
Federal and State governments have been responding to the COVID-19 pandemic with sweeping 
legislation. A number of these new laws have impact on pharmaceutical, medical device, and other 
healthcare related manufacturers, distributers and the professionals who utilize them.

COVID-19 IMPACT ON LIFE
SCIENCE PRODUCT LIABILITY

Enacted on March 17, 2020 and is retroactive to February 4, 2020.  It extends to October 1, 2024
with a 12-month extension for disposition and returns
This legislation is the support the Federal government is supplying for the development of
countermeasures in response to the public health emergency.  
The Secretary of Health & Human Services issued a declaration under the PREP Act that provides 
broad liability protection and immunity for those engaged in medical countermeasures to combat 
COVID-19.

THE PUBLIC READINESS AND EMERGENCY PREPAREDNESS ACT (“PREP ACT”) 

The PREP Act defines countermeasures as products such as antivirals, drugs, biologics, diagnostics, 
devices or vaccines used to treat, diagnose, prevent or mitigate COVID-19, SARS-2-COV-2 or a
mutating virus.  
Specifically, countermeasures are qualified pandemic and epidemic products, security
countermeasures, and products authorized for investigational or emergency use.
Covered entities include manufacturers (including component parts), distributors, program managers, 
and healthcare providers authorized to prescribe, administer or dispense countermeasures. 

DEFINITION OF COUNTERMEASURES

The immunity is very expansive and applies to any claim or loss, under Federal or State law that has 
a causal relationship with the administration or use by a covered entity.

This includes fatalities, personal injury, emotional injury, property damage, business interruption, 
and fear of personal injury.  

The immunity applies without regard to the date of occurrence, presentation or discovery of loss, up 
to date of expiration.  
This immunity covers products made for Federal contracts and activities authorized by public health 
and Authority Having Jurisdiction. 

This includes cities, tribal, states and local government.

IMMUNITY



Products need to comply with regulatory obligations and fall within the criteria for “qualified
pandemic or epidemic products” or “security countermeasures” or subject to an Emergency Use 
Authorization (“EUA”) issued by the FDA or HHS Secretary.  
To preserve the immunity, companies should make any proposed modification to existing devices or 
make representations for off-label use in consultation with regulatory agencies and consider obtaining 
an EUA. Whether conduct qualifies for immunity will be determined on a case by case basis.

PREP ACT DOES NOT OVERRIDE FDA

While the PREP Act is far-reaching, it does not override the FDA. 

The Countermeasures Injury Compensation Program (“CICP”) is established to reimburse an injured 
party for medical expenses, lost wages and survivor benefits. The burden is on the claimant to prove 
direct causation between the covered countermeasure and the injury.  
The CICP is the “payor of last resort” after eligibility and benefit calculations are determined and
offset by amounts paid for all other sources like workers compensation or medical benefits.  
There is also an absolute filing deadline of one year from last date of use of the countermeasure.
This will limit injured parties if there is latent manifestation.

COUNTERMEASURES INJURY COMPENSATION PROGRAM (“CICP”)

While the PREP Act provides protections for manufacturers and distributors, injured parties also
have protection imbedded in the PREP Act.  

Defense Production Act (“DPA Act”) authorizes the President to require businesses to accept and 
prioritize contracts for materials deemed necessary for national defense. This has been invoked to 
increase production for masks and ventilators for companies like GM, 3M, and Medtronic. Those who 
receive the order have immunity.
Coronavirus Aid, Relief, and Economic Security Act (“CARES Act”) provides Federal and State 
immunity for professionals providing healthcare services in response to public health emergencies, 
as a volunteer.
Family First Coronavirus Response Act (“Response Act”) amends “covered countermeasures” to 
include National Institute for Occupational Safety and Health (“NIOSH”) approved respiratory 
protective devices that HHS determines to be a priority. This includes the N95 masks. This provision 
are for products used from January 27, 2020 to October 1, 2024.

OTHER PROTECTIONS

There are also protections provided in other legislation recently enacted.



The focus of the Act is to permit special use drugs and medical products during the pandemic.  
The Act provides express preemption of state tort law and restricts the venue of cases against
manufacturers to the US District Court in DC.  
State cases will be removed to Federal Court and will eliminate litigation hellholes.
Discovery in pending cases will be stayed until the court rules on the defense’s Motion to Dismiss. 
This will significantly reduce legal expenses.  
Additionally, there is no collateral source rule so medical paid by other sources cannot be recovered.

PREP ACT BENEFITS FOR MANUFACTURERS & DISTRIBUTORS

There are a number of positive benefits for manufacturers and distributors.  

While the immunity is broad, there are potential exceptions. Mainly, if there is no immunity if the activities are 
willful or gross negligence. This could include recklessness, fraud, misrepresentation or concealment. The 
immunity is granted only for use that is authorized by the government or Authority Having Jurisdiction. There
is no immunity if the manufacturer substitutes non-medical grade material or the product was made for 
another purpose other than a pandemic countermeasure. The immunity does not apply to foreign claims.

KEY TAKEAWAYS

The key takeaways from these new laws is that the government is supporting innovation and increased 
production. Manufacturers should continue to employ reasonable care in product development,
marketing, sales, and distribution. Record keeping regarding lot numbers and manufacturing dates
should be rigorous due to the time limitations included in the protections.  

Manufacturers should develop a formal process for possible remedial measures, if they are needed. This 
includes the potential for product or warning modifications or the possibility of a product recall. Reporting
to regulatory agencies should be maintained as well as a means to monitor the activity of products, their 
use, and results. Communications with insurance companies, distributors and sales personnel will avoid 
confusion and result in preparedness if there are issues that arise from the increased sales.
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