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Disclaimer

• This presentation discusses only general legal concepts. Its purpose is 
to provide participants with information on topics of general interest.  
Nothing in this discussion shall be construed so as to create, offer, or 
memorialize the existence of an attorney-client relationship with any 
participant. The content should not be considered legal advice or 
opinion because it may not apply to the all of the specific facts of a 
particular matter. 

• In addition, the rules and law surrounding these are in a constant state 
of flux.  What may be true today, might not be true tomorrow.

Scope of Discussion

• Background on the PREP Act and COVID-19

• The HHS Declaration and what it means generally

• Cases involving immunity historically arising from PREP Act 
Declarations

• How the present Declaration is likely to be applied to our current 
situation
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Rise of COVID-19 and Response

• WHO declared COVID-19 a pandemic

• Rush to test cases of COVID-19

• Need for personal protective equipment for medical treaters

• Identification, testing, and use of various treatments to COVID-19

• Development and testing of potential vaccines

PREP ACT Basics

• Enacted in 2005 in response to the SARS epidemic

• The PREP Act authorizes the Secretary of the Department of Health and Human 
Services to issue a PREP Act Declaration that provides immunity from liability for 
any loss caused, arising out of, relating to, or resulting from administration or use of 
countermeasures to diseases, threats, and conditions determined in the Declaration 
to constitute a present or credible risk of a future public health emergency.

• In general, the liability immunity applies to entities and individuals involved in the 
development, manufacture, testing, distribution, administration, and use of medical 
countermeasures described in a Declaration.

• The PREP Act authorizes a fund in the United States Treasury to provide 
compensation to eligible individuals for serious physical injuries or deaths directly 
caused by administration or use of a countermeasure covered by the Declaration. 

Pertinent Amendments to the PREP Act

• The PREP Act was amended by the Pandemic and All-Hazards 
Preparedness Reauthorization ACT (PAHPRA) in 2013.

• PAHPRA added key sections (564A and 564B) to the Food Drug & 
Cosmetic Act which amends “covered countermeasures” to include 
products intended to enhance the use or effect of drugs or devices 
used against a pandemic or against adverse events from these 
products.
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HHS Declaration Under the PREP Act in Response to 
COVID-19 Pandemic

• The Declaration issued by HHS Secretary, effective February 4, 2020, 
provides certain individuals and entities (“Covered Persons”) with 
immunity from suit and liability under Federal and State law against all 
claims for loss caused by, arising out of, relating to, or resulting from 
the administration to or the use of “covered countermeasure” by way of 
a “Recommended Activity,” except for willful misconduct

• Similar declarations have been used to respond to other epidemics and 
pandemics including Zika, Ebola and H1N1 influenza.

Who Are Covered Persons?

• Covered Persons under the Declaration include manufacturers, distributors, 
program planners, and other qualified persons. 

• “Manufacturer” means and can include contractors, subcontractors, affiliates, 
suppliers or licensers of products, intellectual property, services, research 
tools, or components used to design, develop, test, investigate, or 
manufacture a countermeasure

• “Distributor” means persons and entities engaged in the distribution of drugs, 
biologics, or devices, including manufacturers, re-packers, common carriers, 
jobbers, brokers, warehouses, independent wholesale drug traders, and 
retail pharmacies.

Covered Persons, Continued

• “Qualified persons” include licensed health care professionals and other 
individuals authorized to prescribe, administer, or dispense countermeasures 
including volunteers, agents, and employees of any of these entities or 
persons.

• “Program planners” include state and local government officials who 
supervise or administer a program with respect to covered countermeasures.  
This includes persons who provide policy guidance, supply technical or 
scientific advice, or assist facilities in the administration of covered 
countermeasures.  A private sector employer or community group could be 
program planners if carrying out recommended activities.
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What is a Recommended Activity Under the Declaration?

• Under the COVID-19 Declaration, the HHS Secretary has declared “the 
manufacture, testing, development, distribution, administration, and 
use of the Covered Countermeasures” are Recommended Activities.

• Accordingly, each of these activities falls within the scope of the offered 
immunity.

What are Covered Countermeasures?

• Covered Countermeasures include:
• any antiviral, any other drug, any biologic, any diagnostic, any other device, or 

any vaccine, used to treat, diagnose, cure, prevent, or mitigate COVID-19, or the 
transmission of SARS-CoV-2 or a virus mutating therefrom, or 

• any device used in the administration of any such product, and all components 
and constituent materials of any such product.

• Covered Countermeasures must be:
• “qualified pandemic or epidemic products,”
• “security countermeasures,” or 
• drugs, biological products, or devices authorized for investigational or emergency 

use, as those terms are defined in the PREP Act, the FD&C Act, and the Public 
Health Service Act.

What Is A Qualified Pandemic or Epidemic Product?

• To be a qualified pandemic or epidemic product, a drug device or biologic must be 
manufactured, used, designed, developed, modified, licensed or procured 
• to diagnose, mitigate, prevent, treat, or cure a pandemic or epidemic, or limit the harm such a 

pandemic or epidemic might otherwise cause;
• mitigate, prevent, treat, or cure a serious or life-threatening disease or condition caused by such a 

drug, biological product or device; or
• enhance the use or effect of these drugs, biological products or devices

• These products are further limited in that they must be:
• Approved, licensed or cleared by FDA; 
• Authorized for emergency use by FDA;
• Permitted to be used pursuant to Federal law in conditions inconsistent with its approval, 

clearance, or licensing; 
• Shipped and held by a government agency or someone working on that agency’s behalf for 

emergency use only when authorized, or 
• Exempted by FDA for use as an investigational drug or device under research for possible use to 

diagnose, mitigate, prevent, treat, cure or limit harm of a pandemic or epidemic or life-threatening 
condition caused by such a drug or device.
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What Is A Security Countermeasure?

• To be a security countermeasure, a drug, device, or biologic must be 
determined by the Secretary of the Department of Health and Human 
Services to be a priority to diagnose, prevent, or treat any harm from 
any biological agent determined to be a material threat by the 
Secretary of Homeland Security; and
• Approved or cleared by FDA;

• Licensed by FDA;

• May reasonably be determined to qualify for approval or licensing within eight 
years after HHS decides to purchase the countermeasure; or

• Authorized for emergency use by FDA.

The Key Limitation Regarding Covered Countermeasures:

• Covered Countermeasures must be approved, cleared or licensed 
under an applicable section of the Food, Drug & Cosmetic Act (drugs 
or devices) or the Public Health Service Act (biologics), or authorized 
for emergency use under Section 564, 564A or 564B of the FD&C Act.

FDA Emergency Use Authorization (EUA):

• FDA may issue an EUA for an unapproved drug, biological product, or device; or for an 
unapproved use of a drug, biological product or device following a Declaration by the 
Secretary of Health and Human Services that the circumstances justify such authorization, 
upon a finding that:
• the agent specified in the declaration of emergency can cause a serious or life-threatening disease 

or condition;

• based on the totality of scientific evidence available, it is reasonable to believe that the product may 
be effective in diagnosing, treating, or preventing the serious or life-threatening disease or condition, 
or a serious or life-threatening disease or condition caused by a product authorized approved, 
cleared, or licensed by FDA for diagnosing, treating, or preventing the disease or condition;

• the known and potential benefits of the product outweigh the known and potential risks of the product 
when used to diagnose, prevent, or treat the serious or life-threatening disease or condition, taking 
into consideration the material threat posed by the agent or agents identified in a declaration by the 
DHS Secretary, if applicable; and

• there is no adequate, approved, and available alternative to the product for diagnosing, preventing, 
or treating such serious or life-threatening disease or condition.
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Former/Retired Physicians and Nurses Called to “Dust Off 
Their Scrubs”

• Executive Orders
– New York:

• Sections 6512 through 6516, and 6905, 6906 and 6910 of the Education Law and Part 64 of Title 8 of the NYCRR, to the extent necessary to 
allow registered nurses, licensed practical nurses, and nurse practitioners licensed and in current good standing in any state in the United States 
to practice in New York State without civil or criminal penalty related to lack of licensure

• Subdivision (3) of Section 6902 of Education Law, and any associated regulations, including, but not limited to, Section 64.5 of Title 10 of the 
NYCRR, to the extent necessary to permit a nurse practitioner to provide medical services appropriate to their education, training and experience, 
without a written practice agreement, or collaborative relationship with a physician, without civil or criminal penalty related to a lack of written 
practice agreement, or collaborative relationship, with a physician

• Subdivision 5 of Section 6907 of the Education Law and associated regulation, to the extent necessary to permit graduates of registered 
professional nurse and licensed practical nurse licensure qualifying education programs registered by the State Education Department to be 
employed to practice nursing under the supervision of a registered professional nurse and with the endorsement of the employing hospital or 
nursing home for 180 days immediately following graduation

– Oklahoma: 
• to the extent necessary to allow registered nurses, licensed practical nurses, and nurse practitioners licensed and in current good standing in any 

state in the United States to practice in Oklahoma without civil or criminal penalty related to lack of licensure

– Texas: 
• This will allow temporary permit extensions for practicing or graduate nurses. Nurses who are retired or have expired licenses will be able to work 

as well.

What Is the Scope of Immunity?

• The period of immunity is from the effective date to October 1, 2024 or 
until the declared end of the public health emergency.

• Immunity applies to any claim for loss that has a causal relationship 
with the administration to or use by an individual of a covered 
countermeasure.

• “Loss” include death, personal injury, fear of personal injury, medical 
monitoring, property damage, and business interruption loss.

• Immunity protects Covered Persons “from suit and liability under 
Federal and State law.”

• Willful misconduct is the sole exception to immunity.

What Is “Willful Misconduct” Under the PREP Act?

• The PREP Act defines “willful misconduct” as an act or omission that is 
taken
– (i) intentionally to achieve a wrongful purpose; 

– (ii) knowingly without legal or factual justification; and 

– (iii) 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. 

• A plaintiff has the burden of proving willful misconduct by clear and 
convincing evidence.
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How Is Immunity Raised As a Defense In Practice & 
What Legal Remedies Are Available?

• If a covered person is sued for liability, they may raise a variety of 
defenses including:
• Federal immunity under the PREP Act;

• Federal preemption; and

• Challenge to the court’s subject-matter jurisdiction based upon the alternative 
remedy provided under the CIPC

• The PREP Act also provides a rebuttable presumption that any 
administration or use…of a covered countermeasure shall have been 
for the category or categories of diseases, health conditions, or threats 
to health with respect to which such declaration was issued.

The Countermeasure Injury Compensation Program (CICP)

• As permitted under the PREP Act, the Declaration invokes the 
Countermeasure Injury Compensation Program.

• This provides benefits to eligible individuals who sustain a serious 
physical injury or die as a direct result of administration or use of a 
Covered Countermeasure.

• Under the Declaration, to provide “direct causation” a claimant must 
show “compelling, reliable, valid, medical, and scientific evidence” of 
medical causation.

• The CICP fund is intended to provide compensation to individuals who 
could have recovered from injuries caused by a Covered 
Countermeasure, but for the PREP Act immunity.

PREP Act Immunity in Practice

• Bruesewitz v. Wyeth LLC, 562 U.S. 223, (2011)

• Kehler v. Hood, 2012 U.S. Dist. LEXIS 74502 (E.D. Mo. 2012)

• Parker v. St. Lawrence County Pub. Health Dept.,102 A.D.3d 140 (New 
York 2012) 

• Casabianca v. Mount Sinai Med. Ctr, Inc., 2014 N.Y. Misc. LEXIS 
5998, (2014)
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PREP Act Immunity and Current Issues for Drug & Device 
Manufacturers

COVID-19 Test Kits: Manufacturer Immunity

COVID-19 Person Protective Equipment – Manufacturer 
Immunity
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Special Protection For Face Masks:

• On March 18, 2020, the President signed into law, the Families First 
Coronavirus Response Act (“Families First Act”).

• The Families Act amends the Prep Act’s definition of Covered 
Countermeasures to include personal respiratory protective devices that are:
• approved by the National Institute for Occupational Safety and Health (“NIOSH”)

• subject to the emergency use authorization issued by the Secretary on March 2, 2020, or 
subsequent emergency use authorizations, and

• used during the period beginning on January 27, 2020, and ending on October 1, 2024

• The Families Act extends the PREP Act immunity to the more readily 
available NIOSH approved face masks, where previously the PREP Act 
immunity only applied to FDA approved masks.

CDC: When No Facemasks Are Available, Options Include

• Exclude HCP at higher risk for severe illness from COVID-19 from 
contact with known or suspected COVID-19 patients.

• Designate convalescent HCP for provision of care to known or 
suspected COVID-19 patients.

• Use a face shield that covers the entire front (that extends to the chin 
or below) and sides of the face with no facemask.

• Consider use of expedient patient isolation rooms for risk reduction.

• Consider use of ventilated headboards.

• HCP use of homemade masks:(e.g., bandana, scarf).

COVID-19 Treatments: Manufacturer Immunity
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PREP Act Immunity and Current Issues for Medical 
Treaters

COVID-19 Test Kits: Malpractice Immunity

COVID-19 Treatments: Malpractice Immunity
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