
PUepaUedneVV EmeUgenc\ AboXW ASPR

The PXblic Readiness and Emergenc\ Preparedness Act (PREP Act) added neZ legal aXthorities to the PXblic Health
SerYice (PHS) Act to proYide liabilit\ immXnit\ related to the manXfactXre, testing, deYelopment, distribXtion, administration
and Xse of medical coXntermeasXres against chemical, biological, radiological and nXclear agents of terrorism, epidemics,
and pandemics.   It also added aXthorit\ to establish a program to compensate eligible indiYidXals Zho sXffer injXries from
administration or Xse of prodXcts coYered b\ the PREP Act¶s immXnit\ proYisions. 
 
The folloZing is intended to address freqXentl\ asked qXestions from the manXfactXring indXstr\, the healthcare commXnit\,
and state and local goYernment officials aboXt the PREP Act.  It is not an e[haXstiYe reYieZ of the PREP Act¶s proYisions in
all conte[ts or a protocol for the HHS¶s implementation of the PREP Act.  In addition, other legal protections ma\ be aYailable
at the federal, state, and local goYernment leYel.
 
OYerYieZ

The PREP Act aXthori]es the Secretar\ of the Department of Health and HXman SerYices (Secretar\) (HHS) to issXe a
PREP Act Declaration (³Declaration´) that proYides immXnit\ from liabilit\ for an\ loss caXsed, arising oXt of, relating to, or
resXlting from administration or Xse of coXntermeasXres to diseases, threats and conditions determined in the Declaration to
constitXte a present or credible risk of a fXtXre pXblic health emergenc\.  In general, the liabilit\ immXnit\ applies to entities
and indiYidXals inYolYed in the deYelopment, manXfactXre, testing, distribXtion, administration, and Xse of medical
coXntermeasXres described in a Declaration.  The onl\ statXtor\ e[ception to this immXnit\ is for actions or failXres to act
that constitXte ZillfXl miscondXct.  A PREP Act Declaration is specificall\ for the pXrpose of proYiding immXnit\ from liabilit\,
and is different from, and not dependent on, other emergenc\ declarations issXed b\ HHS or other goYernment agencies.  
The PREP Act also aXthori]es a fXnd in the United States TreasXr\ to proYide compensation to eligible indiYidXals for serioXs
ph\sical injXries or deaths directl\ caXsed b\ administration or Xse of a coXntermeasXre coYered b\ the Declaration.
 

1. What is ImmXnit\ from Liabilit\?
2. Who Ma\ be Afforded ImmXnit\ from Liabilit\ Under a PREP Act Declaration?
3. Are There An\ Limitations on ImmXnit\ from Liabilit\?
4. What CoXntermeasXres Ma\ be CoYered b\ ImmXnit\ from Liabilit\?
5. When Does ImmXnit\ Under the PREP Act Become AYailable?
6. What Information is InclXded in a PREP Act Declaration?
7. Where is the Declaration PXblished?
8. What Factors Are Considered b\ the Secretar\?
9. HoZ is a PREP Act Declaration Different from a Declaration of PXblic Health Emergenc\ Xnder section 319 of the PXblic

Health SerYice Act?
10. Is There An\ Compensation for InjXr\?
11. HoZ Does an IndiYidXal File a Claim for Benefits?
12. What Options does an InjXred IndiYidXal haYe if Congress has not FXnded the Compensation FXnd?
13. Has there been an\ litigation related to the PREP Act?

1. WKaW LV IPPXQLW\ IURP LLabLOLW\?
 
ImmXnit\ means that coXrts mXst dismiss claims broXght against an\ entit\ or indiYidXal coYered b\ the PREP Act.  Claims
that coXrts mXst dismiss inclXde claims for an\ loss that is related to an\ stage of design, deYelopment, testing, manXfactXre,
labeling, distribXtion, formXlation, labeling, packaging, marketing, promotion, sale, pXrchase, donation, dispensing,
prescribing, administration, licensing or Xse of a coXntermeasXre recommended in a Declaration.  This inclXdes, bXt is not
limited to, claims for:
 

death;
ph\sical, mental, or emotional injXr\, illness, disabilit\, or condition or fear of an\ sXch injXr\, illness, disabilit\, or
condition;
an\ need for medical monitoring; or
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propert\ damage or loss, inclXding bXsiness interrXption loss.

The onl\ e[ception is for claims of ZillfXl miscondXct.  (See QXestion 3: Are There An\ Limitations on ImmXnit\ From
Liabilit\?).
 
2. WKR Ma\ bH AIIRUGHG IPPXQLW\ IURP LLabLOLW\ UQGHU a PREP AFW DHFOaUaWLRQ?
 
A Declaration ma\ proYide liabilit\ immXnit\ for coYered persons.  CoYered persons ma\ inclXde, at the Secretar\¶s
discretion:
 

ManXfactXrers of coXntermeasXres;
DistribXtors of coXntermeasXres;
Program planners, i.e., indiYidXals and entities inYolYed in planning, administering, or sXperYising programs for
distribXtion of a coXntermeasXre, e.g., State or local goYernments, Indian tribes, or priYate sector emplo\ers or
commXnit\ groXps that establish reqXirements or proYide gXidance, technical or scientific adYice or assistance, or
proYide a facilit\;
QXalified persons, i.e., persons Zho prescribe, administer, or dispense coXntermeasXres sXch as healthcare and other
proYiders or other categories of persons named in a Declaration, e.g., YolXnteers;
Officials, agents, and emplo\ees of an\ of these entities or persons; and
The United States.

3. AUH TKHUH AQ\ LLPLWaWLRQV RQ IPPXQLW\ IURP LLabLOLW\?
 
ImmXnit\ from liabilit\ Xnder the PREP Act is not aYailable for death or serioXs ph\sical injXr\ caXsed b\ ZillfXl miscondXct. 
A ³serioXs ph\sical injXr\´ is one that is life-threatening, or resXlts in or reqXires medical or sXrgical interYention to preclXde
permanent impairment of a bod\ fXnction or resXlts in permanent damage to a bod\ strXctXre.  WillfXl miscondXct is
miscondXct that is greater than an\ form of recklessness or negligence.  It is defined in the PREP Act as  an act or failXre to
act that is taken: 1) intentionall\ to achieYe a ZrongfXl pXrpose; 2) knoZingl\ ZithoXt legal or factXal jXstification; and 3) in
disregard of a knoZn or obYioXs risk that is so great as to make it highl\ probable that the harm Zill oXtZeigh the benefit.  All
three of these conditions mXst be proYen Zith clear and conYincing eYidence.  WillfXl miscondXct cannot be foXnd against:
 

A manXfactXrer or distribXtor for actions regXlated b\ HHS Xnder the PXblic Health SerYice Act or the Federal Food,
DrXg and Cosmetic Act, if HHS chooses not to take an enforcement action against the manXfactXrer or distribXtor, or if
HHS terminates or settles an enforcement action ZithoXt imposing a criminal, ciYil, or administratiYe penalt\; or
A program planner or qXalified person Zho acts in accordance Zith applicable directions, gXidelines, or
recommendations issXed b\ the HHS regarding administration and Xse of a coXntermeasXre as long as HHS or the 
State or local health aXthorit\ is notified aboXt the serioXs injXr\ or death Zithin seYen da\s of its discoYer\.

 
In addition, immXnit\ is not aYailable for claims based on actiYities that fall oXtside the scope of the applicable Declaration. 
As described beloZ (5. ³When Does ImmXnit\ Under the PREP Act Become AYailable?´), the Declaration can specif\ the
conditions Xnder Zhich a Declaration Zill proYide immXnit\, sXch as the effectiYe dates and geographic area for Zhich
immXnit\ Zill be aYailable.  ImmXnit\ is not aYailable for claims that fall oXtside these conditions.
 
ImmXnit\ is not aYailable for claims of loss Xnrelated to the design, deYelopment, testing, manXfactXre, labeling, distribXtion,
formXlation, labeling, packaging, marketing, promotion, sale, pXrchase, donation, dispensing, prescribing, administration,
licensing or Xse of a coXntermeasXre recommended in a Declaration.
 
ImmXnit\ from liabilit\ also is not aYailable for foreign claims Zhere the U.S. has no jXrisdiction.  ImmXnit\ ma\ be aYailable
for administration or Xse of a coXntermeasXre oXtside the United States if the claim is based on eYents that take place in
U.S. territor\ or there is another link to the U.S. that makes it reasonable to appl\ U.S. laZ to the claim.
 
4. WKaW CRXQWHUPHaVXUHV Ma\ bH CRYHUHG b\ IPPXQLW\ IURP LLabLOLW\? 
A ³coYered coXntermeasXre´ ma\ be:
 

A qXalified pandemic or epidemic prodXct;
A secXrit\ coXntermeasXre;
An XnapproYed drXg, biological prodXct, or deYice Xsed Xnder an Emergenc\ Use AXthori]ation (EUA) issXed b\ FDA;
An approYed drXg, biological prodXct, or deYice  Xsed pXrsXant to Federal laZ in conditions that are in  consistent Zith
its approYal ; or
An XnapproYed drXg, biological prodXct, or deYice, or an approYed drXg, biological prodXct, or deYice intended for an
XnapproYed Xse, that is intended for emergenc\ Xse and shipped and held b\ a goYernment agenc\ or someone
Zorking on that agenc\¶s behalf for  Xse onl\ Zhen that Xse is aXthori]ed.



In general, these are prodXcts that are approYed, cleared, or licensed b\ FDA; aXthori]ed for inYestigational Xse, i.e. an
InYestigational NeZ DrXg (³IND´) or InYestigational DeYice E[emption (³IDE´), b\ FDA, aXthori]ed Xnder an EUA b\ FDA, or
otherZise permitted to be held or Xsed for emergenc\ Xse in accordance Zith Federal laZ.  HoZeYer, each has a specific
legal definition.  See the PREP Act Glossar\ for more information.
 
5. WKHQ DRHV IPPXQLW\ UQGHU WKH PREP AFW BHFRPH AYaLOabOH?
 
ImmXnit\ Xnder the PREP Act becomes aYailable Zhen HHS issXes a Declaration, beginning on the effectiYe date or other
triggering eYent stated in the Declaration.  For e[ample, the Declaration ma\ specif\ that actiYities sXch as manXfactXre and
testing are coYered on the effectiYe date of the Declaration, bXt emergenc\ Xses sXch as mass dispensing are coYered
folloZing a declared pXblic health or other emergenc\.
 
6. WKaW IQIRUPaWLRQ LV IQFOXGHG LQ a PREP AFW DHFOaUaWLRQ?
 
A Declaration inclXdes:
 

A determination that a disease or health condition or threat to health constitXtes a pXblic health emergenc\, or thatthere
is a credible risk that it Zill in the fXtXre constitXte an emergenc\;
A recommendation for manXfactXre, testing, deYelopment, distribXtion, administration or Xse of one or more ³coYered
coXntermeasXres;´
The categor\ of diseases, health conditions, or health threats for Zhich administration and Xse of the coXntermeasXre
is recommended. (DXring the time period coYered b\ the Declaration, it is presXmed that the recommended
coXntermeasXre is Xsed for the disease, condition, or threat identified in the Declaration);
The effectiYe time period (the Secretar\ ma\ specif\ an e[tended time period for manXfactXrers to dispose of the
coXntermeasXre and for others to cease administration and Xse of the coXntermeasXre);
The popXlation of indiYidXals receiYing the coXntermeasXre and the geographic area of administration and Xse of the
coXntermeasXre for Zhich immXnit\ from liabilit\ is in effect for program planners and qXalified persons (manXfactXrers
and distribXtors are proYided liabilit\ immXnit\ regardless of Zho receiYes the coXntermeasXre or Zhere it is
administered or Xsed);
Limitations (if an\) on the geographic area or areas for Zhich immXnit\ is in effect Zith respect to administration or Xse
of the coXntermeasXre;
Limitations (if an\) on the means of distribXtion;
An\ additional persons identified as qXalified to prescribe, dispense, or administer the coXntermeasXre; and
An\ other limitations or conditions.

7. WKHUH LV WKH DHFOaUaWLRQ PXbOLVKHG?
 
The Declaration and an\ amendments are pXblished in the Federal Register.  It is important to note, hoZeYer, that Xnless the
Declaration specifies otherZise, it is effectiYe Xpon the Secretar\¶s signatXre, not Xpon pXblication in the Federal Register.
 
8. WKaW FaFWRUV AUH CRQVLGHUHG b\ WKH SHFUHWaU\?

In deciding Zhether to issXe a PREP Act Declaration, HHS mXst consider the desirabilit\ of encoXraging the design,
deYelopment, clinical testing or inYestigation, manXfactXre, labeling, distribXtion, formXlation, packaging, marketing,
promotion, sale, pXrchase, donation, dispensing, prescribing, administering, licensing, and Xse of the coXntermeasXre
recommended in the Declaration.  HHS ma\ also consider other releYant factors.
 
9. HRZ LV a PREP AFW DHFOaUaWLRQ DLIIHUHQW IURP a DHFOaUaWLRQ RI PXbOLF HHaOWK EPHUJHQF\ XQGHU VHFWLRQ 319 RI WKH
PXbOLF HHaOWK SHUYLFH AFW?
 
Under section 319 of the PXblic Health SerYice Act, HHS ma\ issXe a declaration of a pXblic health emergenc\ based Xpon a
determination that: 1) a disease or disorder presents a pXblic health emergenc\; or (2) a pXblic health emergenc\, inclXding
significant oXtbreaks of infectioXs disease or bioterrorist attacks, otherZise e[ists. FolloZing a section 319 declaration, the
HHS can take a nXmber of emergenc\ actions, inclXding:
 

WaiYing certain Medicare, Medicaid, State Children's Health InsXrance Program, and Health InsXrance Portabilit\ and
AccoXntabilit\ Act reqXirements;
AlloZing States and localities to temporaril\ reassign personnel sXpported Zith federal fXnds dXring the period of the
emergenc\.

 
A determination of a pXblic health emergenc\ is different from a PREP Act declaration.  The declarations are made on
different pXblic health determinations, and haYe different legal effects.   A PREP Act Declaration ma\ be made in adYance of
a pXblic health emergenc\ and ma\ proYide liabilit\ immXnit\ for actiYities both before and after a declared pXblic health



emergenc\.  A separate declaration Xnder section 319 or other statXtes is not needed for immXnit\ Xnder the PREP Act to
take effect Xnless the PREP Act Declaration states that a pXblic health or other emergenc\ Declaration is needed to trigger
immXnit\.
 
10. IV TKHUH AQ\ CRPSHQVaWLRQ IRU IQMXU\?
 
The PREP Act aXthori]ed a ³CoYered CoXntermeasXres Process FXnd´ to compensate eligible indiYidXals Zho sXffer injXries
as the direct resXlt of a coXntermeasXre administered or Xsed Xnder the Declaration.  FXnds mXst be appropriated b\
Congress into this accoXnt  to pa\ these claims.  ReqXests for Benefits mXst be made to HRSA¶s CoXntermeasXres InjXr\
Compensation Program  (CICP).  If fXnds are appropriated, compensation for serioXs ph\sical injXries ma\ then be aYailable
to eligible reqXesters Xnder the CICP.  SerioXs ph\sical injXr\ means an injXr\ that Zarranted hospitali]ation (Zhether or not
the person Zas actXall\ hospitali]ed) or that led to a significant loss of fXnction or disabilit\.  The CICP pa\s reasonable and
necessar\ medical benefits, and/or lost Zages for eligible injXred coXntermeasXre recipients.  Death benefits ma\ also be
aYailable to certain sXrYiYors of eligible indiYidXals Zho died as a direct resXlt of the administration or Xse of a coYered
coXntermeasXre.  The CICP is pa\er of last resort, so benefits are redXced b\ the amoXnts pa\able b\ all other pXblic and
priYate third-part\ pa\ers (sXch as health insXrance and Zorkers¶ compensation).  The regXlations implementing the CICP
are at 42 CFR part 110.
 
11. HRZ DRHV aQ IQGLYLGXaO FLOH a COaLP IRU BHQHILWV? 
An indiYidXal Zho ma\ haYe sXffered a serioXs ph\sical injXr\ from the administration or Xse of a coXntermeasXre Xnder a
Declaration ma\ seek compensation b\ filing a ReqXest for Benefits Zith the CICP.  A ReqXest for Benefits Form mXst be
filed Zithin one \ear of receiYing the coXntermeasXre.  A legal or personal representatiYe ma\ file on the indiYidXal¶s behalf,
bXt a representatiYe generall\ is not reqXired Xnless the injXred person is a minor or an adXlt Zho lacks legal capacit\ to
receiYe pa\ments.  If the injXred person has died (regardless of caXse of death), the e[ecXtor or administrator of the estate
ma\ file for benefits on behalf of the estate.  If the injXred person  died as a direct resXlt of receiYing the coXntermeasXre,
certain sXrYiYors ma\ file a reqXest for death benefits.  As Zell as filing a ReqXest for Benefits Form, the reqXester mXst
sXbmit all reqXired medical records and other sXpporting docXmentation.  FXrther information on filing a ReqXest for Benefits
is aYailable on the CICP¶s Zebsite at http://ZZZ.hrsa.goY/cicp/  
 
12.  WKaW OSWLRQV GRHV aQ IQMXUHG IQGLYLGXaO KaYH LI CRQJUHVV KaV QRW FXQGHG WKH CRPSHQVaWLRQ FXQG?
 
If no fXnds haYe been appropriated to the compensation program, or if the Secretar\ does not make a final determination on
the indiYidXal¶s reqXest Zithin 240 da\s, or if the indiYidXal decides not to accept the compensation, the injXred indiYidXal or
his representatiYe ma\ pXrsXe a tort claim in the United States District CoXrt for the District of ColXmbia, bXt onl\ if the claim
inYolYes ZillfXl miscondXct and meets the other reqXirements for sXit Xnder the PREP Act. An\ aZard is redXced b\ pXblic or
priYate insXrance or Zorker¶s compensation aYailable to the injXred indiYidXal.  AZards for non-economic damages, sXch as
pain, sXffering, ph\sical impairment, mental angXish, and loss of consortiXm are also limited.  If the indiYidXal accepts
compensation from the CICP, or if there is no ZillfXl miscondXct, the indiYidXal does not haYe a tort claim that can be filed in a
United States Federal or a State coXrt.
 
13.  HaV WKHUH bHHQ aQ\ OLWLJaWLRQ UHOaWHG WR WKH PREP AFW?
 
On NoYember 21, 2012, the Appellate DiYision of the NeZ York SXpreme CoXrt in PaUNeU Y. SW. LaZUeQce CRXQW\ PXbOic
HeaOWh DeSaUWPeQW, 102 A.D.3d 140 (2012) Xpheld PREP Act protections for a coXnt\ that condXcted a school based
Yaccination clinic in response to the H1N1 oXtbreak.
 
DXring the clinic, a nXrse emplo\ed b\ St. LaZrence CoXnt\ inadYertentl\ Yaccinated a kindergartener in the absence of
parental informed consent.  The child's mother filed sXit, argXing that the coXnt\ had committed negligence and batter\.  The
coXnt\ moYed to dismiss the complaint on the basis that the claim Zas preempted Xnder the PREP Act.  The loZer coXrt
denied the defendant's motion to dismiss, asserting that the PREP Act Zas not intended b\ Congress to protect against
claims arising from failXre to obtain informed consent. The coXnt\ appealed and the United States sXbmitted an amicXs brief
sXpporting the coXnt\.
 
The appellate coXrt dismissed the plaintiff's claims, finding that the federal PREP Act preempted the claims Xnder state laZ
and that the breadth of liabilit\ immXnit\ proYided Xnder the PREP Act preclXded the plaintiff's claims of negligence and
batter\.  The coXrt noted the alternatiYe remed\ proYided b\ the coXntermeasXre injXr\ compensation program and the
possibilit\ of a federal caXse of action for ZillfXl miscondXct claims.
 
The period for appeal of the case has e[pired.
 
In another case, KehOeU Y. HRRd, 2012 WL 1945952 (E.D.Mo.), plaintiffs alleged that the ph\sician and her emplo\ing hospital
Zere negligent in failing to obtain the adXlt patient¶s informed consent and a consXlt from a specialist prior to the
administration of the Yaccination, Zhich resXlted in a seYere case of transYerse m\elitis to the patient, and  loss of



consortiXm to the spoXse.  Defendants then broXght third part\ prodXct liabilit\/failXre to Zarn claims against the
manXfactXrer.
 
The parties did not dispXte that the manXfactXrer, Zas protected b\ the PREP Act, nor did the\ allege that it engaged in
ZillfXl miscondXct.  As a resXlt, the federal Eastern District CoXrt of MissoXri dismissed the claim against the manXfactXrer. 
Finding that it had no jXrisdiction oYer plaintiffs¶ remaining claims, the federal coXrt remanded the case to state coXrt for
fXrther consideration of the plaintiffs¶ claims.
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