DRAFT 1

MEDICAL SUPPLIES AND COUNTERMEASURES
PRACTICE GUIDE


This Practice Guide is intended to:
· Provide practice notes and tips gathered from public health emergency preparedness professionals in state, tribal, local, and territorial (STLT) governments and their legal counsel
· Assist STLT health agency staff and legal counsel to identify and analyze their jurisdiction’s laws, rules, policies, and implementation plans that 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.
· Highlight examples and templates from other jurisdictions

It includes checklists in five areas:
· Storage of medical products 
· Labeling and packaging of medical products 
· Distribution of medical products
· Compounding and dispensing of medical products
· Administration of medical products

Because each jurisdiction’s law is unique, this guide may not identify all issues that arise while analyzing a law. In all instances the language and requirements of the specific jurisdiction’s laws, regulations, treaties, ordinances, rules, policies, guidance, 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.


Checklist – 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.


Checklist – 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.


Checklist – 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.


[bookmark: _Hlk35607414]Checklist – 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.


Checklist – 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.


Practice Notes –Strategic National Stockpile (SNS)
· 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.

Practice Notes – Federal Shelf Life Extension Program 
· 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.


Examples and Templates
· [bookmark: _Hlk34999048][insert here]


Box 1: PREP Act Declarations
The following is a list from the HHS Office of the Assistant Secretary of Preparedness and Emergency Response of PREP Act declarations in effect as of February 2020: 

· Ebola Disease Vaccines - Amendment (effective December 1, 2018)
· Ebola Disease Therapeutics - Amendment (effective December 1, 2018)
· Nerve Agents and Certain Insecticides (Organophosphorus and/or Carbamate) Countermeasures (effective April 11, 2017)
· Zika Virus Vaccines (effective August 1, 2016)
· Pandemic Influenza Medical Countermeasures (amended effective January 1, 2016)
· Anthrax Medical Countermeasures (amended effective January 1, 2016)
· Acute Radiation Syndrome Medical Countermeasures (amended effective January 1, 2016)
· Botulinum Toxin Medical Countermeasures (amended effective January 1, 2016)
· Smallpox Medical Countermeasures (amended effective January 1, 2016)

Source:  https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx.
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