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MEDICAL STOCKPILES AND DISTRIBUTION

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.

Overview
Stockpiles of medicines, medical supplies, and equipment are a key component of public health emergency preparedness and response. The COVID-19 pandemic has clearly demonstrated the vital role that stockpiles and access to supply inventories during a nationwide public health emergency. This document describes the federal Strategic National Stockpile program, how the program operates, as well as state, tribal, local, and territorial (STLT) and other stockpile programs.[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.


Strategic National Stockpile
[bookmark: _Hlk41925510]The Strategic National Stockpile (SNS) is “a national repository of antibiotics, chemical antidotes, antitoxins, life-support medications, IV administration, airway maintenance supplies, and medical/surgical items.”[footnoteRef:1] The Public Health Service Act authorizes the secretary of Health and Human Services (HHS), in collaboration with the Assistant Secretary for Preparedness and Response (ASPR) and the Director of the Centers for Disease Control and Prevention (CDC), and in coordination with the Secretary of Homeland Security, to maintain a stockpile of “drugs, vaccines and other biological products, medical devices, and other supplies in such numbers, types, and amounts” to provide for the emergency health security of the United States.[footnoteRef:2] The Public Health Service Act assigns the responsibility and authority for coordinating the federal SNS to ASPR.[footnoteRef:3]  [1: Footnotes will be streamlined and edited to a style guide once text is finalized
 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. Note: The current SNS program has its origin in the National Pharmaceutical Stockpile (NPS), which Congress required HHS and CDC to create in 1999. 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. In 2003, the NPS was renamed the SNS.]  [2:  Public Health Service Act § 319F-2; 42 U.S.C. § 247d-6b.]  [3:  42 U.S.C. § 300hh-10(c)(3)(b).] 


The HHS Secretary is required to conduct an annual threat-based review of the stockpile’s contents in consultation with the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE).[footnoteRef:4] [footnoteRef:5] The review is to consider both the pharmaceutical and non-pharmaceutical supplies and assess whether the contents are consistent with PHEMCE recommendations of based on assessments of current national security threats, including chemical, biological, radiological, and nuclear (CBRN) threats, including emerging infectious diseases.[footnoteRef:6]  [4:  Public Health Service Act § 319F-2; 42 U.S.C. § 247d-6b. The statute also requires that the review must also consider the needs of at-risk individuals.]  [5:  The role of PHEMCH is to coordinate federal efforts to enhance MCM preparedness for threats from chemical, biological, radiological, nuclear, emerging infectious diseases, and pandemics. The HHS ASPR leads PHEMCE, which includes three HHS agencies: CDC, FDA, and NIH. It also includes DoD, the VA, DHS, and USDA.]  [6:  Public Health Service Act § 319F-2; 42 U.S.C. § 247d-6b. 42 U.S.C. § 300hh-10a.] 


SNS Deployment
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:7] 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.[footnoteRef:8] 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. [7:  42 U.S. Code § 247d–6b.]  [8:  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:9] Federal personnel work with STLT officials to determine if and what components of the SNS are needed. Ultimately, however, the federal government is responsible for making the decision to deploy all or portions of the SNS.[footnoteRef:10]  [9:  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.]  [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.] 


Historically, the goal of the SNS program has been to supplement and resupply state and local inventories of pharmaceuticals and supplies during emergencies acute enough to exhaust local supplies.[footnoteRef:11] The program was designed to allow for scalable responses to a number of public health threats by containing adequate supplies to respond to multiple large-scale emergencies at one time.[footnoteRef:12] HHS lists specific examples of previous stockpile responses and notes: “Since its beginning, the stockpile has responded to multiple large-scale emergencies including floods, hurricanes, and influenza pandemics. It has also supported various small-scale deployments for the treatment of individuals with life-threatening infectious diseases like anthrax, smallpox, and botulism.”[footnoteRef:13] However, given the scale and unprecedented levels of demand for SNS assets by STLT governments during the COVID-19 pandemic, the SNS program had to revise the expectations for the repository in early April 2020: “The supplies, medicines, and devices for life-saving care contained in the stockpile can be used as a short-term stopgap buffer when the immediate supply of adequate amounts of these materials may not be immediately available.”[footnoteRef:14] [11:  HHS ASPR. Strategic National Stockpile. Webpage version as of March 21, 2020 retrieved from Internet Archive at https://web.archive.org/web/20200401024027/https://www.phe.gov/about/sns/Pages/default.aspx. Accessed June 4, 2020. ]  [12:  HHS ASPR. Strategic National Stockpile. Webpage version as of March 21, 2020 retrieved from Internet Archive at https://web.archive.org/web/20200401024027/https://www.phe.gov/about/sns/Pages/default.aspx. Accessed June 4, 2020.]  [13:  HHS ASPR. Stockpile Responses. Webpage last reviewed by HHS May 30, 2020. Retrieved from https://www.phe.gov/about/sns/Pages/responses.aspx. Accessed June 4, 2020.]  [14:  HHS ASPR. Strategic National Stockpile. Webpage last reviewed by HHS April 3, 2020. Retrieved from https://www.phe.gov/about/sns/Pages/default.aspx. Accessed June 4, 2020.] 


SNS Contents
HHS notes that “[t]he majority of stockpile assets are held in storage and kept as managed inventory.”[footnoteRef:15] 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:16] 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.[footnoteRef:17] If an event requires specific or additional medicines and supplies, a deployment is made from managed inventory (MI).[footnoteRef:18] Medicines and supplies in an MI-deployed stockpile can be modified depending on the nature of the emergency and the suspected or confirmed agent.[footnoteRef:19] Where the agent is well defined, the SNS would be immediately deployed from MI with medicines and supplies appropriate for that agent.[footnoteRef:20] [15:  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.]  [16:  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.]  [17:  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.]  [18:  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.]  [19:  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.]  [20:  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.] 


The SNS may also include medicines that have been authorized by the U.S. Food and Drug Administration (FDA) under its Emergency Use Authorization (EUA) authority. EUA authorization “allows for the emergency use of an unapproved medical product (e.g., drugs, vaccines, and devices) or unapproved use of an approved medical product to diagnose, treat, or prevent serious or life-threatening diseases or conditions for which no adequate, FDA-approved alternative is available.”[footnoteRef:21] Medical products 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. (See the Federal Medical Countermeasures Framework and Legal Authorities Issue Brief in this toolkit for more information about EUAs.) [21:  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.] 


The SNS program also simultaneously deploys its Technical Advisory Response Unit (TARU) to coordinate with state and local officials in the receipt and distribution of SNS assets.[footnoteRef:22] ASPR transfers authority for the SNS assets to state and local officials once the materiel has arrived at its receiving/storage site.[footnoteRef:23] 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.[footnoteRef:24] [22:  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.]  [23:  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.]  [24:  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.] 


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.[footnoteRef:25] 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. [25:  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.] 


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 ASPR is responsible for ensuring that the medicines in the SNS are routinely checked and rotated to keep within shelf-life potency limits.[footnoteRef:26] 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. Items that are not extended or returned to the manufacturer for product rotation are destroyed. [26:  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.] 


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:27] 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.[footnoteRef:28]  [27:  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.]  [28:  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.] 


During the H1N1 influenza pandemic in 2009, STLT governments created or augmented their own existing caches by supplementing with antivirals and medical supplies like N95 respirators.[footnoteRef:29] The response to the H1N1 pandemic experienced shortages of key medical products and supplies and required reliance on commercial supply chains to provide these materials. To address these shortages, a limited-access Commercial Supply Chain Dashboard was created in cooperation with federal and state governments and private sector suppliers. The goal of the effort—developed in two months—was to “help federal and state public health officials make more informed decisions about what to release and when by providing a snapshot of quantities on hand in the commercial supply chain as well as in federal and state stockpiles.”[footnoteRef:30] Limited access to dashboard data helped to address private partners’ concerns about competition and antitrust issues.[footnoteRef:31]  [29:  Institute of Medicine. 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 (US); 2010. Medical Countermeasures Distribution and Dispensing in Response to the 2009 H1N1 Influenza Pandemic. Retrieved from https://www.ncbi.nlm.nih.gov/books/NBK53127/. Accessed June 4, 2020.]  [30:  Institute of Medicine. 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 (US); 2010. Medical Countermeasures Distribution and Dispensing in Response to the 2009 H1N1 Influenza Pandemic. Retrieved from https://www.ncbi.nlm.nih.gov/books/NBK53127/. Accessed June 4, 2020.]  [31:  “Every week, commercial partners submitted data on quantities of materials on hand as well as an assessment of their ability to fill orders. The DSNS gathered its own data from its project-area stockpiles and inventories, aggregated data from commercial partners, and then generated reports for review. Data from the dashboard were only made available to certain individuals at the federal and state levels—local health departments did not have access.” Institute of Medicine. 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 (US); 2010. Medical Countermeasures Distribution and Dispensing in Response to the 2009 H1N1 Influenza Pandemic. Retrieved from https://www.ncbi.nlm.nih.gov/books/NBK53127/. Accessed June 4, 2020.] 


Importantly, STLT-maintained stockpiles are not currently eligible for participation in the federal SLEP.[footnoteRef:32] However, FDA has addressed the issue of extending expiration dates of its regulated products in non-federal stockpiles through several mechanisms, including: extension requests initiated by the manufacturer; emergency use authorities (including stockpile-initiated requests); FDA enforcement discretion; and, expiration dating extensions for specific medical countermeasures (e.g., antivirals, Doxycycline, nerve-agent auto-injectors, Potassium Iodide).[footnoteRef:33] [32:  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.]  [33:  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.] 
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