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The H1N1 clinical trials vaccine tested are covered under the Public Readiness and 
Emergency Preparedness Act (PREP Act).   Under the PREP Act, covered persons are 
immune from liability actions brought from the administration or use of a covered 
countermeasure that is the subject of a declaration. 
  
On June 15, 2009, HHS secretary Kathleen Sebelius had issued an amendment to the Declaration 
for use of the PREP Act to include the H1N1 vaccines and any associated adjuvants (Federal 
Register, Volume 74, Number 121, Pages: 30294-30297). The PREP Act provides immunity for 
covered persons (such as Manufacturers, Distributers, Program planners and other Qualified 
persons who prescribe, administer or dispense the vaccine) from tort liability, unless the injury 
was caused by willful misconduct. 
 
The PREP Act also authorized a “Covered Countermeasures Process Fund” to provide 
compensation to eligible individuals who suffer specified injuries from administration or use of a 
countermeasure pursuant to the declaration.  Any requests for compensation must be filed within 
one year of administration or use of the countermeasure.  Requests would go to the HRSA 
Preparedness Countermeasures Injury Compensation Program:  
http://www.hrsa.gov/countermeasurescomp/default.htm 
 
Compensation may then be available for medical benefits, lost wages and death benefits to 
eligible individuals for specified injuries in accordance with regulations published by the 
Secretary.  Eligibility for compensation and the injuries for which compensation may be 
available are further defined by regulation. 
 
An individual who suffers a serious physical injury or death from administration and use of the 
vaccine must first seek compensation from the Covered Countermeasures Process Fund.  A 
serious physical injury means an injury that is life threatening, results in, or requires medical or 
surgical intervention to prevent, permanent impairment of a body function or permanent damage 
to body structure.  Any compensation will be reduced by public or private insurance or worker’s 
compensation available to the injured individual. 
 
If no funds have been appropriated to the compensation program, the Secretary does not make a 
final determination on the individual’s request within 240 days, or if the individual decides not to 
accept the compensation, the injured individual or his representative may pursue a tort claim in 
the United States District Court for the District of Columbia, but only if the claim involves 
willful misconduct, is pled with particularity required under the PREP Act, verified, and 
accompanied by an affidavit by a physician who did not treat the individual and certified medical 
records.  Any award is reduced by any public or private insurance or worker’s compensation 
available to the injured individual.  Awards for non-economic damages, such as pain, suffering, 
physical impairment, mental anguish, and loss of consortium are also limited.  If the individual 
accepts compensation, or if there is no willful misconduct, the individual does not have a tort 
claim that can be filed in a United States Federal or a State court. 
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