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The PREP Act grants sweeping
legal immunity while providing
no real remedy to those the
countermeasures injure.
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s trial lawyers, we fight to uphold
the rule of law. Passed in 2005, the
Public Readiness and Emergency
Preparedness (PREP) Act challenges
that commitment. Although the PREP
Actis intended to encourage the rapid development
and deployment of medical countermeasures
(vaccines, drugs, devices) during public health
emergencies, it grants sweeping legal immunity to
manufacturers, administrators, and sellers of covered
countermeasures—while providing no real remedy
to those the countermeasures injure.!

The act provides a single exception: an exclusive
federal cause of action for death or serious physical
injury proximately caused by willful misconduct.?
That claim must be filed in the U.S. District Court for
the District of Columbia, pleaded with particularity
under oath, supported by a physician’s affidavit, and
proven by clear and convincing evidence before a
three-judge panel.?

In February 2020, the Secretary of Health
and Human Services (HHS) invoked the PREP
Act and declared COVID-19 a public health
emergency, triggering legal immunity for covered




countermeasures.* That immunity remains in
effect.

In December 2024, the secretary issued an
amendment to the declaration under the Public
Readiness and Emergency Preparedness Act
for medical countermeasures against COVID-19,
extending legal immunity for COVID-19
countermeasures, including vaccines, through
Dec. 31, 2029.5 As a result, a COVID-19 vaccination
negligently administered in December 2029 would
still be shielded from liability.

The PREP Act does theoretically provide
compensation through the Countermeasures Injury
Compensation Program (CICP).S But CICP claims
must be filed within one year of injury. Additionally,
no damages are available for pain and suffering.
HHS makes all determinations internally regarding
whether to deny or award compensation and in
what amount, and the act explicitly bars judicial
review.’

Several courts of appeal have questioned whether
the CICP provides an adequate substitute for a
state civil action,® and constitutional challenges to
the PREP Act’s immunity provisions are pending.’
Even if immunity were deemed unconstitutional,
litigation would remain difficult.’® The role of the
federal government and manufacturers in developing
and distributing COVID-19 countermeasures raises
significant preemption issues, and the emergency
context of the pandemic would invite formidable
legal defenses.

A more workable compensation system already
exists. Congress created the National Vaccine Injury
Compensation Program (VICP) in the 1980s as an
insurance-like system for people injured by covered
vaccines, including influenza, tetanus, and childhood
immunizations." Claims are filed in the U.S. Court
of Federal Claims, defended by the Department of
Justice, heard by specialized judges, and paid via a
dedicated excise tax on each covered vaccine dose
sold.”? Over the past four decades, the VICP has
compensated 12,588 vaccine injury claims, awarding
approximately $5.5 billion."?

Two steps would allow people injured by
COVID-19 vaccines to bring claims under the VICP.
First, the HHS Secretary must add the COVID-19
vaccine to the Vaccine Injury Table.”* Second,
Congress must authorize an excise tax on future
COVID-19 vaccine doses to fund the Vaccine Injury
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Compensation Trust Fund.”® Once those steps occur,
the Court of Federal Claims will have jurisdiction
over COVID-19 vaccine injury claims.'

The VICP is not perfect. For 40 years, the
program has been limited to eight judges, and
pain and suffering damages remain capped at
$250,000. Adjusted for inflation, that cap would
approach $750,000 today.” Expanding the bench and
aligning the damages cap with inflation are overdue
reforms. With those fixes—and with jurisdiction
extended to serious COVID-19 vaccine injuries—the
system could finally provide a meaningful remedy
to those harmed.

Altom Maglio is a founding partner of
mctlaw with offices in Sarasota, Fla.;

< Seattle; and Washington, D.C., and can
“. be reached at amm@mctlaw.com.
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