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Overview of PREP Act

The PREP Act provides liability immunity to a large 
group of entities and individuals for the manufacture, 
distribution, prescription, and use of drugs, biological 
products, or devices meant to combat a pandemic.  

See 42 U.S.C. § 247d-6d and 42 U.S.C. § 247d-6e; 
see also www.phe.gov/Preparedness/legal/prepact/

http://www.phe.gov/Preparedness/legal/prepact/
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Wikipedia Page on PREP Act

https://en.wikipedia.org/wiki/Public_Readiness_and_Emergency_Preparedness_Act

https://en.wikipedia.org/wiki/Public_Readiness_and_Emergency_Preparedness_Act
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DEFINING A “COVERED PERSON”
(2) Covered person. The term “covered person”, when used with respect to the administration or use of a covered 
countermeasure, means—

(A) the United States; or

(B) a person or entity that is—

(i) a manufacturer of such countermeasure;

(ii) a distributor of such countermeasure;

(iii) a program planner of such countermeasure;

(iv) a qualified person who prescribed, administered, or dispensed such countermeasure; or

(v) an official, agent, or employee of a person or entity described in clause (i), (ii), (iii), or (iv).

(3) Distributor. The term “distributor” means a person or entity engaged in the distribution of drugs, biologics, or devices,
including but not limited to manufacturers; repackers; common carriers; contract carriers; air carriers; own-label 
distributors; private-label distributors; jobbers; brokers; warehouses, and wholesale drug warehouses; independent 
wholesale drug traders; and retail pharmacies.

(4) Manufacturer. The term “manufacturer” includes—

(A) a contractor or subcontractor of a manufacturer;

(B) a supplier or licenser of any product, intellectual property, service, research tool, or component or other article 
used in the design, development, clinical testing, investigation, or manufacturing of a covered countermeasure; and

(C) any or all of the parents, subsidiaries, affiliates, successors, and assigns of a manufacturer.

42 U.S.C. § 247d-6d(i)(2)-(4).
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DEFINING A “COVERED COUNTERMEASURE” PART ONE

(1) Covered countermeasure. The term “covered countermeasure” means—
(A) a qualified pandemic or epidemic product (as defined in paragraph (7));

(B) a security countermeasure (as defined in section 319F-2(c)(1)(B) [42 USCS § 247d-6b(c)(1)(B)]);
(C) a drug (as such term is defined in section 201(g)(1) of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 321(g)(1)), biological product (as such term is defined by section 351(i) of this Act [42 USCS §
262(i)]), or device (as such term is defined by section 201(h) of the Federal Food, Drug and Cosmetic Act 
(21 U.S.C. 321(h)) that is authorized for emergency use in accordance with section 564, 564A, or 564B of 
the Federal Food, Drug, and Cosmetic Act [21 USCS § 360bbb-3, 360bbb-3a, or 360bbb-3b]; or

(D) a personal respiratory protective device that is—
(i) approved by the National Institute for Occupational Safety and Health under part 84 of title 42, Code 
of Federal Regulations (or successor regulations);

(ii) subject to the emergency use authorization issued by the Secretary on March 2, 2020, or subsequent 
emergency use authorizations, pursuant to section 564 of the Federal Food, Drug, and Cosmetic Act 
(authorizing emergency use of personal respiratory protective devices during the COVID-19 outbreak); 
and
(iii) used during the period beginning on January 27, 2020, and ending on October 1, 2024, in response 
to the public health emergency declared on January 31, 2020, pursuant to section 319 [42 USCS § 247d] 
as a result of confirmed cases of 2019 Novel Coronavirus (2019-nCoV).

42 U.S.C. § 247d-6d(i)(1).
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EUA for COVID-19 
Test Kits

Information available at:
https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization#covidothermeddev

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#covidothermeddev
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EUA for Personal 
Respiratory 
Protective Devices

Information available at:
https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization#covidothermeddev

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#covidothermeddev
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EUA for Ventilators

Information available at:
https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization#covidothermeddev

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#covidothermeddev
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DEFINING A “COVERED COUNTERMEASURE” PART ONE

(1) Covered countermeasure. The term “covered countermeasure” means—
(A) a qualified pandemic or epidemic product (as defined in paragraph (7));

(B) a security countermeasure (as defined in section 319F-2(c)(1)(B) [42 USCS § 247d-6b(c)(1)(B)]);
(C) a drug (as such term is defined in section 201(g)(1) of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 321(g)(1)), biological product (as such term is defined by section 351(i) of this Act [42 USCS §
262(i)]), or device (as such term is defined by section 201(h) of the Federal Food, Drug and Cosmetic Act 
(21 U.S.C. 321(h)) that is authorized for emergency use in accordance with section 564, 564A, or 564B of 
the Federal Food, Drug, and Cosmetic Act [21 USCS § 360bbb-3, 360bbb-3a, or 360bbb-3b]; or

(D) a personal respiratory protective device that is—
(i) approved by the National Institute for Occupational Safety and Health under part 84 of title 42, Code 
of Federal Regulations (or successor regulations);

(ii) subject to the emergency use authorization issued by the Secretary on March 2, 2020, or subsequent 
emergency use authorizations, pursuant to section 564 of the Federal Food, Drug, and Cosmetic Act 
(authorizing emergency use of personal respiratory protective devices during the COVID-19 outbreak); 
and
(iii) used during the period beginning on January 27, 2020, and ending on October 1, 2024, in response 
to the public health emergency declared on January 31, 2020, pursuant to section 319 [42 USCS § 247d] 
as a result of confirmed cases of 2019 Novel Coronavirus (2019-nCoV).

42 U.S.C. § 247d-6d(i)(1).
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DEFINING A “COVERED COUNTERMEASURE” PART TWO

(7) Qualified pandemic or epidemic product. The term “qualified pandemic or epidemic product” means a drug (as such term is 
defined in section 201(g)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321(g)(1)), biological product (as such 
term is defined by section 351(i) of this Act [42 USCS § 262(i)]), or device (as such term is defined by section 201(h) of the 
Federal Food, Drug and Cosmetic Act (21 U.S.C. 321(h)) that is—

(A)

(i) a product manufactured, used, designed, developed, modified, licensed, or procured—

(I) to diagnose, mitigate, prevent, treat, or cure a pandemic or epidemic; or

(II) to limit the harm such pandemic or epidemic might otherwise cause;

(ii) a product manufactured, used, designed, developed, modified, licensed, or procured to diagnose, mitigate, prevent, 
treat, or cure a serious or life-threatening disease or condition caused by a product described in clause (i); or

(iii) a product or technology intended to enhance the use or effect of a drug, biological product, or device described in 
clause (i) or (ii); and

(B)

(i) approved or cleared under chapter V of the Federal Food, Drug, and Cosmetic Act [21 USCS §§ 351 et seq.] or 
licensed under section 351 of this Act [42 USCS § 262];

(ii) the object of research for possible use as described by subparagraph (A) and is the subject of an exemption under 
section 505(i) or 520(g) of the Federal Food, Drug, and Cosmetic Act [21 USCS § 355(i) or 360j(g)]; or

(iii) authorized for emergency use in accordance with section 564, 564A, or 564B of the Federal Food, Drug, and 
Cosmetic Act [21 USCS § 360bbb-3, 360bbb-3a, or 360bbb-3b].

42 U.S.C. § 247d-6d(i)(7).
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Immunity

“Subject to the other provisions of this section, a 
covered person shall be immune from suit and liability 
under Federal and State law with respect to all claims 
for loss caused by, arising out of, relating to, or 
resulting from the administration to or the use by an 
individual of a covered countermeasure if a declaration 
under subsection (b) has been issued with respect to 
such countermeasure.”

42 U.S.C. § 247d-6d(a)(1).
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Declaration of Public 
Health Emergency for 
COVID-19

85 FR 15198
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Previous Declarations of Public Health Emergencies

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

https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
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Claims Precluded Per the Secretary

Claims precluded by the PREP Act per the Federal Register:

[1] “liability claims alleging negligence by a manufacturer in creating a vaccine;”
[2] “liability claims alleging … negligence by a health care provider in prescribing the wrong dose;” or

[3] “liability claim[s] … such as a slip-and-fall injury or vehicle collision by a recipient receiving a 
countermeasure at a retail store serving as an administration or dispensing location that alleges, for 
example, lax security or chaotic crowd control.”

Claims not precluded by the PREP Act per the Federal Register:

[1] “liability claim alleging an injury occurring at the site that was not directly related to the countermeasure 
activities [], such as a slip and fall with no direct connection to the countermeasure's administration or use.”

85 FR 15198 at 15200.
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Willful Misconduct:

High standard
Shown by clear and convincing evidence
Sole jurisdiction is federal court in D.C.
Plead with particularity
Only for serious injury or death
Verified complaint
Expert affidavit
No regular discovery permitted while motion to dismiss is 
pending
Any damages reduced by collateral source benefits
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Case Law on PREP Act

Parker v. St. Lawrence Cty. Pub. Health Dep’t, 2012 NY Slip Op 
7934, 102 A.D.3d 140, 954 N.Y.S.2d 259 (App. Div. 3rd Dept.);

Kehler v. Hood, No. 4:11CV1416 FRB, 2012 U.S. Dist. LEXIS 
74502, 2012 WL 1945952 (E.D. Mo. May 30, 2012); and

Casabianca v. Mount Sinai Med. Ctr., Inc., 2014 NY Slip Op 
33583(U) (N.Y. Sup. Ct., N.Y. Cty. Dec. 2, 2014).



QUESTIONS?
Contact Information:
Jordan Lipp, Childs McCune, LLC
jlipp@childsmccune.com
720-630-2952
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