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WiWh Whe anWhra[ and oWher WerroriVW aWWackV of 2001, Whe federal goYernmenW deWermined WhaW iW ZoXld need neZ medical
coXnWermeaVXreV, VXch aV diagnoVWic WeVWV, drXgV, and YaccineV, Wo reVpond Wo an aWWack XVing chemical, biological, radiological,
or nXclear (CBRN) agenWV.1 The lack of a VignificanW commercial markeW for CBRN coXnWermeaVXreV ZaV idenWified aV a reaVon
for Whe dearWh of VXch coXnWermeaVXreV.1 Since diVeaVeV and condiWionV caXVed b\ CBRN agenWV occXr infreqXenWl\, Whe priYaWe
VecWor did noW haYe an economic incenWiYe Wo inYeVW Whe millionV of dollarV neceVVar\ Wo reVearch and deYelop VXch meaVXreV.1
The ProjecW BioShield AcW of 20042 ZaV enacWed Wo acceleraWe Whe reVearch, deYelopmenW, pXrchaVe, and aYailabiliW\ of effecWiYe
medical prodXcWV againVW CBRN agenWV.3 ProjecW BioShield proYided Whe goYernmenW ZiWh Whe aXWhoriW\ and fXnding Wo deYelop,
acqXire, VWockpile, and diVWribXWe Whe medical prodXcWV needed Wo proWecW Whe UniWed SWaWeV againVW ZeaponV of maVV
deVWrXcWion.3  

NoWe: AV of March 2012, CongreVV iV in Whe proceVV of reaXWhori]ing Whe Pandemic and All-Ha]ardV PreparedneVV AcW (PAHPA),
Zhich ma\ impacW Vome proYiVionV of Whe ProjecW BioShield AcW. PleaVe Vee ASTHO EUA CXrrenW IVVXeV WinWer 2012 for more
informaWion aboXW reaXWhori]aWion and iWV poWenWial impacW on EUAV and relaWed iVVXeV. (DoZnload a prinWable PDF.)

WhaW Whe LaZ DReV

The ProjecW BioShield AcW aXWhori]eV e[pediWed procXremenW, VWreamlined perVonnel appoinWmenWV, e[pediWed peer reYieZ,
biomedical coXnWermeaVXreV procXremenW, emergenc\ XVe of medical coXnWermeaVXreV, and oWher biodefenVe acWiYiWieV.

LiabiliW\ PURWecWiRQV
The ProjecW BioShield AcW doeV noW conWain an\ e[pliciW immXniW\ or oWher liabiliW\ proWecWionV. The abVence of VXch proWecWionV in
Whe acW ZaV an ongoing concern for poWenWial deYeloperV of CBRN coXnWermeaVXreV. To addreVV WheVe and oWher concernV, Whe
PXblic ReadineVV and Emergenc\ PreparedneVV (PREP) AcW ZaV enacWed Wo, among oWher WhingV, proYide liabiliW\ proWecWionV Wo
perVonV and enWiWieV inYolYed in Whe deYelopmenW, Vale, diVWribXWion, and adminiVWraWion of coXnWermeaVXreV.4 (See ASTHO FacW
SheeW on Whe PREP AcW.)

HRZ Whe LaZ WRUkV

The acW haV Whree primar\ proYiVionV: (1) e[pediWed procXremenW and granW making; (2) gXaranWeed goYernmenW pXrchaVing of
coXnWermeaVXreV; and (3) aXWhoriW\ Wo Wemporaril\ XVe medical coXnWermeaVXreV Xnder Emergenc\ UVe AXWhori]aWion (EUA)
aXWhoriW\. The acW YeVWV aXWhoriW\ and implemenWaWion ZiWh Whe SecreWar\ of Whe DeparWmenW of HealWh and HXman SerYiceV (HHS)
and agencieV ZiWhin HHS. CongreVV creaWed Whe Biomedical AdYanced ReVearch and DeYelopmenW AXWhoriW\ (BARDA) in Whe
HHS Office of Whe AVViVWanW SecreWar\ for PreparedneVV and ReVponVe (ASPR)5 WhroXgh Whe Pandemic and All-Ha]ardV
PreparedneVV AcW6 Wo creaWe an infraVWrXcWXre Wo manage ProjecW BioShield¶V coXnWermeaVXreV deYelopmenW and pXrchaVing.1
The FDA iV reVponVible for iVVXing EUAV. The ProjecW BioShield AcW reqXireV Whe HHS Wo iVVXe annXal reporWV aboXW iWV XVe of Whe
aXWhoriWieV granWed Xnder iW.1,7 The HHS haV conWracWed for anWhra[ Yaccine and WreaWmenW, boWXlinXm anWiWo[in, pediaWric
poWaVViXm iodide, WreaWmenWV for inWernal radioacWiYe parWicle conWaminaWion, and a neZ Vmallpo[ Yaccine.1,7 CoXnWermeaVXreV
againVW anWhra[, Yiral hemorrhagic feYerV, and radiaWion are planned.1  

E[SediWed PURcXUePeQW
The acW VWreamlineV Federal AcqXiViWion RegXlaWion (FAR) rXleV for Whe HHS in procXring properW\ or VerYiceV XVed in CBRN
coXnWermeaVXre deYelopmenW.1 E[pediWed FAR procedXreV decreaVe Whe amoXnW of paperZork reqXired for CBRN e[pendiWXreV,



increaVe Whe ma[imXm dollar amoXnW for conWracWV aZarded Xnder Vimplified acqXiViWion rXleV from $100,000 Wo $25 million, and
alloZ for noncompeWiWiYe pXrchaVing Xnder FAR.1 The acW alVo aXWhori]eV Whe HHS VecreWar\ Wo XVe an e[pediWed proceVV for
aZardV Xp Wo $1.5 million for granWV, conWracWV, and cooperaWiYe agreemenWV relaWed Wo CBRN coXnWermeaVXre reVearch and
deYelopmenW if an XrgenW need e[iVWV for an e[pediWed aZard.1 The e[pediWed aZard proceVV replaceV Whe normal peer reYieZ
proceVV aVVociaWed ZiWh reVearch aZardV.1 

GXaUaQWeed GRYeUQPeQW PXUchaViQg
The ProjecW BioShield AcW ZaV inWended Wo gXaranWee WhaW Whe goYernmenW Zill bX\ neZ, VXcceVVfXl CBRN coXnWermeaVXreV for
Whe SWraWegic NaWional SWockpile (SNS). The acW alloZV Whe HHS VecreWar\, ZiWh Whe concXrrence of Whe VecreWar\ of Homeland
SecXriW\ and Xpon Whe approYal of Whe preVidenW, Wo promiVe Wo bX\ a prodXcW Xp Wo eighW \earV before iW iV reaVonabl\ e[pecWed Wo
be deliYered.1 The ProjecW BioShield AcW alloZV Whe HHS Wo pXrchaVe XnapproYed and XnlicenVed coXnWermeaVXreV Xpon a
deWerminaWion WhaW VXfficienW VaWiVfacWor\ clinical e[perience or reVearch daWa e[iVWV Wo reaVonabl\ conclXde WhaW Whe propoVed
coXnWermeaVXre Zill qXalif\ for FDA approYal ZiWhin eighW \earV.1 The Pandemic and All-Ha]ardV PreparedneVV AcW amended
Whe ProjecW BioShield AcW Wo giYe coXnWermeaVXre deYeloperV mileVWone-baVed pa\menWV of Xp Wo half of Whe WoWal aZard before
Whe final prodXcW iV deliYered.1  

EPeUgeQc\ UVe AXWhRUi]aWiRQ
The ProjecW BioShield AcW alVo amended �564 of Whe Federal Food, DrXg, and CoVmeWic AcW (FD&C AcW) Wo creaWe Emergenc\
UVe AXWhori]aWion (EUA) aXWhoriW\. ThiV aXWhoriW\ alloZV for Whe Wemporar\ XVe of an XnapproYed medical prodXcW (drXgV,
biologicV [e.g., YaccineV], and deYiceV [e.g., diagnoVWicV]) or an XnapproYed XVe of an approYed medical prodXcW dXring cerWain
W\peV of emergencieV. FDA ma\ iVVXe an EUA for Vpecific coXnWermeaVXreV if VWaWXWor\ and oWher criWeria regarding emergenc\
condiWionV are VaWiVfied. (See ASTHO FacW SheeW on EUA AXWhoriW\ for more informaWion aboXW Whe EUA.)

HRZ Whe LaZ AffecWV SWaWeV

The ProjecW BioShield AcW primaril\ affecWV VWaWeV WhroXgh Whe acW¶V EUA proYiVionV alloZing Whe FDA Wo Wemporaril\ aXWhori]e Whe
XVe of XnapproYed medical prodXcWV, or Whe XnapproYed XVe of FDA-approYed medical prodXcWV, in an emergenc\.
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NoWe: ThiV docXmenW ZaV compiled from JXne±December 2011 and reflecWV Whe laZV and programV cXrrenW When. IW reflecWV onl\
porWionV of Whe laZV releYanW Wo pXblic healWh emergencieV and iV noW inWended Wo be e[haXVWiYe of all releYanW legal aXWhoriW\. ThiV
reVoXrce iV for informaWional pXrpoVeV onl\ and iV noW inWended aV a VXbVWiWXWe for profeVVional legal or oWher adYice. The
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