Assets
Each state has established plans to receive and distribute SNS assets to their local jurisdictions as soon as possible after receipt of the deployment.3 SNS assets are delivered to one predesignated location in the state; once authorized state personnel sign for receipt of the SNS assets, the materiel becomes the responsibility of the state. States are required to store the assets under appropriate environmental conditions and properly secure the assets, especially products that are on the U.S. Drug Enforcement Agency’s schedule of controlled substances. 

State personnel are then responsible for unpacking the shipment and distributing the materiel within the state for further distribution by state and/or local officials, depending on the state’s SNS plan. SNS assets now generally come ready to dispense to individuals (“unit of use”) without further repacking required. Medicines and supplies are distributed and ultimately dispensed to according state and local SNS plans. 

Storage, Replenishment, and Destruction of SNS Assets
The CDC DSNS is responsible for ensuring that the medicines in the SNS are routinely checked and rotated to keep within shelf-life potency limits.3 For 12-hour Push Packages, quarterly quality assurance and quality control checks are conducted, as well as annual 100 percent inventory of all Push Package items and inspections of security, overall package maintenance, and environmental conditions.3 The SNS is part of the federal Shelf Life Extension Program (SLEP) administered by the Department of Defense and the Food and Drug Administration. SLEP tests eligible medicines from the SNS to determine if, and for how long, the expiration date on the qualifying products can be extended. Extending the shelf life of SNS assets may be a cost-effective alternative to replacing large quantities of medicines that have expired. (See ASTHO Fact Sheet on SLEP.) Items that are not extended or returned to the manufacturer for product rotation are destroyed. 

State and Other Stockpiles
In addition to the SNS, most states have their own stockpiles of medicines and supplies that were purchased either with partial federal funding or with state funds. State-maintained stockpiles are not currently eligible for participation in SLEP. The Cities Readiness Initiative (CRI) was created in 2004 to focus on emergency preparedness in the largest cities and metropolitan areas in the United States, where more than 50 percent of the nation’s population resides. The CRI has enabled public health departments in states and large metropolitan areas to develop plans to respond to large-scale bioterrorist events by dispensing antibiotics to the entire population of a specified metropolitan area within 48 hours.3 
 
How the SNS Program Affects States
All states are directly affected by the SNS program. All states have SNS programs and have received one or more deployments from the SNS. State and local health departments receive ongoing training about and regularly exercise SNS deployments.
Practice Notes
· Identify the agency and offices(s) responsible for managing your state’s SNS program and other medical stockpiles.
· Understand the procedures, protocols, and legal requirements for receiving and managing an SNS deployment.
· Understand your state’s plan for distributing and dispensing medicines and supplies from the SNS, CRI, and state stockpiles.

Sources
1. The Strategic National Stockpile is authorized by Public Health Service Act §319F-2; 42 U.S.C. § 247d-6b.
2. CDC, Public Health Law Program. “Frequently Asked Questions About Federal Public Health Emergency Law.” September 2009. Available at http://www2a.cdc.gov/phlp/docs/FAQs%20Fed%20PHE%20laws%20101409.pdf. Accessed January 31, 2012.
3. CDC. “Strategic National Stockpile (SNS)” webpage. Available at www.cdc.gov/phpr/stockpile/stockpile.htm. Accessed January 31, 2012.
4. ASTHO. The Strategic National Stockpile: From Concept to Achievement. August 2010. Available at http://www.astho.org/Programs/Preparedness/Strategic-National-Stockpile/The-Strategic-National-Stockpile--From-Concept-to-Achievement/. Accessed January 31, 2012.
5. Institute of Medicine (US). Forum on Medical and Public Health Preparedness for Catastrophic Events. Medical Countermeasures Dispensing: Emergency Use Authorization and the Postal Model. Washington, DC. National Academies Press. 2010. Available at www.ncbi.nlm.nih.gov/books/NBK53126/pdf/TOC.pdf. Accessed January 31, 2012.
6. FDA. “Emergency Use Authorizations Questions and Answers” webpage. At www.fda.gov/NewsEvents/PublicHealthFocus/ucm153297.htm. Accessed January 31, 2012.
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[bookmark: State_Pharma_SAG]State Analysis Guide
State Pharmaceutical Laws and Dispensing Authorities


This State Analysis Guide is intended to assist state health agency staff and legal counsel in locating and analyzing their state’s laws, rules, policies, and implementation plans governing the storage, distribution, dispensing, and administration of pharmaceuticals and other regulated medical products in the context of emergency preparedness and response activities. Although the Federal Food, Drug, and Cosmetic Act (FD&C Act) establishes the minimum regulation of medical products (e.g., drugs, devices, biologics), state laws may add more stringent requirements and generally govern the licensing of persons who distribute, compound, dispense, and administer medical products.

Space is provided on the document to insert references or summaries of appropriate state and/or local authorities. Because each state’s law is unique, this guide may not identify all issues that arise in the course of analyzing a state’s law. In all instances the language and requirements of specific state/local laws, regulations, ordinances, rules, policies, guidances, case law, and other sources of legal authority overrule this general analysis guide. This resource is for informational purposes only and is not intended as a substitute for professional legal or other advice.

	Issues for Analysis
	State/Local Information

	Storage of Medical Products

	Identify state legal authorities governing the storage of medical products (e.g., drugs, devices, biologics).
	

	
	How is the term “storage” defined?
	

	Identify if and how the legal requirements for storage differ depending on the type of medical product.
	

	Identify if and how the legal authorities apply to caches and stockpiles of medical products.
	

	
	Are the legal requirements any different for government caches and stockpiles or private caches and stockpiles?
	

	
	Are there different requirements if the government caches and stockpiles are stored/managed in a government-owned or -controlled facility? In a privately owned or controlled facility?
	

	Are there any state immunities or other liability protections available to those storing medical products? If so, identify the protected parties, protected actions, and any limits on the protections.
	

	Identify if and how the legal requirements change when there is an emergency declaration.
	

	Identify if any state legal authorities governing storage of medical products conflict with any federal legal requirements.
	

	
	
	

	Labeling and Packaging of Medical Products

	Identify state legal authorities governing the labeling/relabeling or packaging/repackaging of medical products.
	

	
	How are the terms “labeling/relabeling” and “packaging/repackaging” defined?
	

	Identify if and how the state legal authorities differ for governments and other actors (e.g., private organizations).
	

	Are there any state immunities or other liability protections available to those labeling or packaging medical products? If so, identify the protected parties, protected actions, and any limits on the protections.
	

	Identify if and how the legal requirements change when there is an emergency declaration.
	

	Identify if any state legal authorities governing the labeling/relabeling or packaging/repackaging of medical products conflict with any federal legal requirements.
	

	
	
	

	Distribution of Medical Products

	Identify state legal authorities governing the distribution of medical products.
	

	
	How is the term “distribution” defined?
	

	Identify if state legal authorities specify or limit the types of persons or professions that can undertake distribution activities (e.g., breaking down pallet shipments of medical products, packing shipments for dispensing, transporting shipments to dispensing sites).
	

	Identify if and how the legal authorities apply to the distribution of medical products from government caches or stockpiles.
	

	Are there any state immunities or other liability protections available to those distributing medical products? If so, identify the protected parties, protected actions, and any limits on the protections.
	

	Identify if and how the legal requirements change when there is an emergency declaration.
	

	Identify if any state legal authorities governing the distribution of medical products conflict with any federal legal requirements.
	

	
	

	Compounding and Dispensing of Medical Products

	Identify state legal authorities governing the compounding and dispensing of medical products.
	

	
	How are the terms “compounding” and “dispensing” defined?
	

	Identify the types of persons/professions permitted to compound or dispense medical products and the types of medical products each is allowed to compound or dispense.
	

	Identify if state legal authorities specify or limit the types of persons or professions that can undertake compounding or dispensing activities (e.g., cannot compound but can dispense, can only dispense certain types of medical products).
	

	Are there any state immunities or other liability protections available to those compounding or dispensing medical products? If so, identify the protected parties, protected actions, and any limits on the protections.
	

	Do the persons/professions authorized to compound/dispense medical products, the types of medical products they are authorized to compound/dispense, or the conditions under which they are authorized to compound/dispense change when there is an emergency declaration? If so, identify the changes.
	

	Identify if any state legal authorities governing the compounding or dispensing of medical products conflict with any federal legal requirements.
	

	

	

	Administration of Medical Products

	Identify state legal authorities governing the administration of medical products.
	

	
	How is the term “administration” defined?
	

	Identify the types of persons/professions permitted to administer medical products and the types of medical products each is allowed to administer.
	

	Identify if state legal authorities specify or limit the types of persons or professions that can administer medical products (e.g., only administer to adults, only give pills, but not vaccinate). 
	

	Identify if and how the state legal authorities apply to administering medical products from government caches/stockpiles.
	

	Identify if and how state legal authorities apply to administration of medical products at government-controlled open points of dispensing (PODs?) Government-controlled closed PODs? Privately controlled PODs?
	

	Do the persons/professions authorized to administer medical products, the types of medical products they are authorized to administer, or the conditions in which they can administer them change when there is an emergency declaration? If so, identify the changes.
	

	Are there any state immunities or other liability protections available to those administering medical products? If so, identify the protected parties, protected actions, and any limits on the protections.
	

	Are there any state legal authorities governing informed consent requirements? If so, what are they?
	

	Are there any state legal authorities requiring that certain information or literature be given to patients/recipients before or after the administration of a medical product? If so, is the required content specified?
	

	Are there any state legal authorities requiring the reporting of adverse events from the administration of a medical product to state or federal agencies? If so, identify the information to be reported, the person required to make the report, and the agency(ies) to report to.
	

	Identify if any state legal authorities governing the administration of medical products conflict with any federal legal requirements.
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[bookmark: Winter2012_CIU]Current Issues and Updates
Winter 2012
Current Issues and Updates provides periodic updates on new and evolving issues related to the topics covered in the ASTHO Emergency Use Authorization Toolkit.  (Download a printable PDF.)
Pandemic and All-Hazards Preparedness Act Reauthorization
Congress is continuing the process of reauthorizing the Pandemic and All-Hazards Preparedness Act (PAHPA), which was scheduled for reauthorization in 2011. As of March 2012, both the House and Senate have passed their own versions of the reauthorizing legislation, including provisions relevant to emergency use of medical products. While there are many similarities between the two bills, Congress is likely to convene a conference committee to reconcile the differences. Once passed, the programs and authorities in PAHPA will be reauthorized for another five years.
What PAHPA Currently Addresses
PAHPA was first enacted in 2006 to improve the nation’s public health and medical preparedness and response capabilities for natural and manmade disasters. Specifically, PAHPA amended the Public Health Service Act to address the organization of public health emergency preparedness and response activities and authorized new programs and initiatives concerning medical surge capacity, the development of countermeasures to biological threats, and the capacity of states and localities to prepare for and respond to public health emergencies.
PAHPA impacts the states through the organizational structures and programs it established within the Department of Health and Human Services (HHS). Many of the offices and programs within the HHS that state public health preparedness programs interact with on a daily basis were developed or refined through PAHPA, including:
· The Office of the Assistant Secretary for Preparedness and Response.

· Grant programs such as the Public Health Emergency Preparedness Program, Hospital Preparedness Program, and Healthcare Facility Partnership Program.

· Guidance regarding at-risk populations.

· Registration of volunteer health professionals into databases that comply with the HHS ESAR-VHP system (Emergency System for Advance Registration of Volunteer Health Professionals).

· PAHPA also established the Biomedical Advanced Research and Development Authority (BARDA) within the HHS to foster the rapid development of drugs and vaccines (countermeasures) against highly infectious pathogens. The act established the Biodefense Medical Countermeasure Development Fund to pay for development contracts with the makers of the countermeasures.
What PAHPA Reauthorization Addresses
The House passed the “Pandemic and All-Hazards Preparedness Reauthorization Act of 2011” (HR 2405) on December 11, 2011. The Senate passed its version of the legislation, S 1855, on March 7, 2012. The text of HR 2405 and S 1855 are available through the Library of Congress’s Thomas website at www.thomas.gov.
Overall, the House and Senate versions have similar provisions and funding levels, but the Senate version adds a number of provisions that are not in the House version. Both bills do not significantly rework existing programs authorized by the 2006 PAHPA; rather, the reauthorization bills increase responsibilities for HHS, clarify legal authorities and requirements, and reauthorize and fund key public health preparedness programs. The following list highlights some of the key provisions of the reauthorization bills relevant to public health but is not a comprehensive analysis. Please refer to the actual text of the reauthorization bills.
· Reauthorizes key public health preparedness programs—Both the House and Senate bills reauthorize the Public Health Preparedness Cooperative Agreement Program, the Hospital Preparedness Program, influenza pandemic vaccine tracking and distribution program, ESAR-VHP, the Medical Reserve Corps, and the Strategic National Stockpile.

· Funds public health preparedness and medical countermeasures activities—Both bills contain the same funding levels; however, the Senate version provides $522 million per year from FY 2012 to FY 2016 for the Strategic National Stockpile.

· Provides increased flexibility and authority for emergency use of medical products—Both versions of the bill provider greater flexibility for the HHS and the FDA to approve the use of medical products in emergencies but differ in some of their specific provisions. One or both of the bills address key emergency use issues including but not limited to: permitting the FDA to waive or limit Current Good Manufacturing Practice (CGMP) requirements for emergency use of a medical product, extending the expiration dates of stockpiled medical products (e.g., drugs) without issuing an Emergency Use Authorization (EUA), authorizing the mass dispensing of medical products without individual prescriptions for FDA-approved products, and authorizing the FDA to issue EUAs before an emergency is declared.

More information about EUAs and PAHPA is available in the ASTHO Emergency Use Authorization and Emergency Authority and Immunity Toolkits.

Information about ongoing EUA activities and policies at the FDA is available on the agency’s Emergency Preparedness and Response website at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm182568.htm.

Information about ongoing PAHPA implementation at the HHS is available on the Office of the Assistant Secretary for Preparedness and Response website at www.phe.gov.
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[bookmark: Fall2011_CIU]Current Issues and Updates 
Fall 2011

Current Issues and Updates provides periodic updates on new and evolving issues related to the topics covered in the ASTHO Emergency Use Authorization Toolkit.  (Download a printable PDF.)
 
Emergency Use Authorization
Doxycycline Mass Dispensing EUA
The FDA issued an EUA for oral formulations of doxycycline for post-exposure prophylaxis (PEP) of inhalational anthrax in July 2011.1 The FDA reported that the doxycycline EUA was not issued in “response to a current immediate threat or increased risk of exposure to Bacillus anthracis (B. anthracis), the agent that causes anthrax.”2 The EUA permits stakeholders such as state and local health agencies to “dispense oral formulations of doxycycline in circumstances when they reasonably believe that there is a need for mass dispensing because their constituents have been, are suspected to have been, or are imminently likely to be exposed to B. anthracis spores.”2 

The FDA issued the doxycycline EUA in response to a request by the CDC to facilitate the nation’s preparedness and response efforts.1 This EUA supports pre-event planning and preparedness activities (e.g., stockpiling of oral formulations of doxycycline) by state and local health agencies.2 Should an actual anthrax emergency arise, this EUA also enables public health officials and other responders to rapidly initiate treatment without delay through various distribution and dispensing mechanisms, such as open and closed points of distribution.2 

In issuing the EUA, the FDA stated that an EUA was needed because “such preparedness and response activities may include elements that could otherwise violate provisions of the FD&C Act [Federal Food, Drug, and Cosmetic Act] under FDA’s legal interpretations.”2 While doxycycline is “FDA-approved for PEP for inhalational anthrax, certain aspects of emergency distribution, dispensing, and use of oral formulations of doxycycline products are not approved by FDA (i.e., not covered by their FDA-approved applications).”2 Thus, this EUA allows the covered doxycycline products “to be legally distributed, stockpiled, and dispensed for the unapproved uses for which they are being authorized.”2 For example, during an anthrax emergency, “doxycycline may be dispensed without individual patient prescriptions, which would not be consistent with FDA’s legal interpretations of the FD&C Act.”2 

The FDA noted that “this EUA differs from previously issued EUAs because it is intended to facilitate pre-event planning and preparedness activities for an anthrax emergency, as well as response efforts should an actual anthrax emergency occur.”2 This EUA also allows for “flexibility in developing some of the information materials for health care professionals and for recipients by providing a minimum set of elements that must be provided to them; previous EUAs required that specific fact sheets be used.”2 

The text of the EUA for doxycycline mass dispensing, fact sheets for healthcare practitioners and consumers, and other supporting materials are available at www.fda.gov/emergencypreparedness/counterterrorism/ucm182568.htm. 

 
EUA Sources
1. Hamburg M. FDA. Letter to Thomas Frieden, CDC, authorizing doxycycline mass dispensing EUA. July 21, 2011.
2. FDA. “Interim Questions and Answers: Emergency Use Authorization for Oral Formulations of Doxycycline for Post-Exposure Prophylaxis of Inhalational Anthrax.” Available at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm269226.htm. Accessed March 9, 2012.
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[bookmark: Summer2011_CIU]Evolving Policy Issues
Summer 2011

The public health response to the 2009 H1N1 influenza pandemic made clear a number of challenges, gaps, and barriers associated with the increased use of Emergency Use Authorizations (EUA) during the response. The HHS, FDA, and CDC have been actively working with state and local public health agencies to understand and address the issues identified. This document highlights some of the evolving legal and policy issues related to EUAs and medical countermeasures generally.1  (Download a printable PDF.)
 
Emergency Use Authorizations
Circumstances for Issuing an EUA and State/Local Planning

States have consistently raised concerns about the need for advanced or earlier information about what countermeasures will be subject to an EUA and the requirements for states in storing, distributing, and dispensing these products. While acknowledging that the EUA process is still a relatively new one for all parties, states are seeking earlier information from which they can better prepare for operating under an EUA. Since final EUA conditions are established when the EUA is issued, public health officials will not know all of the expected requirements of a particular authorization in advance of an emergency. As a result, state and local officials will have to comply with EUA conditions for which they might not be able to effectively plan. 

It is not possible to anticipate all the possible EUAs that might arise because the decision to issue an EUA is event-specific. In addition to issuing EUAs (e.g., during the H1N1 pandemic; for mass dispensing of doxycycline), the FDA has been working with other federal agencies to develop “pre-EUAs” to minimize delays in issuing EUAs during an emergency. While the law does not allow the FDA to preauthorize an EUA before the determination and declaration of an emergency, the process of submitting an EUA request can begin before the actual emergency occurs. A pre-EUA request can be submitted to the FDA based on likely situations such as potential anthrax attacks or smallpox outbreaks. Planners speculate about what the emergency might be and the products that could be used in those situations. A pre-EUA allows the FDA to begin work on fact sheets and other documentation. If an emergency is declared and the EUA is formally requested, the FDA can conduct a final review of the pre-EUA materials and make any substantive changes as needed. 

Stockpile Issues
Storing SNS Assets

Ongoing questions have arisen about who is responsible at the state and local levels for storing unused Strategic National Stockpile (SNS) countermeasures before, during, and after an event. Especially of concern has been the costs for storage and if these will be paid for or reimbursed by the federal government. State and local public health authorities are responsible for the costs associated with items that have been distributed from SNS stockpiles. The FDA requires that all medical countermeasures such as antivirals—including those received from the SNS—must be stored according to Current Good Manufacturing Practices (CGMPs), including labeled storage conditions. In certain circumstances, such as some of the antiviral medications covered under the H1N1 EUAs, CGMP and labeled storage condition requirements were waived based on FDA’s knowledge about product stability for specified durations of time (e.g., two weeks) to facilitate movement of product. 

Impact of State Pharmacy Laws on Stored SNS Assets
For SNS assets stored in the states, states have questioned whether states’ pharmacy laws for conditions of storage, monitoring, and accounting for pharmaceuticals apply to these countermeasures. The FDA has stated that state restrictions that directly conflict with what is permitted in the EUA are preempted by federal law. States should review their applicable pharmacy laws to determine where state law may or may not conflict with federal requirements. 

Shelf Life Extension Program
Developing a SLEP-Like Program for States
State-maintained stockpiles are not currently eligible for participation in the federal Shelf Life Extension Program (SLEP). As required by the May 2006 National Strategy for Pandemic Influenza: Implementation Plan, a work group of federal agencies and the states conducted preliminary assessments of including state stockpiles in the federal SLEP program; however, the group determined that it is not currently feasible to add states to SLEP. In addition to the 2006 evaluation, the HHS has been analyzing the feasibility of creating a separate SLEP-like program for extending state stockpiles. The Biomedical Advanced Research and Development Authority (BARDA) within the HHS Office of the Assistant Secretary for Preparedness and Response (ASPR) has been evaluating the infrastructure necessary to support a new program for states and analyzing the comparative cost effectiveness of shelf-life testing to repurchasing for state inventories. Cost factors to be considered include laboratory testing, storage site inspection, state personnel, relabeling for extended products, destruction for products not extended, and transportation for products being tested or destroyed. The HHS, BARDA, and the states are conducting a detailed analysis with state-specific data in 2011. 
 
Labeling and Relabeling of Medical Countermeasures
 
Relabeling Stored Countermeasures
States have raised questions about the requirement to relabel medications held in non-SNS stockpiles (i.e., state, local, or regional caches) that have been shelf-life-extended through an EUA (e.g., Tamiflu). Because of the financial costs involved in relabeling, states have expressed interest in including information for consumers, healthcare professionals, and other dispensers when such medications are distributed indicating that a particular product/lot number has an extended shelf life in lieu of relabeling the products. The FDA has expressed its intention to forego enforcement action regarding relabeling requirements for specific products that had been shelf-life-extended so long as these products were stored under labeled storage conditions. The agency did this last year when it provided disposition information on its website on June 22, 2010, regarding the specified lots of Tamiflu and Relenza that had been authorized for use beyond their labeled expiration date during the H1N1 response. However, to minimize confusion on the part of healthcare professionals and patients, the FDA recommended that, before dispensing, the identified lots be relabeled/repackaged by an FDA-registered firm in accordance with applicable CGMP requirements. FDA has included information in authorized fact sheets for recipients indicating that certain products are authorized for use even though they have an expired date on the package. 
 
States as Certified Relabelers
Given FDA requirements for relabeling countermeasures and significant budget constraints, some states have inquired about whether it is possible for states to become certified relabelers as a cost saving measure. The FDA has reported that medical product relabelers must be registered with the FDA and comply with all CGMP requirements that apply to their operations, among other things. The FDA also inspects establishments engaged in relabeling or other manufacturing or processing activities to ensure compliance with applicable CGMP requirements. 

States have also inquired if it is possible for the states to self-certify that they meet CGMP requirements. The FDA has stated that the feasibility of any alternative mechanisms for ensuring that state relabeling efforts comply with applicable CGMPs (i.e., self-certification) must be further evaluated and will likely depend on a number of factors, such as the nature of the products or operations involved. Aside from self-certification, states will first need to assess their ability to comply with the applicable CGMP requirements, including whether it is cost-effective for them to do so.
Notes
1. Materials relating to FDA views were adapted from Borio L. Food and Drug Administration. July 25, 2011 Letter to William G. Burel, CDC et al regarding answers to questions raised during December 2010 Federal, State, and Local Public Health Preparedness meeting in Baltimore, MD. Available at www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm234336.htm. Accessed January 31, 2012.
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The Supplemental Materials compilation lists key documents and additional resources about the issues raised in the Emergency Use Authorization Toolkit. The documents listed are for reference purposes only and are not a complete listing of resources available on the issue. Individual users are responsible for researching the current text of laws, statutes, regulations, and other materials. The document lists bibliographical information and, where available, online links to the resources. All links are current as of January 31, 2012. Please report broken links to ASTHO at communications@astho.org.  
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General Resources and Compilations
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At-Risk Individuals and Communities 
Biomedical Advanced Research and Development Authority (BARDA) 
Cities Readiness Initiative (CRI) 
Countermeasures Injury Compensation Program (CICP) 
Defense Medical Materiel Program Office (DMMPO) 
Emergency Use Authorization (EUA) 
Federal Food, Drug, and Cosmetics Act (FD&C Act) 
Federal Tort Claims Act (FTCA) 
Food and Drug Administration (FDA) 
HHS Office of the Assistant Secretary for Preparedness and Response (ASPR) 

O—Z 
Pandemic and All-Hazards Preparedness Act (PAHPA) 
Pandemic Strategies and Plans 
Project BioShield Act 
Public Health Service Act, Section 319—Authorities Related to Public Health Emergencies 
Public Readiness and Emergency Preparedness Act (PREP Act) 
Shelf Life Extension Program (SLEP) 
Strategic National Stockpile (SNS) 
Vaccine Injury Compensation Program (VICP) 


General Resources and Compilations

Governmental 
HHS Office of the Assistant Secretary for Preparedness and Response. “Legal Authority and Related Guidance” webpage. Available at http://www.phe.gov/Preparedness/planning/authority/Pages/default.aspx. 

HHS Office of the Assistant Secretary for Preparedness and Response. “Legal Authority of the Secretary” webpage. Available at http://www.phe.gov/preparedness/support/secauthority/Pages/default.aspx. 

Lister SA. Congressional Research Service. The Public Health and Medical Response to Disasters: Federal Authority and Funding (RL33579). August 1, 2008. Available at http://digital.library.unt.edu/ark:/67531/metacrs9495/m1/1/high_res_d/RL33579_2006Jul28.pdf. 

Swendiman KS and Jones NL. Congressional Research Service. The 2009 Influenza Pandemic: Selected Legal Issues (R40560). June 15, 2009. Available at http://digital.library.unt.edu/ark:/67531/metadc26152/m1/1/high_res_d/R40560_2009Jun15.pdf. 

Other Sources 
American Health Lawyers Association. Emergency Preparedness Toolkit. May 4, 2010. Available at http://www.healthlawyers.org/Members/PracticeGroups/THAMC/EmergencyPreparednessToolkit/Pages/default.aspx. 

At-Risk Individuals and Communities

Offices/Programs/Activities 
HHS Office of the Assistant Secretary for Preparedness and Response. “At-Risk Individuals, Behavioral Health, and Human Services Coordination” webpage. Available at http://www.phe.gov/Preparedness/planning/abc/Pages/default.aspx. 

Other Resources 
Association of State and Territorial Health Officials. “At-Risk Populations Project” webpage. Available at http://www.astho.org/Programs/Infectious-Disease/At-Risk-Populations/. 

Biomedical Advanced Research and Development Authority (BARDA)
See also “Countermeasures Injury Compensation Program” 

Offices/Programs/Activities 
HHS Office of the Assistant Secretary for Preparedness and Response. “Biomedical Advanced Research and Development Authority (BARDA)” webpage. Available at http://www.phe.gov/about/barda/Pages/default.aspx. 

HHS MedicalCountermeasures.gov webpage available at https://www.medicalcountermeasures.gov/default.aspx. 

Other Resources 
Gottron F. Congressional Research Service. Project BioShield: Authorities, Appropriations, Acquisitions, and Issues for Congress (R41033). March 3, 2011. Available at http://assets.opencrs.com/rpts/R41033_20110303.pdf. 

Cities Readiness Initiative (CRI)

Offices/Programs/Activities 
Centers for Disease Control and Prevention. “Cities Readiness Initiative” webpage. Available at http://www.cdc.gov/phpr/stockpile/cri/. 

Countermeasures Injury Compensation Program (CICP)

Offices/Programs/Activities 
Health Resources and Services Administration. “Countermeasures Injury Compensation Program” webpage. Available at http://www.hrsa.gov/cicp/. 

Rules and Regulations 
CICP Administrative Rules 
A correction to the Interim Final Rule was published on October 21, 2010. Available at http://www.hrsa.gov/gethealthcare/conditions/countermeasurescomp/cicp_final_rule_correction.pdf. 

The CICP Administrative Implementation Interim Final Rule was published in the Federal Register on October 15, 2010. Available at http://www.hrsa.gov/gethealthcare/conditions/countermeasurescomp/cicp_admin_final_rule.pdf. 

Defense Medical Materiel Program Office (DMMPO)
See “Shelf Life Extension Program” 

Emergency Use Authorization (EUA)

Public Law, Statute, and Regulations 
Federal Food, Drug, and Cosmetic Act §564, as amended. Codified at 21 U.S.C. §564.

Guidance Documents 
U.S. Food and Drug Administration. Emergency Use Authorization of Medical Products Guidance. July 2007. Available at http://www.fda.gov/RegulatoryInformation/Guidances/ucm125127.htm. 

Offices/Programs/Activities 
U.S. Food and Drug Administration. “Emergency Use Authorization” webpage. Available at http://www.fda.gov/emergencypreparedness/counterterrorism/ucm182568.htm. Webpage includes all current and archived EUAs. 

U.S. Food and Drug Administration. “Emergency Use Authorizations Questions and Answers” webpage. Available at http://www.fda.gov/NewsEvents/PublicHealthFocus/ucm153297.htm. 

U.S. Food and Drug Administration and the U.S. Centers for Disease Control and Prevention. “Emergency Use Authorization” online course. Available at http://www.bt.cdc.gov/training/eua/index.html. 

Beers D. U.S. Food and Drug Administration. “FDA Regulation of Medical Products.” Presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at http://www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. 

Sadove E. Food and Drug Administration. “Emergency Use of FDA Regulated Medical Products.” Presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at http://www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. 

Yu Y. Centers for Disease Control and Prevention. “EUA: CDC’s Roles and Responsibilities.” Presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at http://www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. 

Sherman S. Dept. of Health and Human Services. “Public Health Emergency Authorities: Determinations and Declarations.” Presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at http://www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. 

Medical Countermeasures Dispensing: Emergency Use Authorization and the Postal Model. Workshop Summary. Institute of Medicine (US). Forum on Medical and Public Health Preparedness for Catastrophic Events. Washington, DC. National Academies Press. 2010. Available at http://www.ncbi.nlm.nih.gov/books/NBK53126/pdf/TOC.pdf. 

Federal Food, Drug, and Cosmetic Act (FD&C Act)

Public Law, Statute, and Regulations 
Federal Food, Drug, and Cosmetic Act, as amended. Codified at 21 U.S.C. 301 et seq. Available at http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/default.htm. 

Federal Tort Claims Act (FTCA)

Public Law, Statute, and Regulations 
Federal Tort Claims Act, as amended. Codified at 28 U.S.C. §§1346(b), 2671-2680. Available at http://origin.www.gpo.gov/fdsys/pkg/USCODE-2009-title28/pdf/USCODE-2009-title28-partIV-chap85-sec1346.pdf . 

Food and Drug Administration (FDA)

Offices/Programs/Activities 
Food and Drug Administration. Emergency Preparedness and Response website. Available at http://www.fda.gov/EmergencyPreparedness/default.htm. 

HHS Office of the Assistant Secretary for Preparedness and Response (ASPR)

Offices/Programs/Activities 
HHS Office of the Assistant Secretary for Preparedness and Response website. Available at http://www.phe.gov/preparedness/support/secauthority/Pages/default.aspx. 

Pandemic and All-Hazards Preparedness Act (PAHPA)

Public Law, Statute, and Regulations 
Pandemic and All-Hazards Preparedness Act of 2006. Pub. L. No. 109-417 (120 STAT. 2831). Available at http://www.gpo.gov/fdsys/pkg/PLAW-109publ417/pdf/PLAW-109publ417.pdf. 

Codified, in part, in the Public Health Service Act, 42 U.S.C. 201 et seq. Available at http://www.gpo.gov/fdsys/pkg/USCODE-2009-title42/pdf/USCODE-2009-title42-chap6A.pdf. 

Summaries of Law, Statute, and Regulations 
Department of Health and Human Services. “Pandemic and All Hazards Preparedness Act” webpage. Available at http://www.phe.gov/Preparedness/legal/pahpa/Pages/default.aspx. 

Lister SA and Gottron F. Congressional Research Service. The Pandemic and All-Hazards Preparedness Act (P.L. 109-417): Provisions and Changes to Preexisting Law (RL33589). March 12, 2007. Available at http://www.fas.org/programs/bio/resource/documents/CRS%20-%20PAHPA%203-07.pdf. 

Offices/Programs/Activities 
HHS Assistant Secretary for Preparedness and Response website. Available at http://www.phe.gov/preparedness/pages/default.aspx. 

HHS Status Reports on PAHPA Implementation 
HHS Assistant Secretary for Preparedness and Response. Pandemic and All-Hazards Preparedness Act Public Law 109-417 Progress Report. November 2007. Available at http://healthyamericans.org/reports/bioterror07/PAHPAProgressReport.pdf. 

HHS Assistant Secretary for Preparedness and Response. Progress Report on the Implementation of Provisions Addressing At-Risk Individuals. August 2008. Available at http://www.phe.gov/Preparedness/legal/pahpa/Documents/pahpa-at-risk-report0901.pdf. 

HHS Assistant Secretary for Preparedness and Response. Telehealth Report to Congress. January 2009. Available at http://www.phe.gov/Preparedness/legal/pahpa/Documents/telehealthrtc-091207.pdf. 

Pandemic Strategies and Plans

Key Documents 
Homeland Security Council. The National Strategy for Pandemic Influenza.November 2005. Available at http://www.flu.gov/professional/federal/pandemic-influenza.pdf. 

Homeland Security Council. National Strategy for Pandemic Influenza: Implementation Plan. May 2006. Available at http://www.flu.gov/professional/federal/pandemic-influenza-implementation.pdf. 

HHS. HHS Pandemic Influenza Plan. November 2005. Available at http://www.flu.gov/planning-preparedness/federal/hhspandemicinfluenzaplan.pdf. 

Department of Homeland Security. Pandemic Influenza Preparedness, Response, and Recovery Guide for Critical Infrastructure and Key Resources. September 2006. Available at http://www.flu.gov/professional/pdf/cikrpandemicinfluenzaguide.pdf. 

CDC. National Biosurveillance Strategy for Human Health (NBSHH). July 2012. Available at https://www.whitehouse.gov/sites/default/files/National_Strategy_for_Biosurveillance_July_2012.pdf. 

Offices/Programs/Activities 
Flu.gov. Available at http://www.flu.gov. 

Project BioShield Act of 2004

Public Law, Statute, and Regulations 
Project BioShield Act of 2004. Pub. L. No. 108-276. 

Offices/Programs/Activities 
Department of Health and Human Services. “Medical Countermeasures” webpage available at http://www.phe.gov/preparedness/mcm/pages/default.aspx and “Medical Countermeasures.gov” website at http://www.medicalcountermeasures.gov. 

Department of Health and Human Services, Office of the Assistant Secretary of Preparedness and Response. “Public Health Emergency” webpage. Available at http://www.phe.gov/Preparedness/pages/default.aspx. 

Other Resources 
Gottron F. Congressional Research Service. Project BioShield: Purposes and Authorities (RS21507). July 6, 2009. Available at http://www.hsdl.org/?view&did=15074. 

U.S. Food and Drug Administration and the U.S. Centers for Disease Control and Prevention. “Emergency Use Authorization” online course. Available at http://www.bt.cdc.gov/training/eua/index.html. 

U.S. Government Accountability Office. Project BioShield: HHS Can Improve Agency Internal Controls for Its New Contracting Authorities (GAO-09-820). July 21, 2009. Available at http://www.gao.gov/new.items/d09820.pdf. 

U.S. Government Accountability Office. Project BioShield Act: HHS Has Supported Development, Procurement, and Emergency Use of Medical Countermeasures to Address Health Threats (GAO-09-878R). July 24, 2009. Available at http://www.gao.gov/new.items/d09878r.pdf. 

Public Health Service Act, Section 319—Authorities Related to Public Health Emergencies

Public Law, Statute, and Regulations 
PHS Act Sec. 319. Codified at 42 U.S.C. § 247d. Available at http://www.gpo.gov/fdsys/pkg/USCODE-2009-title42/html/USCODE-2009-title42-chap6A-subchapII.htm. 

Public Readiness and Emergency Preparedness Act (PREP Act)
See also “Countermeasures Injury Compensation Program” 

Public Law, Statute, and Regulations 
Public Readiness and Emergency Preparedness Act of 2005. Pub. L. No. 109-417 (120 STAT. 2831). Available at http://www.gpo.gov/fdsys/pkg/PLAW-109publ417/pdf/PLAW-109publ417.pdf. 

Codified in the Public Health Service Act at 42 U.S.C. §§ 247d-6d, 247d-6e. Available at http://www.gpo.gov/fdsys/pkg/USCODE-2009-title42/html/USCODE-2009-title42-chap6A-subchapII.htm. 

Offices/Programs/Activities 
Department of Health and Human Services. “Public Readiness and Emergency Preparedness Act” webpage. Available at http://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx. 

Department of Health and Human Services. “Public Readiness and Emergency Preparedness Act Questions and Answers” webpage. Available at http://www.phe.gov/Preparedness/legal/prepact/Pages/prepqa.aspx. 

Public Readiness and Emergency Preparedness Act (PREP) Act Declarations 
Current and expired PREP Act Declarations. Available at http://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx. 

Shelf Life Extension Program (SLEP)

Offices/Programs/Activities 
Shelf Life Extension Program website. Available at https://slep.dmsbfda.army.mil/portal/page/portal/SLEP_PAGE_GRP/SLEP_HOME. 

Defense Medical Materiel Program Office website available at http://www.dmsb.mil/aboutUs.asp and DMMPO SLEP webpage at http://www.dmsb.mil/slep.asp. [Note: Sites may contain security warnings.] 

Defense Medical Materiel Program Office. “Extending the Shelf Life of Critical Chemical, Biological, Nuclear, and Radiological (CBRN) Medical Materiel Using the FDA/DOD Shelf Life Extension Program.” January 24, 2006. Available at https://slep.dmsbfda.army.mil/slep/slep_info_paper_JAN_2006.doc. [Note: Site may contain security warnings.] 

Food and Drug Administration. “Drug Applications and Current Good Manufacturing Practice (CGMP) Regulations” website. Available at http://www.fda.gov/Drugs/DevelopmentApprovalProcess/Manufacturing/ucm090016.htm. 

Food and Drug Administration. CGMP in Manufacturing, Processing, Packing, or Holding of Drugs. 21 CFR Part 210. Available at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?cfrpart=210. 

Food and Drug Administration. CGMP for Finished Pharmaceuticals. 21 CFR Part 211. Available at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?cfrpart=211. 

Other Resources 
Borio L. Food and Drug Administration. July 25, 2011 Letter to William G. Burel, CDC et al regarding answers to questions raised during December 2010 Federal, State, and Local Public Health Preparedness meeting in Baltimore, MD. Available at http://www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm234336.htm. 

Committee on Implementation of Antiviral Medication Strategies for an Influenza Pandemic. Institute of Medicine. Antivirals for Pandemic Influenza: Guidance on Developing a Distribution and Dispensing Program. National Academies Press. 2008. 

Courtney B et al. “Maximizing State and Local Medical Countermeasure Stockpile Investments Through the Shelf Life Extension Program.” Biosecurity and Bioterrorism. Vol. 7 No. 1. 2009. 

Homeland Security Council. National Strategy for Pandemic Influenza: Implementation Plan (May 2006) (see Pandemic Plans section above). 

Leissa B. U.S. Food and Drug Administration. “Shelf Life Extension Program” presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at http://www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. 

Lyon RC et al. Stability profiles of drug products extended beyond labeled expiration dates. J Pharm Sci 2006;95(7):1549-1560. 

Tegeris J. Dept. of Health and Human Services. “Cost Comparison: Shelf Life Extension Program (SLEP) vs. Repurchase for State Stockpiles.” Presentation at Federal, State, and Local Public Health Preparedness meeting. Baltimore, Maryland. December 14-15, 2010. Available at http://www.fda.gov/EmergencyPreparedness/Counterterrorism/ucm247676.htm. 

United States Pharmacopeia Convention (USP) website. Available at http://www.usp.org/aboutUSP/. 

Strategic National Stockpile (SNS)

Public Law, Statute, and Regulations 
The Strategic National Stockpile is authorized by Public Health Service Act §319F-2; 42 U.S.C. § 247d-6b. 

Offices/Programs/Activities 
CDC. “Strategic National Stockpile” website. Available at http://www.cdc.gov/phpr/stockpile/stockpile.htm. 

Other Resources 
Institute of Medicine (US). Forum on Medical and Public Health Preparedness for Catastrophic Events. Medical Countermeasures Dispensing: Emergency Use Authorization and the Postal Model. Workshop Summary. Washington, DC. National Academies Press. 2010. Available at www.ncbi.nlm.nih.gov/books/NBK53126/pdf/TOC.pdf. 

Vaccine Injury Compensation Program (VICP)

Offices/Programs/Activities 
Health Resources and Services Administration. “National Vaccine Injury Compensation Program (VICP)” webpage. Available at http://www.hrsa.gov/vaccinecompensation/default.htm. 

[TOC top]

