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Public Readiness and Emergency Preparedness (PREP)
Act – Scope of Liability Protections
(1) Are non-governmental entities or persons covered under liability protections of the federal PREP
Act?
(2) Are non-federally owned stockpiles of covered countermeasures covered via the PREP Act?

(1) Yes. During a federally-declared emergency, the PREP Act authorizes the Secretary of the
federal Department of Health and Human Services (DHHS) to extend liability protections to entities
and individuals for injuries resulting from the distribution of “covered countermeasures” (e.g., flu
vaccines, antiviral medications). Liability protections extend to any “covered persons” under the
PREP Act, which includes any:
1) manufacturer of countermeasures;
2) distributor of countermeasures (“distributor” means a person or entity engaged in the
distribution of drugs, biologics, or devices, including repackers; common carriers; contract
carriers; air carriers; own-label distributors; private-label distributors; warehouses, and
wholesale drug warehouses; independent wholesale drug traders; and retail pharmacies);1
3) program planners of countermeasures (i.e., individuals and entities involved in planning and
administering programs for distribution of a countermeasure);
4) qualified persons who prescribe, administer, or dispense countermeasures (i.e., healthcare
and other providers or others named by the Secretary who prescribe, administer, or dispense
countermeasures); and

5) officials, agents, and employees of any of these entities or persons.2
A person includes an individual, partnership, corporation, association, entity, or public or private
corporation, including a Federal, State, or local government agency or department.3 In sum, any
entity or individual acting as a manufacturer, distributor, or program planner of countermeasures, and
other qualified persons or affiliates of covered persons may be insulated from liability under the PREP
Act, barring any willful misconduct.
(2) Yes. The PREP Act allows DHHS’ Secretary to extend liability protection to any “covered
countermeasure.” Under the PREP Act, a “covered countermeasure” includes:
1) A qualified pandemic or epidemic product;
2) A security countermeasure; or
3) A drug, biological product, or device that is authorized for emergency use in accordance
with section 564 of the Federal Food, Drug and Cosmetic act.4
Definitions for these categories do not specifically restrict application of liability protections to federally
owned countermeasures.5 Instead, the definitions focus on the relationship between the product and
the emergency condition. For example, a product can be a “qualified pandemic or epidemic product” if
it is intended to address a pandemic, epidemic, or related circumstances and is approved under the
Federal Food, Drug, and Cosmetic Act.6 Additionally, section 564 of this Act states that its provisions
do not impair federal authority over federally-owned quantities of product (including the Strategic
National Stockpile), which suggests application of PREP Act liability protections to resources in
addition to federally-owned products.7
In describing limitations on PREP Act immunity, the Office of the Assistant Secretary for
Preparedness and Response (ASPR) lists the following as beyond the scope of PREP Act liability
protection: (1) willful misconduct; (2) activities outside the scope of the declaration (including effective
dates and geographic area); (3) claims without a causal relationship to a covered countermeasure;
(4) claims filed under foreign laws in foreign courts; and (5) non-tort claims (e.g., civil rights or labor
law violations). No limitation related to federal control of covered countermeasures is noted.8
Additionally, previous PREP Act declarations support the interpretation that liability protections apply
also to non-federally-owned products. For example, the most recent declaration (in response to H1N1
in 2010) specified that immunity for government program planners would apply with respect to
covered countermeasures obtained not only from federal stockpiles, but also those obtained through
donation, commercial sale, and deployment of countermeasures from state, local, or private
stockpiles. It also indicated that immunity for other covered persons would apply “pursuant to any
means of distribution”(see full quotation in reference below).9 For these reasons, it appears that
PREP Act liability protections can apply to federally- and non-federally-controlled covered
countermeasures.
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