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[bookmark: _Hlk35333441]MEDICAL SUPPLIES & COUNTERMEASURES TOOLKIT 
EXECUTIVE SUMMARY

Notice to readers: The COVID-19 pandemic has prompted the unprecedented widespread implementation of public health emergency legal authorities and programs. Because of the evolving nature of COVID-19 and other future public health emergencies, the description, interpretation, and ultimate efficacy of the legal authorities and programs discussed here may have changed since this document was created in May 2020.

This document provides an overview of important concepts and laws related to development, use, stockpiling, and distribution of medical supplies and medical countermeasures by the federal government and state, tribal, local, and territorial (STLT) governments in preparation for or in response to an emergency. It covers:
· The roles of federal public health agencies involved in the development and distribution of medical countermeasures. 
· The legal mechanisms involved in using medical countermeasures, including the emergency use of approved medical countermeasures, and emergency use authorization.  
· The federal Strategic National Stockpile program, how the program operates, as well as state, tribal, local, and territorial (STLT) and other stockpile programs.
More information about these and other related concepts are contained in the Medical Supplies & Countermeasures Toolkit.[Call out box for first page of document]
Please see the Practice Guide accompanying this toolkit for access to practice notices, legal analysis tools, examples, and templates.


Federal Medical Countermeasures
The nation’s ability to develop and quickly deploy drugs, vaccines, medical equipment and supplies in response to a range of accidental, intentional, and natural threats is a vital component of our emergency preparedness and response activities. Given the central role of medical countermeasures (MCMs) in preparedness and response, it is important that STLT governments understand the roles of the federal public health agencies involved in the development and distribution of MCMs. Equally important is an understanding of how the various legal mechanisms involved in using MCMs have evolved and operate.

MCMs are “FDA-regulated products (biologics, drugs, devices) that may be used in the event of a potential public health emergency stemming from a terrorist attack with a biological, chemical, or radiological/nuclear material, or a naturally occurring emerging disease.”[footnoteRef:1] MCMs can include: biologic products (e.g., vaccines, blood products, and antibodies); drugs (e.g., antimicrobial and antiviral drugs); and devices (e.g., diagnostic tests to identify threat agents; personal protective equipment (PPE) like gloves, respirators (face masks), and ventilators. [footnoteRef:2] MCMs are used to diagnose, prevent, treat, and protect against conditions associated with chemical, biological, radiological, or nuclear (CBRN) threats, or emerging infectious diseases.[footnoteRef:3] [1: Footnotes will be streamlined and edited to a style guide once text is finalized
 FDA. What are Medical Countermeasures? Webpage current as of February 12, 2020. Retrieved from https://www.fda.gov/emergency-preparedness-and-response/about-mcmi/what-are-medical-countermeasures. See also Project BioShield Act of 2004 (Pub. Law No. 108–276), codified at 42 USC 201 et seq. ]  [2:  FDA. What are Medical Countermeasures? Webpage current as of February 12, 2020. Retrieved from https://www.fda.gov/emergency-preparedness-and-response/about-mcmi/what-are-medical-countermeasures. ]  [3:  FDA. What are Medical Countermeasures? Webpage current as of February 12, 2020. Retrieved from https://www.fda.gov/emergency-preparedness-and-response/about-mcmi/what-are-medical-countermeasures.] 

 
Multiple federal agencies and entities have roles in the funding, development, testing, and deployment of MCMs. These entities work together through the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE). The role of PHEMCH is to coordinate federal efforts to enhance CBRN and emerging infectious diseases and pandemic preparedness from an MCM perspective.[footnoteRef:4] The HHS agencies involved in PHEMCH are: [4:  HHS ASPR. Public Health Emergency Medical Countermeasures Enterprise. Webpage last reviewed January 29, 2020. Retrieved from https://www.phe.gov/Preparedness/mcm/phemce/Pages/default.aspx.] 

· HHS Assistant Secretary for Preparedness and Response—Oversees research, development, and procurement of MCMs, as well as sustaining public health security capabilities to detect, diagnose, and rapidly deploy MCMs.[footnoteRef:5]   [5:  HHS ASPR. HHS Office of the Assistant Secretary for Preparedness and Response. Webpage last reviewed November 18, 2019. Retrieved from https://www.phe.gov/about/aspr/Pages/default.aspx.] 

· Biomedical Advanced Research and Development Authority (BARDA)—Supports the advanced development and procurement of MCMs through public-private partnerships with the goal of obtaining FDA approval or licensure for MCMs and their ultimate inclusion into the Strategic National Stockpile (SNS).
· Food and Drug Administration—Is responsible for ensuring that MCMs are safe, effective, and secure. Among other things, FDA works with STLT and international governments to support MCM-related public health preparedness and response efforts through the FDA Medical Countermeasures Initiative (MCMi).   
· Centers for Disease Control and Prevention—Uses its scientific expertise and public health practice experience to inform STLT public health agencies in the use of preventative measures and treatments during a public health emergency.
· National Institute of Allergy and Infectious Disease—Has lead responsibility within HHS and the National Institutes of Health (NIH) for conducting civilian biodefense research.  

Legal Authorities for Development of MCMs and Distribution Mechanisms
During the previous twenty years, a succession of federal laws created the legal foundation to prepare for and respond to CBNR events and infectious disease threats.[footnoteRef:6] Through the development of these legal authorities, FDA has several channels through which it can facilitate the delivery of MCMs to prepare for and response to a public health emergency. Determining which method to use will depend on the circumstances of an emergency event and whether these circumstances meet the statutory criteria required for using a particular method. These authorities include: [6:  These key laws are the: Health Security and Bioterrorism Preparedness and Response Act of 2002  (Bioterrorism Act); Project BioShield Act of 2004 ; Public Readiness and Emergency Preparedness Act of 2005 (PREP Act) ; Pandemic and All-Hazards Preparedness Act of 2006 (PAHPA) ; Pandemic and All-Hazards Preparedness Reauthorization Act of 2013 (PAHPRA) ; 21st Century Cures Act (Cures Act) ; and the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019 (PAHPAIA) .] 

· Emergency Use of Approved MCMs, including expiration dating extensions, emergency use instructions, waiving current Good Manufacturing Practices (cGMPs), emergency dispensing; and waiver of risk evaluation and mitigation strategies (REMS).
· Emergency Use Authorization authorizes the use of unapproved medical products—or unapproved uses of approved medical products–in an emergency to diagnose, treat, or prevent serious or life-threatening diseases or conditions caused by CBRN threat agents when there are no adequate, approved, and available alternatives.[footnoteRef:7] Before FDA approves an EUA, there must be prior determination made by a designated official per §564 of FD&C Act and a declaration per §564 by the HHS Secretary that circumstances justify the use of an EUA.  [7:  FDA. Emergency Use Authorization. Webpage current as of March 17, 2020. Retrieved from https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization..] 


Medical Stockpiles and Distribution
Stockpiles of medicines, medical supplies, and equipment are a key component of public health emergency preparedness and response. 
[bookmark: _Hlk41925510]
Strategic National Stockpile (SNS)
The SNS is “a national repository of antibiotics, chemical antidotes, antitoxins, life-support medications, IV administration, airway maintenance supplies, and medical/surgical items”[footnoteRef:8] and is currently managed by HHS ASPR. The HHS Secretary may deploy the SNS to respond to an actual or potential public health emergency, protect the public health or safety, or as required by the Secretary of Homeland Security, to respond to an actual or potential emergency.[footnoteRef:9] 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.  [8:  HHS. Chemical Hazards Emergency Medical Management (CHEMM). Strategic National Stockpile (SNS). Webpage last reviewed by HHS April 17, 2020. Retrieved from https://chemm.nlm.nih.gov/sns.htm. Accessed June 4, 2020.]  [9:  42 U.S. Code § 247d–6b.] 


State governors or their designees may 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.[footnoteRef:10] Initial deployments from the SNS are 12-hour 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.[footnoteRef:11] If an event requires specific or additional medicines and supplies, a deployment is made from managed inventory (MI).[footnoteRef:12] The SNS may also include medicines that have been authorized by the FDA under its EUA authority. The ASPR is responsible for ensuring that the medicines in the SNS are routinely checked and rotated to keep within shelf-life potency limits.[footnoteRef:13] The SNS is part of the federal Shelf Life Extension Program (SLEP) administered by the Department of Defense and the Food and Drug Administration. [10:  HHS. Chemical Hazards Emergency Medical Management (CHEMM). Strategic National Stockpile (SNS). Webpage last reviewed by HHS April 17, 2020. Retrieved from https://chemm.nlm.nih.gov/sns.htm. Accessed June 4, 2020.]  [11:  HHS ASPR. Stockpile Products. Webpage last reviewed by HHS April 16, 2020. Retrieved from https://www.phe.gov/about/sns/Pages/products.aspx. Accessed June 4, 2020.]  [12:  HHS ASPR. Stockpile Products. Webpage last reviewed by HHS April 16, 2020. Retrieved from https://www.phe.gov/about/sns/Pages/products.aspx. Accessed June 4, 2020. See also HHS. Chemical Hazards Emergency Medical Management (CHEMM). Strategic National Stockpile (SNS). Webpage last reviewed by HHS April 17, 2020. Retrieved from https://chemm.nlm.nih.gov/sns.htm. Accessed June 4, 2020.]  [13:  HHS ASPR. Sustaining the Stockpile. Webpage last reviewed by HHS April 16, 2020. Retrieved from https://www.phe.gov/about/sns/Pages/sustaining.aspx. Accessed June 4, 2020.] 


Each state has established plans to receive and distribute SNS assets to their local jurisdictions as soon as possible after receipt of the deployment.[footnoteRef:14] 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. [14:  HHS ASPR. Stockpile Products. Webpage last reviewed by HHS April 16, 2020. Retrieved from https://www.phe.gov/about/sns/Pages/products.aspx. Accessed June 4, 2020.] 


STLT and Other Stockpiles
In addition to the federal SNS, STLT may have their own stockpiles of medicines and supplies purchased either with partial federal funding or STLT funds. 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 nearly 60 percent of the nation’s population resides.[footnoteRef:15] Importantly, STLT-maintained stockpiles are not currently eligible for participation in the federal SLEP.[footnoteRef:16] [15:  CDC. Cities Readiness Initiative. Webpage last reviewed by CDC July 16, 2019. Retrieved from https://www.cdc.gov/cpr/readiness/mcm/cri.html. Accessed June 4, 2020.]  [16:  FDA. Expiration Dating Extension. Webpage last reviewed by FDA June 3, 2020. Retrieved from https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/expiration-dating-extension. Accessed June 4, 2020.] 




This CSTE project was funded under a cooperative agreement with the Centers for Disease Control and Prevention (NU38OT000297-01-00). The document was authored for CSTE by Patricia I. Elliott JD, MPH of Health|Environment Concepts.
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