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PUBLIC READINESS AND EMERGENCY PREPAREDNESS ACT

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
The Public Readiness and Emergency Preparedness Act of 2005 (PREP Act) [footnoteRef:1] authorizes the Health and Human Services (HHS) Secretary to issue a declaration that provides immunity from liability to specified actors for claims of loss caused by or related to countermeasures (e.g., vaccines, drugs, devices) against diseases or other threats which have been determined by the HHS Secretary to be a public health emergency or pose a credible threat of a public health emergency.[footnoteRef:2] A PREP Act declaration is different from, and independent of, other federal emergency declarations. A separate public health emergency determination under Public Health Service Act Section 319 or another statute is not required for PREP Act immunities to take effect unless the language of the PREP Act declaration conditions it effect on other determinations or declarations.[footnoteRef:3] [1: Footnotes will be streamlined and edited to a style guide once text is finalized
 Public Readiness and Emergency Preparedness Response Act of 2005, Pub. L. No. 109-148. Codified in the Public Health Service Act at 42 U.S.C. §247d-6d and §247d-6e.]  [2:  HHS Office of the Assistant Secretary of Preparedness and Emergency Response. “Public Readiness and Emergency Preparedness Act Questions and Answers” webpage. Webpage last reviewed September 05, 2019. Retrieved from https://www.phe.gov/Preparedness/legal/Pages/phe-qa.aspx.]  [3:  HHS Office of the Assistant Secretary of Preparedness and Emergency Response. “Public Readiness and Emergency Preparedness Act Questions and Answers” webpage. Webpage last reviewed September 05, 2019. Retrieved from https://www.phe.gov/Preparedness/legal/Pages/phe-qa.aspx.] 
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[bookmark: _Hlk47558991]The PREP Act added new authorities to the Public Health Service Act to address concerns about potential liability associated with the development and administration of countermeasures. The Coronavirus Aid, Relief, and Economic Security (CARES) Act, signed into law on March 27, 2020, clarified and amended provisions of the Public Health Service Act related to the PREP Act, among other things.[footnoteRef:4] As of April 2020, there are ten active PREP Act declarations, including the most recent one related to COVID-19.[footnoteRef:5] In supplement to the COVID-19 declaration, HHS’s Office of General Counsel issued an omnibus advisory opinion on April 14, 2020, to “…address most questions and concerns about the scope of PREP Act immunity during the Coronavirus disease 2019 (COVID-19) pandemic.”[footnoteRef:6] The OGC issued the opinion to address frequent questions it received regarding the scope of PREP Act coverage and aspects of COVID-19 response, specifically, “…whether a medical product is a covered countermeasure, whether a person is a covered person, and whether a specific activity qualifies as use or administration of a covered countermeasure.”[footnoteRef:7] On May 19, 2020, the OGC issued a second opinion about the scope of the COVID-19 PREP Act declaration regarding preemption of state pharmacy licensing laws related to COVID-19 testing.[footnoteRef:8] In that opinion, the OGC concluded that “… the PREP Act, in conjunction with the Secretary’s March 10, 2020 declaration, preempts any state or local requirement that prohibits or effectively prohibits a pharmacist from ordering and administering a COVID-19 diagnostic test that the Food and Drug Administration (FDA) has authorized.”[footnoteRef:9] [4:  Pub. L. No. 116-136. For a summary of the CARES Act, see ASTHO Legislative Alert (April 3, 2020). Retrieved from https://astho.informz.net/informzdataservice/onlineversion/ind/bWFpbGluZ2luc3RhbmNlaWQ9MjkyNDgzMiZzdWJzY3JpYmVyaWQ9Mzg3NTk0OTU1.]  [5:  The current declarations related to countermeasures for COVID-19; Ebola vaccines and therapeutics; nerve agents and certain insecticides; Zika virus; pandemic influenza/H1N1; anthrax; acute radiation syndrome; botulinum toxin; and smallpox. See HHS Office of the Assistant Secretary of Preparedness and Emergency Response. “Public Readiness and Emergency Preparedness Act” website. Webpage last reviewed April 15, 2020. Retrieved from https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx. ]  [6:  HHS Office of General Counsel. Advisory Opinion on The Public Readiness and Emergency Preparedness Act and The March 10, 2020 Declaration Under the Act. April 14, 2020. Retrieved from https://www.hhs.gov/sites/default/files/prep-act-advisory-opinion-april-14-2020.pdf. ]  [7:  HHS Office of General Counsel. Advisory Opinion on The Public Readiness and Emergency Preparedness Act and The March 10, 2020 Declaration Under the Act. April 14, 2020. Retrieved from https://www.hhs.gov/sites/default/files/prep-act-advisory-opinion-april-14-2020.pdf. ]  [8:  HHS Office of General Counsel. Advisory Opinion 20-02 On the Public Readiness and Emergency Preparedness Act and the Secretary’s Declaration Under the Act. May 19, 2020. Retrieved from https://www.hhs.gov/sites/default/files/advisory-opinion-20-02-hhs-ogc-prep-act.pdf.]  [9:  HHS Office of General Counsel. Advisory Opinion 20-02 On the Public Readiness and Emergency Preparedness Act and the Secretary’s Declaration Under the Act. May 19, 2020. Retrieved from https://www.hhs.gov/sites/default/files/advisory-opinion-20-02-hhs-ogc-prep-act.pdf.] 


This document addresses below: (1) the necessary conditions for issuing a PREP Act declaration; (2) content and duration of the declaration; (3) liability protections provided by the act; and (4) limits on immunity and compensation for injury. Aspects of the HHS OGC opinions are incorporated into this document in relevant sections.

PREP Act Declarations Requirements
Before issuing a PREP Act declaration, the HHS Secretary must determine that a disease, health condition, or threat to health constitutes a public health emergency or that there is a credible risk of a future public health emergency from a disease, condition, or threat to health.[footnoteRef:10] Once the secretary has made such a determination, the secretary may issue a declaration specifying the manufacture, testing, development, distribution, administration, or use of one or more covered countermeasures and that PREP Act liability protections apply to the activities identified.[footnoteRef:11]  [10:  42 U.S.C. §247d-6d(b)(1).]  [11:  42 U.S.C. §247d-6d(b)(1).] 


The PREP Act specifies the items the HHS Secretary must identify for each covered countermeasure noted in the declaration: 
· Diseases/Conditions Covered – The category of diseases, health conditions, or health threats for which the secretary recommends the administration or use of the countermeasure.[footnoteRef:12] [12:  42 U.S.C. §247d-6d(b)(2)(a).] 

· Effective Time Period – The effective time period(s) of the declaration may be designated by dates, milestones, or other descriptive events such as, among other things, the development or distribution of a covered countermeasure.[footnoteRef:13] The act provides the secretary with flexibility to designate different effective time periods for different covered persons to address logistical, practical, or other differences in responsibilities.[footnoteRef:14] The secretary is also empowered to determine another date after the specified end date listed in the declaration to allow for a reasonable period for the manufacturer of a countermeasure to arrange for disposition of the covered countermeasure, including the return of the product to the manufacturer, and for covered persons to limit administration or use of the covered countermeasure.[footnoteRef:15] Finally, if a covered countermeasure included in the strategic national stockpile (SNS) was also the subject of a PREP Act declaration at the time it was obtained for the SNS, the declaration’s effective period should include a time period when the countermeasure is used pursuant to a release from the stockpile.[footnoteRef:16] [13:  42 U.S.C. §247d-6d(b)(2)(B) references the factors listed in 42 U.S.C. §247d-6d(b)(6) as examples of other descriptive events the secretary may consider when specifying a time period(s) for a PREP act declaration: 
(6) Factors to be considered. In deciding whether and under what circumstances or conditions to issue a declaration under paragraph (1) with respect to a covered countermeasure, the Secretary shall consider the desirability of encouraging the design, development, clinical testing or investigation, manufacture, labeling, distribution, formulation, packaging, marketing, promotion, sale, purchase, donation, dispensing, prescribing, administration, licensing, and use of such countermeasure.]  [14:  42 U.S.C. §247d-6d(b)(3)(A).]  [15:  42 U.S.C. §247d-6d(b)(3)(B).]  [16:  42 U.S.C. §247d-6d(b)(3)(C).] 

· Population Covered – The population(s) of individuals receiving the countermeasure, including specifying that the declaration applies without geographic limitation to all individuals.[footnoteRef:17] [17:  42 U.S.C. §247d-6d(b)(2)(C).] 

· Geographic Area Covered – Any limitations on the geographic areas(s) for which immunity is in effect, including specifying that the declaration applies without geographic limitation.[footnoteRef:18] Regarding the covered population(s), the secretary may also determine if the declaration applies only to individuals physically present in the covered geographic area(s) or if it also applies to individuals who have a connection to the area(s) as described in the declaration.[footnoteRef:19] [18:  42 U.S.C. §247d-6d(b)(2)(D).]  [19:  42 U.S.C. §247d-6d(b)(2)(D).] 

· Means of Distribution –The HHS Secretary must determine if the act’s immunity provisions are effective only for a specific means of distribution for obtaining the countermeasure and what those means of distribution are.[footnoteRef:20]  [20:  42 U.S.C. §247d-6d(b)(2)(E).] 


The secretary is authorized to amend a PREP Act declaration by publishing the amendment in the Federal Register.[footnoteRef:21] However, the amendment cannot retroactively limit the applicability of the PREP Act’s immunity provisions regarding the administration or use of the covered countermeasure.[footnoteRef:22] The secretary is required to report to Congress within 30 days of making a PREP declaration or amending one.[footnoteRef:23] [21:  42 U.S.C. §247d-6d(b)(4).]  [22:  42 U.S.C. §247d-6d(b)(4).]  [23:  42 U.S.C. §247d-6d(b)(9).] 


It is also important to note that the PREP Act expressly limits judicial review by federal or state courts of any action by the secretary in making the declaration.[footnoteRef:24] It also preempts state law during the effective period of the declaration or at any time conduct was undertaken in accordance with the declaration.[footnoteRef:25] Specifically, no state or political subdivision can create or enforce a law that differs or conflicts with the PREP Act and that relates to the covered countermeasures.[footnoteRef:26] This position was again reiterated in the May 19, 2020, HHS OGC advisory opinion concluding that state laws could not preempt the PREP Act or the HHS Secretary’s declaration relating to pharmacies ordering and administering COVID-19 tests.[footnoteRef:27] [24:  42 U.S.C. §247d-6d(b)(7).]  [25:  The PREP Act’s preemption provisions have been addressed by a 2012 state appellate court decision in Parker v St. Lawrence County Pub. Health Dept. (102 A.D.3d 140). The St. Lawrence County, New York, Public Health Department was sued by a parent whose child was administered an H1N1 influenza vaccine in a school-based event during an influenza pandemic despite the parent not completing a consent form. The plaintiff parent sued the county alleging negligence and battery. The county moved to dismiss the action, arguing that the plaintiff lacked subject matter jurisdiction because the action was preempted by the federal PREP Act. The trial court denied the county’s motion finding that PREP Act protections do not extend to situations in which a governmental entity administers a drug without consent. On appeal, the appellate court overturned the lower court holding that the parent’s claim arose out of, and was causally related to, the administration of a covered countermeasure under the PREP Act and were therefore preempted by the Act.]  [26:  42 U.S.C. §247d-6d(b)(8).]  [27:  HHS Office of General Counsel. Advisory Opinion 20-02 On the Public Readiness and Emergency Preparedness Act and the Secretary’s Declaration Under the Act. May 19, 2020. Retrieved from https://www.hhs.gov/sites/default/files/advisory-opinion-20-02-hhs-ogc-prep-act.pdf.] 


Liability Protections
The PREP Act confers immunity from liability on covered persons for certain activities related to covered countermeasures for which a PREP Act declaration has been issued.[footnoteRef:28] The act creates a rebuttable presumption that that any administration or use of a covered countermeasure during the effective period of a PREP Act declaration was for the category of diseases, conditions, or threats to health for which the declaration was issued.[footnoteRef:29] [28:  42 U.S.C. §247d-6d(a)(1).]  [29:  42 U.S.C. §247d-6d(a)(6).] 

· [bookmark: _Hlk47559691]Persons Covered—PREP Act immunity covers individual persons and entities.[footnoteRef:30] Covered persons include the U.S. government, manufacturers, distributors, program planners (i.e., state, tribal, local and territorial entities and individuals involved in planning or administering programs for the distribution of countermeasures)[footnoteRef:31], and qualified persons who prescribe, administer, or dispense countermeasures (i.e., healthcare and other providers).[footnoteRef:32] U.S. officials, agents, or employees of any of these entities or persons are also covered persons.[footnoteRef:33] The April 2020 HHS OGC PREP ACT/COVID-19 advisory opinion notes that “…a person who complies with all other requirements of the PREP Act and the conditions of the Secretary’s declaration will not lose PREP Act immunity—even if the person at issue is not a covered person—if the entity or individual reasonably could have believed that the person was a covered person”.[footnoteRef:34] HHS OGC further observes that “…covered persons should take, and document, reasonable precautions under the current emergent circumstances to facilitate the safe use or administration of covered countermeasures and to make those documents publicly and easily available.”[footnoteRef:35] [30:  42 U.S.C. §247d-6d(i)(2).]  [31:  The act specifically defines the term ‘program planner’ as: 
[A] State or local government, including an Indian tribe, a person employed by the State or local government, or other person who supervised or administered a program with respect to the administration, dispensing, distribution, provision, or use of a security countermeasure or a qualified pandemic or epidemic product, including a person who has established requirements, provided policy guidance, or supplied technical or scientific advice or assistance or provides a facility to administer or use a covered countermeasure in accordance with a declaration under [the Act]. 42 U.S.C. §247d-6d(i)(6).]  [32:  42 U.S.C. §247d-6d(i)(2). The act also defines “distributor”, “manufacturer”, “person”, and “qualified person” at 42 U.S.C. §247d-6d(i)(3) - §247d-6d(i)(5) and §247d-6d(i)(8).]  [33:  42 U.S.C. §247d-6d(i)(2).]  [34:  HHS Office of General Counsel. Advisory Opinion on The Public Readiness and Emergency Preparedness Act and The March 10, 2020 Declaration Under the Act. April 14, 2020. Retrieved from https://www.hhs.gov/sites/default/files/prep-act-advisory-opinion-april-14-2020.pdf.]  [35:  HHS Office of General Counsel. Advisory Opinion on The Public Readiness and Emergency Preparedness Act and The March 10, 2020 Declaration Under the Act. April 14, 2020. Retrieved from https://www.hhs.gov/sites/default/files/prep-act-advisory-opinion-april-14-2020.pdf.] 

· Countermeasures Covered—Countermeasures can include drugs, biological products (e.g., vaccines), or medical devices to be used against chemical, biological, radiological, and nuclear (CBRN) agents of terrorism, epidemics, and pandemics. Covered countermeasures also include qualified pandemic or epidemic products and security countermeasures as defined in the act.[footnoteRef:36] A qualified pandemic or epidemic product is a drug, biological product, or device to diagnose, prevent, treat, cure or limit the harm of a pandemic or epidemic.[footnoteRef:37] A security countermeasure covers drugs, devices, or products that diagnose, mitigate, prevent, or treat harm from any biological, chemical, radiological, or nuclear agent identified as a material threat.[footnoteRef:38] The CARES Act amended the PREP Act to add respiratory protective devices to the list of covered countermeasures if they are approved by NIOSH and the HHS secretary determines they are a priority for use during a public health emergency declared by the Secretary under section 319 of the Public Health Service Act.[footnoteRef:39] Additionally, the HHS OGC PREP ACT/COVID-19 advisory opinion states that “…an entity or individual who complies with all other requirements of the PREP Act and the conditions of the Secretary’s declaration will not lose PREP Act immunity—even if the medical product at issue is not a covered countermeasure—if that entity or individual reasonably could have believed that the product was a covered countermeasure”.[footnoteRef:40] [36:  42 U.S.C. §247d-6d(i)(1). ]  [37:  42 U.S.C. §247d-6d(i)(7)(A)(i). This definition also includes products that address serious or life-threatening conditions caused by pandemic or epidemic products defined in 42 U.S.C. §247d-6d(i)(7)(A)(i), as well as products to enhance the effectiveness of pandemic or epidemic products or those addressing conditions arising from their use. 42 U.S.C. §247d-6d(i)(7)(A)(ii) – (iii).]  [38:  42 U.S.C. §247d-6d(i)(9). The act adopts the same definition of “security countermeasures” as is contained in 319F-2(c)(1)(B) [42 U.S.C. §247d-6b(c)(1)(B)].]  [39:   Pub. Law No. 116-136, §3103.]  [40:  HHS Office of General Counsel. Advisory Opinion on The Public Readiness and Emergency Preparedness Act and The March 10, 2020 Declaration Under the Act. April 14, 2020. Retrieved from https://www.hhs.gov/sites/default/files/prep-act-advisory-opinion-april-14-2020.pdf.] 

· Time Period, Threats, and Locations Covered —To be covered by PREP Act immunity, a covered countermeasure must be administered or used during the effective period of the declaration for that countermeasure.[footnoteRef:41] The countermeasure must be administered or used for the category of diseases, conditions, or threats to health specified in the declaration.[footnoteRef:42] Additionally, for program planners or qualified person to be covered by immunity, the countermeasure must be administered to or used by an individual who is in the population specified by the declaration and who is physically present in the geographic area specified by the declaration or had a connection to such area specified in the declaration at the time of administration.[footnoteRef:43] This geographic restriction does not apply in the case of manufacturers or distributors of a covered countermeasure, who are covered regardless of the location of administration or use.[footnoteRef:44] [41:  42 U.S.C. §247d-6d(a)(3)(A).]  [42:  42 U.S.C. §247d-6d(a)(3)(B).]  [43:  42 U.S.C. §247d-6d(a)(4)(B).]  [44:  42 U.S.C. §247d-6d(a)(4)(A).] 

· Activities Covered — Immunity applies to the development, manufacture, testing, distribution, administration, and use of countermeasures. The act covers a countermeasure regardless of whether it was acquired by donation, commercial sale, or other means of distribution, unless the declaration states that coverage only applies to countermeasures obtained through a particular means of distribution.[footnoteRef:45] [45:  42 U.S.C. §247d-6d(a)(5).] 

· Claims Covered—The act provides immunity from liability except for willful misconduct.[footnoteRef:46] PREP Act immunity covers claims for death and physical, mental, or emotional injury, illness, or disability and the fear of these conditions.[footnoteRef:47] Liability protections also extend to claims made for medical monitoring as well as loss or damage to property, including business interruption.[footnoteRef:48] Claims that have a causal relationship to the development, distribution, administration, or use of the covered countermeasures are included within the scope of PREP Act liability protections. [footnoteRef:49]   [46:  42 U.S.C. §247d-6d(c). ]  [47:  42 U.S.C. §247d-6d(a)(2)(A).]  [48:  42 U.S.C. §247d-6d(a)(2)(A).]  [49:  42 U.S.C. §247d-6d(a)(2)(B). ] 


Limitations on Immunity
A PREP Act declaration by the HHS Secretary only provides immunity from liability for the persons, activities, and countermeasures specified in the declaration; it does not automatically protect everyone involved in any kind of medical response to an emergency. The act’s liability protections do not apply where the liability arose from willful misconduct.[footnoteRef:50] The PREP Act defines “willful misconduct” as an act or failure to act that is taken: 1) intentionally to achieve a wrongful purpose; 2) knowingly without legal or factual justification; and 3) in disregard of a known or obvious risk that is so great as to make it highly probable that the harm will outweigh the benefit.[footnoteRef:51] The PREP Act does not confer any other immunities or liability protections. [50:  42 U.S.C. §247d-6d(d). The act also states that a program planner or qualified person has not engaged in “willful misconduct” as a matter of law if the planner/qualified person acted consistent with applicable guidelines or recommendations by the HHS Secretary regarding a covered countermeasure specified in a PREP Act declaration if either the HHA Secretary, or a State or local health authority, “was provided with notice of information regarding serious physical injury or death from the administration or use of a covered countermeasure that is material to the plaintiff’s alleged loss within 7 days of the actual discovery of such information by such program planner or qualified person.” 42 U.S.C. §247d-6d(c)(4).]  [51:  42 U.S.C. §247d-6d(c)(A).] 


The PREP Act contains detailed provisions for suing to challenge the claims of immunity by a covered person. The act rests exclusive federal jurisdiction in the United States District Court for the District of Columbia but allows for the choice of law governing substantive issues to be the state in which the alleged willful misconduct occurred, unless such law is inconsistent with or preempted by federal law. [footnoteRef:52] [52:  42 U.S.C. §247d-6d(e)(1). ] 


Compensation Fund
The PREP Act authorizes an emergency fund in the U.S. Treasury to provide compensation for injuries directly caused by administration or use of a countermeasure covered by the secretary’s declaration.[footnoteRef:53] The Countermeasures Injury Compensation Program (CICP) is administered by the Health Resources and Services Administration (HRSA).[footnoteRef:54] Claims must be filed within one year of administration or use of a covered countermeasure.[footnoteRef:55] Eligible countermeasures include certain influenza vaccines, antivirals, respiratory protection and support devices, and anything to identify, prevent, or treat smallpox, anthrax, botulinum toxin, and acute radiation syndrome.[footnoteRef:56] Claims for injuries from seasonal influenza vaccine are administered through the National Vaccine Injury Compensation Program (VICP).[footnoteRef:57] [53:  42 U.S.C. §247d-6e.]  [54:  The final rule governing the submission and review of claims to the CICP was issued by HRSA in October 2011. Interim Final Rule, 75 FR 63656, 63675, Oct. 15, 2010. Final Rule confirmed at 76 FR 62306, 62308, Oct. 7, 2011. Codified at 42 CFR Part 110.]  [55:  Health Resources and Services Administration. “Countermeasures Injury Compensation Program: FAQ” webpage. Retrieved from https://www.hrsa.gov/cicp/faq/index.html.]  [56:  Health Resources and Services Administration. “Countermeasures Injury Compensation Program” Factsheet. Retrieved from https://www.hrsa.gov/sites/default/files/hrsa/cicp/cicpfactsheet.pdf.]  [57:  Health Resources and Services Administration. “Countermeasures Injury Compensation Program” webpage. Retrieved from  https://www.hrsa.gov/cicp/about/index.html.] 
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