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To amend the Public Health Service Act to provide for the payment of

M.

compensation for certain individuals with injuries resulting from the
administration of smallpox countermeasures, to provide protections and
countermeasures against chemical, radiological, or nuclear agents that
may be used in a terrorist attack against the United States, and to
improve immunization rates by increasing the distribution of vaceines
and improving and clarifying the vaccine injury compensation program.

IN THE SENATE OF THE UNITED STATES

Marcu 11, 2003
GREGG (for himself, Mr. FRrisT, Mr. ALEXANDER, Mr. WARNER, Mr.
ExNzi, Mr. SESSIONS, Mr. ROBERTS, Mr. GRAHAM of South Carolina, Mr.
BoxD, Mr. INHOFE, and Mr. STEVENS) introduced the following bill;
which was read twice and referred to the Committee on Health, Kdu-
cation, Labor, and Pensions

Marcu 25, 2003
Reported by Mr. GREGG, with an amendment

[Strike out all after the enacting clause and insert the part printed in italic]

A BILL

To amend the Public Health Service Act to provide for

the payment of compensation for certain individuals with
injuries resulting from the administration of smallpox
countermeasures, to provide protections and counter-
measures against chemical, radiological, or nuclear

agents that may be used in a terrorist attack against
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the United States, and to improve immunization rates
by increasing the distribution of vaccines and improving
and clarifying the vaceine injury compensation program.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT THTLE; TABLE OF CONTENTS:
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SEG: 102: AMENDMENT 7o FHE RPUBHIC HEALTH SERVICE

ACT-

Part A of title H of the Publie Health Serviee Aet
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‘eovered eountermeastre’ means a covered counter-

tHon:
and
By to whom a wacethe 18 admimstered
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S the expheation of the $20-day pe-
or ottside the Hnited Statess

tration to an mdividual of a covered eounter-

laration {other than a minor myary steh as
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6
oerlated by) an mdividual 11 & eategory speet-
ment:
“A) & eovered individaal who ststaihs a
tration of a covered eountermeasure; or
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beenr 1t elose econtaet withs a eovered wdt-
i who ststts o covered Hjres o
wichral—
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8
fer; and the amount of sueh beneftts or com-
of the mdividual constitute a ecompensable dis-
fay aeeept a ecertifteation; by a Federal, State; or
ele TV of the Declaration to whom sueh a eounter-
hshine that the individual is & eovered mdividuak
tablished under subseetion {e) as a known effeet

S 15 RS1S



© 00O N O 0o B~ W N P

N N DN DN DD DN P PP PP PP PP
aa A W N P O ©W 00 N O O b W N B~ O

9

ak-

retary shall not consider any elaim for a benefit

“A) the date a covered countermeastre
=B+t the cse of o ehimr based ob eoh-

{eHoHB)); the date of the first symptem or
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Hrited States or by o cotrt by tandatmus o

N -

nat reothibion & table identifyine

termeasure; and
steh presumption to apply-
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YUy Meprear Besgrers.
“H By eExERAE—Subject to paragraph (2);
sonable and neecessary to treat a eovered mjury The
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“H By efNgERa—Sabjeet to paragraphs (2
of emploviient teome tetrred as a result of a eov-
ered thjary; at the rate speetfied i paragraph (2
L2 AMOENTE OF €
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thder sthseetion Hhh to have o covered oy of -
Program under sabpart 1 of part L of title T of the
subseetion {b); to have direetly resulted from & eov-
ered myary or mjuries a death benefit in the amount
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subpart 1 of part I of title I of the Omnibus Grime

3} BENEREE aMotNt—The amount of the

chisabtity or death benefit under paraeraph B or
2) m & fisead year shall subjeet to paragraph
Program under sabpart 1 of part I of title I of the
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the disability of an chisible individual H—

) a chsabthty benefit 18 patd or pay-
whder stbpart + of part b of title T of the
Benefits Program under subpart T of part
L of title T of the Omnibus Crime Control

=14 PErH BENERRES—N0 benefi s

etk of s chioible individual H—
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respeet to sueh individual whder paraoraph
Proovam whder subpart + of part T of tithe
I of the Omnibus Crime Control and Safe
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17
see ot
it adeath benetit s paid or pavable
with respeet to sueh mdividast wnder the
witder sabpart 1ol part Boof titde T of the
tey General or the Seeretary of habor:
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1 wh vt of the stesteor o stvieors of
3 stdttd prestatt to o ehabm tider this seetton
6

7

8

9

10 RHES—No proviston of a State workerst eompensa-
11 tior law or other State law shall be construed to bar
12 elatns or benefits under His seetion; to the extent
13 that H# purperts to nmke sueh State taw the exeln-
14 stve remedy for a workrelated mjury or otherswise to
15 ke beneftts wnder this seetion anavatlable to an
16 othersvise ehetble dividual=

17 HHE H—PROJECTHF BIOSHIELD
18 SsEC. 201 SHORT HITLE.

20 of 2003

N
[

SEG: 202 BIOMEBICAL COUNTFERMEASURE RESEARCH AND

N
N

DEVELOPMENT AUTHORIFES-

23 Part B of tithe VY of the Pubhe Health Servtee Aet
24 42 s 254 ot seet s oatended by addine at the end
25 the FoHowie:
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vy desertbed th sabparaeraph (9 15 exeretsed
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proeedures when—
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sponstble souree or only from a hmited number

OV INCREASED MICROPURCHASE  THRESH-
J [N J TIVU )

otb—

Y By eviRE—For o procurement
) BereRaas €ONPROBS £0 BE Bert-
L establishing a preference for usine a Fed-
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2} FACHATIES OF GRANTEE OR COOPERATIVE
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shall apply to a erant or eooperative agreement
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the Seeretary; and
each of the pereentages i stbparagraphs
agreement has been awarded under this para-
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board member:

uEr)) BYERN . )
¥ 14 AR Bl 2 ‘\1“7,? VIWIE‘ )I kﬂ rlw‘) l;|1 IP KS?VIWI_

ToTrED—

plosee; or governine board member of a persen;
s deetned to be an emplovee of the PDepartient
set; or af offteer; employee; or governing board
ant emplovee of the Depattment of Henlth and
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Sy INEERNAE CONTROES B0 BE B
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Brotredhett cottterrenste. tentts o ditte fas that term
agent that may eause a pubhe health emergeney af-
2 to treats dentyr of prevent Baet from o
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MENT-
(5 by redesignating subsections ) throngh fe)

towtes

present a matertal rigk of use aeninst the
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£ wetth tespeet to o cotttermeastres Hhe fol-

determine that the produet s a oualifted
-

st determie—
that will be needed to meet the needs
of the stoekpile: and

feastble:
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seetion only f the President has approved a
ey NOTHE 30 €ONGRESS: See-
the Prestdent to approve a recotmendation

the Seeretary of Health and Human Sers-
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paragraph () at the tine of debv-
of a produet debvered to the owner-
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proetre & eountermeasure; sueh See-
sueh eontracts a proviston that—

“(bby promises to pay one o

Ei at’iE-
“‘ I I ) I Hﬂrle}%%{Iké AN OF 66V-
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BPHORMATION—TR  conduetine a proetre-
ehade a senree that has not responded o &
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45
steh a cotthtertheastre to a chenteal; bio-
tifted a3 & matertal threat under paraeraph
H ot
trials) support a reasonable eonchiston that
censte as steh a cotthtermeastre withtn 5
years after the date of a determination

The term ‘biomedieal countermeasure’ means &
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or tuelear acent that may eatse a pubhe
harm from a eondition that may result
may be eattsed by admistertne a drae or
able to pay—

S 15 RS1S



© 00 N O 0o B~ W N PP

N N DN DN DD DN P PP PPk PR PP
aa A W N P O ©W 00 N O O b W N B~ O

47
& eountermeasure after the date of a deter-
for the eountermeasure other than as &
or

SECG: 204 AUTHORIZATHON FOR MEDBDICAE PROBUCTS FOR

USE IN EMERGENGIES:
fa v GENERAE—Subehapter 15 of Chapter Y of the

USE N EMERGENGCIES.
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or deviee under this subseetion on the basis of a de-
rity; that there 13 a national emereeney {or «
stentfteant potenttal of & national emergeney)
wmvolvine & hetehtened risk of attack with a
there 13 & military emereeney {or a stentfieant
potential of a military emergeney) mvolvine &
of attack with a biologieal; chemieal; radio-
Health Setrvice et wvolvite a speetfied disease
o lition or #r specified biolosical chemienk
racholoeteal; or nrelear aeent or acents:
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1 A By e deebreation e
3 of—

4 “ a determination by the Seeretary;
10 “fb the expiration of the d-vear pe-
11 riod beginnine on the date on which the
12 deckration 13 mades

13 B ReNwah —Notwithstandine  sih-
14 paragraph () the Seeretary may rehew a dee-
16 oraph shedt apple to ae sted rerevrd

18 prompHy pubhsh in the Federal Register each dee-
19 faratiot; determitatiot:; and renevwad under Hhis sub-
20 seettons

23 tton with respeet to a produet Hf the Seeretary cotehrdes—
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ander stbseetton {b) ean eause a sertons or hfe-

i stieh dhisense o condition: o

ease or conditton eansed by o produet an-

jee At for detectine di e trentine.

or preventing steh a disease or eondition
the product; when tsed to deteet; dinghose; pre-
vent; or treat such disease or condition; out-
prochiet;
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ey be used to deteet; dingnose; prevent; or treat
detrees
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“45) of the sionifieant known and po-
product: and of the extent to which such
“i) of the alternatives to the prod-

o tored are nformed
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“tit) of any eption to aceept or refuse
reettirertents; with respeet to the produet; of
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o

dechittion  thder stbseetton by o 7 revoertoh
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5 tionr are no loneer met; or
6 “B) other eirrenmstances make saeh rev-
9

pabhsh i the Federal Reetster a nottee of each anthoriza-
10 tiom and eaeh termtnation or revoaceatton of an anthortz-
11 tion; under this seetion

12 i R o b —

13 I ovERAE—The Seeretary  may by
14 order or regulation require persons; melading a per-
16 or who manufactares; distrtbttes; presertbes; or ad-
17 ministers & produet that s the subjeet of sueh an
18 anthorization; to establish and matntain—

20 tty and that pertains to the effeetiveness or
21 safety of sueh produet;

22 “By steh records as are neeessary to de-
23 termine; or faetitate a determination; whether

S 15 RS1S
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25

MarroN—TThe Seeretary may by order or regn-
lation require & person who holds an anthoriza-
chstribttes; presertbes; or administers a produet

= by abEvERE—Y persot who vohrtes o pe-

S 15 RS1S



5T
to & eivil money penalty of not more than $100;000
to a ervtl penalty under this subseetion; and ref-
erenees  steh paragraphs to “paragraph ( er (2
14 Seeretary; by the Seeretary of Defense; or by the See-
16 eretion-
17 “b Rectrarrons—The Seeretary may promuleate
18 reetdations to tnplement this seeton
19 S CONSTREC . et tHhis seetton shal
20 be construed to impair or otherwise affeet—
22 wrander e Chief of the Armed Forees of the Hnited
24 States Constitation: or

© 00O N O 0o B~ W N P

e <
w N B O
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ered haves

E"IE‘NIWSV
— N K.

Hoh of o cotntermenstre to members of the armed
ant option to aeeept or refuse administration of a
produet may be waived by the President i the
thorization buased ot n determination by the See-
aneh while steh anthortzation is effeetive,

S 15 RS1S



59
1 ot REFFONY o OfHER PRrovbtosss—H & prod-
4 teh—
10 b ProtBirep Aers—Seetion 30+ of the Federal
11 Feod; Drug; and Cosmetie Aet 24 U560 331 s amend-
12 ed—
13 H i stthseeton fe—
14 ) by strikineg <5047 7037 and imserting
15 504 Hb4; 037 and
16 B by strikne “or 5197 and thsertine
17 “519; or 5645 and
18 £24 by additre ot the end Hie folovitos
19 “thbr b Promotton or wse of a0 produet that s the
23 or wse 18 permitted under another proviston of this Aets
25 et under seetion SHeH =
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1 SEC. 205. DEVELOPRING NEW COUNTERMEASURES AND PRO
2 TECTING EXISTING COUNTERMEASURES
3 AGAINST BIOTERRORISM:

6 lovres

8

9

10

11 MERTENGS ANP

12 retary tay econduet meetines and econstltations
13 with parties invelved i the development of
14 cottermeastres for the purpose of the develop-
15 et thtfrettee; distrtbttiots of side of pre
18 tiee o steh meettnes and comstltations o the
19 Attorney General and the Chairpersen of the
20 Federal Frade Comprsston {referred to 1 this
21 sthseetton as the “Chatrpersons-

24 wnder sabparasraph (A shall—
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=i he ehapred ot b the ease o a

States Code:

_“( I ” E SEMPIRFON- I‘h e ii‘]’]ﬂ'ﬂ“ﬂst | S
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The Seeretary o any party to ah aereetent or other
a determination of whether such agreement or eon-

pose of the agreement or eonduet;
of the agreement or eonduet;

Y a deseription of the tethods that il
reveement or conduct:
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“D) an explanation of the neeessity of &
agreement or eonduet; and

(4(?) 3 . 3 G ],

within 30 days of the reeeipt of a notifteation
the Attorney General under a determination

S 15 RS1S
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S 15 RS1S

shall not apply to an agreement or eonduet
{desertbed 1 a deseription of eonduet) that
to earry out the agreement or for econduet
o sthprtaetaph
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“D) DrrervparoN—In making a de-
terest;
agreement or eonduet; and
£ or (b shall be hmited to covered activities; and
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apply for or to obtain a hmited antitrast exemption
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faws™—
of eompetition; and
formine a contract or agreetent or enenretie
tatton; or the systematie study of phe-
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tes on a protracted and proprietary basts; and
yolvtte 2 oF more persons:
“f} Bxchanoine inf o amene
“H te restriet or require the
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engaeine i any other conduet allocatine a
market with o competitor that 8 not ex-
by a determination  wnder  subseetion
Hoth-
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pation by any perser who 15 a party to
preparation of a eountermeasure:
PriorHy cottttertreastte’ Heats a cotthtertenstre;
ekrding a drg; medical deviee; biologieal produet;
or diaphoste test to treat; identfy; of prevent mfee-
tiorr by a biologteal agent or toxin on the hst devel-

term
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HHHE HHIMPROVED VACCIHNE
AFFORDABH 1Y AND AVAH--

ABHAHY

Subtitle A—State Vaeeie Grants
i subparagraph &) shall not be effeettve for a fiseal year
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“tv) Eneonraging States; as appropriate; to de-
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not later than June 6; 2003; the seeond report shall be
SEC. 312, PROGRAM FOR INCREASING IMMUNIZATION
LECTION OF ADDITIONAL HMMUNIZATION
DATA:
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paragraph (i the Seeretary shall eive priority to adults
ried ont or supported by States or other publie entities
prestant to this subsection:
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towing:
wnder paragraph (H; shall provide for a program of re-
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poses of subparagraphs A threneh 6} melude
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2 ENprrms—An entity 18 desertbed i #his
& is—
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recomends steh a vaeethatton; and
HEPAPHrrs—
& 15—
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%) & prison or other detention faeil-
5 a eollege or aniversity; or
1 & publie health anthority or ehil-
suffietent to provide vaceinations throuchout & 6-month
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up to date:
eases where a determination is made that applhyne sueh
to cotdhtiet a study of the statutes; reewlations; endehnes;
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eontathns—
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Compensatien Program
SEC: 321. ADMINISTRATIVE REVISION OF VACCINE INJURY
TFABLE:
& eivH action against & vaceie administeator or manutae-
tarer  oa Federal or State conrt for dammees aristhe
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from; or eqtttable rehef relatine to; a vacetne-related -
Fury or death assoctated with the administration of & vae-
brine or maintain a eivtl action against a vaceine ad-
cotrt for damnees or equttable rehef relatine to a
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premised has tinely filed a petition for com-
spotse has filed a timely derteative petition; m
212Ha) to file a ervtl aetion; or
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from a vaceinerelated mjury or death asseeciated
with the adminmstration of & vaeeme: In & ease
spotse may not brine & et action for damages or

17 Pubhe Health Sersiee Aet (42 H56: 300aa—1 a9 1
18 whended by strtkitte the pertod and tsertine “and to o
19 parent or other third party to the extent sueh parent or
20 other third party seeks denmges or equttable rebef relatine
21 1o a vaesine-related g or death sustained by o person
22 who s gpethified to e g petitton For eompersation rader
23 the Program’=
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any tegal representative or sponse of & person—

“ who has sustathed a vaeetne-related -
Fary o death: and

reqrettents of subseetton (s file a dertvative pett-
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bne petitton—
1 is ammended—
leeal representative or spouse shall file a timely de-
2 Steh o dertvative petitton shal contatn—
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I filed a petition for ecompensation for the
spouse suffered a loss eompensable ander
award or setHement of & el action for
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) m the ease of & dertvative petition;
eraphs ) and (B} of this paragraph

15 Health Service Aet 42 U5 300aa—15) 18 amended—
18 {2) by insertine after subseetion {a) the fol-
19 tovwine:
20 “hy PERFATYE PEFHONS—
21 = by GENERE—Cotipetsation avvkded
22 tnder the Proeram to o leead representative or
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24 2HH for o toss ststited as o restt of o voeethes
25 rehrted Higts of death ststaited by steh petitoners
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20000 ar the total amonnt of  ecompensation
than 1 person files a dertvative petition under see-
tton 211 for losses sustained as a result of the
propertion to their respective losses—
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paragraph H—

B) i1 paragraph (2); by thserting <5 or to
sustatted a vaeetne-related gty or death”

ERLY BROUGHT-
whder subparagraph (9 or By of paragraph (23 s filed
trator or manufactarer 18 made a party to any eyt action
brought in State eourt {ether than a etvil aetion which
witable relef for a vacemerelated mjury or death asseet-
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ated with the administration of a vaecine after Oetober

SEC: 325 GEARIFHICATION OF WHEN INJURY 1S CAUSED BY
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leston; genetie disorder; or metabohe disturbanee 18
SEC. 326. INCREASE IN AWARD IN THE CASE OF A VACCINE-
RELATED DEATH AND FOR PAIN AND SUF-
FERING:
ed—
23 1 paraeraph {4 by strikine “$250:000°
atted Hserte “$350:000-
SEC. 327 BASIS FOR CALCULATING PROJECTED LOST
EARNINGS:
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age eost of a health istrance pohey; as determined by
SEG: 328 ALLOWANG COMPENSAHON FOR FAMHILY COUN-
SELING EXPENSES AND EXPENSES OF ESTAB-
LISHING AND MAINTAINING GUARDIANSHIP.
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mantain a enardianship or conservatorship for an
& proceedine to establish and meuintain sueh ouard-
ends
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euareianships (as provided for  paragraph (6} of
4 A speetad master or eotrt may take an -
A the ease Breebees o steerte b
tered on or after Oetober 15 19388;
(within the mesning of paragraph CHE3)) -
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=54 Whett  speetad faster of cottt avenrds ot-
or
sueh fees or eosts solely to the petitionrer’s
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ed—
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2 ston of the table; and

3 2y etther—

5 deseribed 1 subseetion {a); or

8 oeetnrred more than 4 years before the petition
11 of the table’=

16wy be filed for compensation under the Program hater
17 than the earher of—

18 = the hast dhey on whieh the petiton for eom-
20 ststathed the vaectte-related mjnry or death upon

22 tinely fleds or
24 srster s issted a0 deetsion prestent o seetion
25 2H2HB3) on the underlvine elatm of the person
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1 shH be treated as o stspenston for prrposes of Hhis
4 Secttort 232Hh of the Pabhe Headth Sersdee et
5 42 U560 300aa—2Hb) 18 amended by adding at
7 seettott; the petiton skt be deetred to be filed on
8 the dite ot sehich the speetad traster fssties o eertt-
10 tetrts ahd stppottite docttetts reqttted thder see-
11 ttonr 2HHe) and; swhen appheable; seetion 2HH&
12 e the Yeaeette Rides of the Frited Strtes ot of
13 Federal Clatms; sueh as an affidavit and supportine
14 doetentatiot; have been served on the Seeretary
15 i fed with the dlerk of the Frted States Conrt
16 of Federal Chaims=

17 sec. 332. ADVISORY COMMISSION ON CHILDHOOD VAC-
18 CINES:

21 Pubhe Headth Serviee et (2 s S88ma—H - HH3H

23 and inserting the folowite: “of whom 1 shalt be the leeat
24 vepresentative of & child whe has suffered a vaeeine-re-
25 lated injury or denths and at least T other shall be either
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the leeal representative of a ehtld whe has suffered a vae-

BHAFY-
Health Sersviee Aet (42 H5-60 300aa—22(a)) is amended
by sttt “and feF State ke shedl appls t0 o et netton
+H . 21224} of the Pubhe
ed—

S 15 RS1S



104

225 13 amended—

13 eitre tretfrettter of sreette adhiisteator skt be Hable
14 in & eivil action brought after Oetober 15 1988; for equi-
15 tuble of motetars rehef absent proof of past or present
16 phwstend gt from the adhniisteaton of o sneettes Hor
17 shall any vaccine manufacturer or vaeete administrator
18 be hable 1 any steh ervtt actton for datms of medieal mon-
19 itorie; or tereased risk of harm=

© 00 N O 0o B~ W N PP

L
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20 SEC. 334. CLARIFICATION OF DEFINITION OF MANUFAGC-
21 FURER-

22 Seetton 243363} of the Pablie Health Servtee et (42
23 56 300aa—353)) 1 amended—
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LATED INJURY OR DEATH-
adlterant or eontaminant shall net melade any eompo-
Het ot Hereditent Hsted He o sreetie™s prodiret Beetse ap-
pheatton or produet label =
SEC: 336. CLARIFICATION OF DEFINITION OF VACGINE AND

PBEFHNHON OF PHYSICAL INJURY-
subtntt thereof or toxin,; developed or administered to
produee or enhatee the body™s Hmtne response to o dis-
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2 produet labek
4 physteal tHness; condition; or death; ineluding & neure-
S logieal disease or disorder’=
6 SEGC. 337 AMENDMENTS TO VAGGINE INJURY COMPENSA-
7 TION TRUST FUND.
10 wiended by tsertiie = or rehited doss— after “death—
13 hternad Revente Code of 1986 15 amended—
16 2} by striking the pertod and mserting 5 pro-
18 the ereater of—
19 “} the base amount of $9:506;000
20 for any fisead year;
21 “G 125 pereent of the base amount
23 ber of elaims pendineg under such subtitle
24 exeeeds 198 pereett of Hhe avertoe wbet
25 o chttns perditte i the precodine D vears:
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or

19 95106 HA) of the Internal Reverme Code of 1986 is
20 amended by strikine “October 18- 20002 and insertine
21 “the date of ennctment of the Improved Vaceine Afford-

S 15 RS1S
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SEC. 338. ONGOING REVIEW OF CHILDHOOD VACCINE

DATA:
“SEC: 2129A: ONGOING REVIEW OF cHH-DHOOD VACCHNE
DATA.
enter to a contraet with the Institate of Medieine of the
the Institute of Medieine shall sabmit to the Seeretary a
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Seeretrrs skl erter Hto o comrtrret seith enother qreditied
sonsover } seientific oreanization for the pus
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SECTION 1. SHORT TITLE.

This Act may be cited as the “Project BioShield Act
of 2003”.

SEC. 2. BIOMEDICAL COUNTERMEASURE RESEARCH AND
DEVELOPMENT AUTHORITIES.

(a) IN GENERAL—Part B of title IV of the Public
Health Service Act (42 U.S.C. 284 et seq.) is amended by
adding at the end the following:

“SEC. 409J. BIOMEDICAL COUNTERMEASURE RESEARCH
AND DEVELOPMENT.

“(a) IN GENERAL.—

“(1) AuTtHORITY.—In carrying out research re-
sponsibilities under this Act, the Secretary may con-
duct and support research and development with re-
spect to biomedical countermeasures.

“(2) IMPLEMENTATION.—

“(A) IN GENERAL.—Euxcept as provided in
subparagraph (C), authorities assigned by this
section to the Secretary shall be carried out
through the Director of NIH.

“(B) LEAD INSTITUTE.—The National In-
stitute of Allergy and Infectious Diseases shall be
the lead institute for performing, administering,
or supporting biomedical countermeasure re-
search and development. The Dirvector of NIH

may delegate to the Director of the Institute au-
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thorities as are necessary to carry out this func-
tion.

“(C) CHEMICAL, RADIOLOGICAL, AND NU-
CLEAR AGENTS.—To the extent that an authority
described in subparagraph (A) is exercised with
respect to a chemical, radiological, or nuclear
agent, the Secretary may authorize the Director
of NI to carry out the authority through any
national research institute.

“(D) AVAILABILITY OF FACILITIES TO THE
SECRETARY.—In any grant or cooperative agree-
ment entered into under the authority provided
m this section with respect to a biocontainment
laboratory or other related or ancillary special-
wzed research facility that the Secretary deter-
mines necessary for the purpose of preforming,
admanistering, and supporting biomedical coun-
termeasures research and development, the Sec-
retary may provide that the facility that is the
object of such grant or cooperative agreement
shall be available as needed to the Secretary to
respond to public health emergencies affecting
national security.

“(3) INTERAGENCY COOPERATION.—
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1 “(A) IN GENERAL.—In carrying out activi-
2 ties under this section, the Secretary is author-
3 1zed, subject to subparagraph (B), to enter into
4 mteragency agreements and other collaborative
5 undertakings with other agencies of the Federal
6 Government and to use other agencies of the De-
7 partment of Health and Human Services.

8 “(B) LIMITATION.—An agreement or under-
9 taking under this paragraph may not authorize
10 another agency to exercise the authorities pro-
11 vided to the Secretary by this section.
12 “(b) EXPEDITED PROCUREMENT AUTHORITY.—
13 “(1)  INCREASED  SIMPLIFIED  ACQUISITION
14 THRESHOLD FOR BIOMEDICAL COUNTERMEASURE
15 PROCUREMENTS.—
16 “(A) IN GENERAL—For any procurement
17 by the Secretary, of property or services for use
18 (as determined by the Secretary) in performing,
19 administering, or supporting biomedical counter-
20 measure research or development, the amount
21 specified in section 4(11) of the Office of Federal
22 Procurement Policy Act (41 U.S.C. 403(11)), as
23 applicable pursuant to section 302A(a) of the
24 Federal Property and Administrative Services
25 Act of 1949 (41 U.S.C. 252a(a)), shall be deemed
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to be $25,000,000 in the administration, with re-

spect to such procurement, of—
“(1) section 303(g)(1)(A) of the Federal

Property and Administrative Services Act

of 1949 (41 U.S.C. 253(g)(1)(A)) and its

vmplementing requlations; and
“(1n) section 302A(b) of such Act (41

U.S.C. 252a(b)) and its implementing regu-

lations.

“(B) INTERNAL CONTROLS TO BE INSTI-
TUTED.—The Secretary shall institute appro-
priate internal controls for procurements made
under this paragraph, ncluding requirements
with respect to documenting the justification for
use of the authority provided in this paragraph.
“(2) USE OF NONCOMPETITIVE PROCEDURES.—

In addition to any other authority to use procedures
other than competitive procedures for procurements,
the Secretary may use such other noncompetitive pro-
cedures when—

“(A) the procurement 1s as described by
paragraph (1)(4); and

“(B) the property or services needed by the
Secretary are available from only one responsible

source or only from a limited number of respon-
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1 sible sources, and no other type of property or
2 services will meet the needs of the Secretary.

3 “(3) INCREASED MICROPURCHASE THRESH-
4 OLD.—

5 “(A) IN GENERAL.—For a procurement de-
6 seribed by paragraph (1)(A), the amount speci-
7 fied in subsections (c), (d), and (f) of section 32
8 of the Office of Federal Procurement Policy Act
9 (41 U.S.C. 428) shall be deemed to be $15,000 in
10 the administration of that section with respect to
11 such procurement.
12 “(B) INTERNAL CONTROLS TO BE INSTI-
13 TUTED.—The Secretary shall institute appro-
14 priate ainternal controls for procurements that
15 are made under this paragraph and that are
16 greater than $2,500.

17 “(C) EXCEPTION TO PREFERENCE FOR PUR-
18 CHASE CARD MECHANISM.—No provision of law
19 establishing a preference for using a Federal
20 Government purchase card method for purchases
21 shall apply to procurements made under this
22 paragraph and that are greater than $2,500.
23 “(c) Aurtnoriry To EXPEDITE PEER REVIEW.—The

24  Secretary may, as the Secretary determines necessary to re-

25 spond to pressing research and development needs under
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this section, employ such expedited peer review procedures
(including consultation with appropriate scientific experts)
as the Secretary, in consultation with the Director of NIH,
determanes to be appropriate to obtain an assessment of sci-
entific and technical merit and likely contribution to the
field of biomedical countermeasure research, in place of the
peer review and advisory council review procedures that
would otherwise be required wunder sections 301(a)(3),
405(b)(1)(B), 405(b)(2), 406(a)(3)(A), 492, and 494, as ap-
plicable to a grant, contract, or cooperative agreement—

“(1) that s for performing, administering, or
supporting biomedical countermeasure research and
development; and

“(2) the amount of which is not greater than
$1,500,000.

“(d) AGENCY FACILITIES.—In addition to any similar
authority provided under any other provision of law, n
carrying out this section, the Secretary may—

“(1) acquare, lease, construct, improve, renovate,
remodel, repair, operate, and maintain laboratories,
other research facilities and equipment, and other real
or personal property as the Secretary determines nec-
essary for the purpose of performing, administering,
and supporting biomedical countermeasure research

and development; and
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“(2) acquire, without regard to section 8141 of

title 40, United States Code, by lease or otherwise,
through the Administrator of General Services, build-
wmgs or parts of buildings in the District of Columbia.

“le) AUTHORITY FOR PERSONAL SERVICES CON-

TRACTS.—

“(1) IN GENERAL.—For the purpose of per-

Jormang, admainistering, and supporting biomedical

countermeasure research and development, the Sec-
retary may, as the Secretary determines necessary to
respond to pressing research and development needs
under this section, obtain by contract (in accordance
with section 3109 of title 5, Unated States Code, but
without regard to the limitations in such section on
the period of service and on pay) the personal services
of experts or consultants who have scientific or other
professional qualifications.
“(2) FEDERAL TORT CLAIMS ACT COVERAGE.—
“(A) IN GENERAL.—A person carrying out
a contract under paragraph (1), and an officer,
employee, or governing board member of such
person, shall be deemed to be an employee of the
Department of Health and Human Services for
purposes of claims under sections 1346(b) and

2672 of title 28, United States Code, for money
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damages for personal injury, imcluding death, re-
sulting from performance of functions under such
contract.

“(B) ExXCLUSIVITY OF REMEDY.—The rem-
edy provided by subparagraph (A) shall be exclu-
swwe of any other civil action or proceeding by
reason of the same subject matter against the
person, officer, employee, or governing board
member for any act or omission within the scope
of the Federal Tort Clavms Act.

“(C) RECOURSE IN CASE OF GROSS MIS-
CONDUCT OR CONTRACT VIOLATION.—

“(1) IN GENERAL.—Should payment be
made by the United States to any claivmant
bringing a clavm under this paragraph, ei-
ther by way of adminmistrative determina-
tion, settlement, or court judgment, the
United States shall have, notwithstanding
any provision of State law, the right to re-
cover for that portion of the damages so
awarded or paid, as well as interest and
any costs of litigation, resulting from the
Jailure of any person, officer, employee, or
governing board member to carry out any

obligation or responsibility assumed by such
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person, officer, employee, or governing board
member under a contract with the Unaited
States or from any grossly negligent, reck-
less, or illegal conduct or willful misconduct
on the part of such person, officer, employee,
or governing board member.
“(11) VENUE.—The United States may
maintain an action under this subpara-
graph against such person, officer, em-
ployee, or governing board member in the
district court of the United States in which
such person, officer, employee, or governing
board member resides or has its principal
place of business.
“(3) INTERNAL CONTROLS TO BE INSTITUTED.—

“(A) IN GENERAL.—The Secretary shall in-
stitute appropriate internal controls for con-
tracts under this subsection, including proce-
dures for the Secretary to make a determination
of whether a person, or an officer, employee, or
governing board member of a person, 1s deemed
to be an employee of the Department of Health
and Human Services pursuant to paragraph (2).

“(B) DETERMINATION OF EMPLOYEE STA-

TUS TO BE FINAL—A determination by the Sec-
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retary under subparagraph (A) that a person, or

an officer, employee, or governing board member

of a person, 1s or 1s not deemed to be an em-
ployee of the Department of Health and Human

Services shall be final and binding on the Sec-

retary and the Attorney General and other par-

ties to any civl action or proceeding.

“(4) NUMBER OF PERSONAL SERVICES CON-
TRACTS LIMITED.—The number of experts and con-
sultants whose personal services are obtained under
paragraph (1) shall not exceed 30 at any time.

“(f) STREAMLINED PERSONNEL AUTHORITY.—

“(1) IN GENERAL.—In addition to any other
personnel authorities, the Secretary may, as the Sec-
retary determines necessary to respond to pressing re-
search and development needs wunder this section,
without regard to such provisions of title 5, United
States Code, governing appointments in the competi-
twe service, and without regard to the provisions of
chapter 51 and subchapter III of chapter 53 of such
title relating to classification and General Schedule
pay rates, appoint professional and technical employ-
ees, not to exceed 30 such employees at any time, to
positions in the National Institutes of Health to per-

Jorm, administer, or support biomedical counter-
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measure research and development in carrying out
this section.

“(2) INTERNAL CONTROLS TO BE INSTITUTED.—
The Secretary shall institute appropriate internal
controls for appointments under this subsection.

“(g) DEFINITION.—As used in this section, the term

‘Diomedical countermeasure’ means a drug (as that term is
defined by section 201(g)(1) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321(g)(1))), biological product (as
that term is defined by section 351(1) of this Act (42 U.S.C.
262(1))), or device (as that term 1s defined by section 201(h)
of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
321(h))) that is used—

“(1) to treat, identify, or prevent harm from any
biological, chemical, radiological, or nuclear agent
that may cause a public health emergency affecting
national security; or

“(2) to treat, identify, or prevent harm from a
condition that may resull wn adverse health con-
sequences or death and may be caused by admin-
istering a drug, biological product, or device that is
used as described in paragraph (1).

“(h) AcTioNS COMMITTED TO AGENCY DISCRETION.—

24 Actions by the Secretary under the authority of this section

25 are committed to agency discretion.”.
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(b) TrEcHNIicAL AMENDMENT.—Section 481A of the
Public Health Service Act (42 U.S.C. 287a-2) is amended—

(1) in subsection (a)(1), by inserting “or the Di-
rector of the National Institute of Allergy and Infec-
tious Diseases™ after “Director of the Center”;

(2) an subsection (¢)—

(A4) i paragraph (1), by inserting “or the

Director of the National Institute of Allergy and

Infectious Diseases” after “Director of the Cen-

ter”; and

(B) i paragraph (2), wn the matter pre-
ceding subparagraph (A), by striking “subsection

(1)” and inserting “subsection (1)(1)”;

(3) in subsection (d), by inserting “or the Direc-
tor of the National Institute of Allergy and Infectious
Diseases™ after “Director of the Center”;

(4) n subsection (e)—

(A) in paragraph (1)—

(1) wn the matter preceding subpara-
graph (A), by inserting “or the Director of
the National Institute of Allergy and Infec-
tious Diseases” after “Director of the Cen-

20

ter”;

S 15 RS1S



© 00O N O 0o B~ W N PP

N N N P B R R R R R R R
N B O © 0 N O U A W N R O

122
(i1) in subparagraph (A), by inserting
“lor, in the case of the Institute, 75 per-
cent)” after “50 percent”; and
(111) 1 subparagraph (B), by inserting

“lor, in the case of the Institute, 75 per-

cent)” after “40 percent’;

(B) in paragraph (2), by inserting “or the
Director of the National Institute of Allergy and
Infectious Diseases” after “Director of the Cen-
ter”; and

(C) in paragraph (4), by inserting “of the
Center or the Director of the National Institute
of Allergy and Infectious Diseases™ after “Direc-
tor”; and
(5) in subsection (f)—

(A) w paragraph (1), by inserting “in the
case of an award by the Director of the Center,”
before “the applicant”; and

(B) n paragraph (2), by inserting “of the
Center or the Director of the National Institute
of Allergy and Infectious Diseases” after “Direc-

»

tor”.
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SEC. 3. BIOMEDICAL COUNTERMEASURES PROCUREMENT.

Part B of title 111 of the Public Health Service Act

(42 U.S.C. 243 et seq.) is amended by inserting after section
3194, the following:

“SEC. 319A-1. BIOMEDICAL COUNTERMEASURES PROCURE-
MENT.

“(a) DETERMINATION OF MATERIAL THREATS.—

“(1) RISk OoF USE.—The Secretary of Homeland

Security, in consultation with the heads of other

agencies as appropriate, shall on an ongoing basis—

“(A) assess current and emerging threats of
use of chemical, biological, radiological, and nu-
clear agents; and

“(B) determine which of such agents present
a material risk of use against the United States
population.

“(2) PUBLIC HEALTH IMPACT.—The Secretary,
e consultation with the Secretary of Homeland Secu-
rity, shall on an ongoing basis—

“(A) assess the potential public health con-
sequences of use against the United States popu-
lation of agents identified wunder paragraph
(1)(B); and

“(B) determine, on the basis of such assess-
ment, the agents for which countermeasures are

necessary to protect the public health.
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“(b) ASSESSMENT OF AVAILABILITY AND APPRO-
PRIATENESS OF COUNTERMEASURES.—The Secretary, in
consultation with the Secretary of Homeland Security, shall
assess on an ongoing basis the availability and appro-
priateness of specific countermeasures to address specific
threats vdentified under subsection (a).
“(¢) CALL FOR NECESSARY COUNTERMEASURES; COM-
MITMENT FOR RECOMMENDATION FOR PROCUREMENT.—
“(1) PROPOSAL TO THE PRESIDENT.—Based on
a determanation of necessary countermeasures under
subsection (a), and the assessment of availability and
appropriateness of countermeasures under subsection
(b), the Secretary of Homeland Security and the Sec-
retary may jointly submat to the President a proposal
to—
“(A) call for a necessary countermeasure
that 1s not available; and
“(B) commit to make a recommendation for
procurement under subsection (e) of the first such
specific countermeasure that meets the conditions
Jor procurement under subsection (d).
“(2) COUNTERMEASURE SPECIFICATIONS.—The
Secretary of Homeland Security and the Secretary
shall, to the extent practicable, include wn the rec-

ommendation under paragraph (1)—
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“(A) estimated quantity of purchase (in the
Jorm of number of doses or number of effective
courses of treatments regardless of dosage form);

“(B) necessary measures of minimum safety
and effectiveness;

“(C) estimated price for each dose or effec-
twe course of treatment regardless of dosage
Jorm; and

“(D) other information that may be nec-
essary to encourage and facilitate research, devel-
opment, and manufacture of the countermeasure
or to provide specifications for the counter-
measure.

“(3) PRESIDENTIAL APPROVAL.—If the President
has approved a request under paragraph (1), the Sec-
retary of Homeland Security and the Secretary shall
make known to persons who may respond to a call for
the countermeasure—

“(A) the call for the countermeasure;

“(B) specifications for the countermeasure
under paragraph (2); and

“(C) a commitment for a recommendation
Jor procurement under subsection (e) of the first

such specific countermeasure that meets the con-
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ditions for procurement under subsection (d) and
the specifications under paragraph (2).
“(4) SUBSEQUENT SPECIFIC COUNTER-

MEASURES.—Procurement under subsection (f) of the

Jirst such specific countermeasure, or any other such

countermeasure, that meets the conditions for procure-
ment under subsection (d) and the specifications
under paragraph (2) shall not preclude the additional
procurement under subsection (f) of a subsequent such
countermeasure that meets the conditions of procure-
ment under subsection (d) if such a countermeasure
provides improved safety or effectiveness or for other
reasons enhances preparedness to respond to threats of
use of a biological, chemical, radiological, or nuclear
agent.

“(d) SECRETARY’S DETERMINATION OF COUNTER-

MEASURES APPROPRIATE FOR PROCUREMENT UNDER THIS

“(1) IN GENERAL.—The Secretary, in accordance
with this section, shall dentify specific counter-
measures to threats identified under subsection (a)
that the Secretary determines, in consultation with
the Secretary of Homeland Security, to be appro-
priate for procurement with appropriations under

thas subsection for inclusion wn the stockpile under
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section 121(a) of the Public Health and Bioterrorism

Preparedness and Response Act of 2002 (42 U.S.C.
300hh-12(a)).

“(2) REQUIREMENTS.—In order for the Sec-
retary to make the determination wunder paragraph
(1) with respect to a countermeasure, the following re-
quirements must be met:

“(A) DETERMINATION OF QUALIFIED COUN-
TERMEASURE.—The Secretary must determine
that the product 1s a qualified countermeasure
(as defined in subsection (h)).

“(B) DETERMINATION OF QUANTITIES
NEEDED AND FEASIBILITY OF PRODUCTION AND
DISTRIBUTION.—The ~ Secretary — must  deter-
mine—

“(1) the quantities of the product that
will be needed to meet the needs of the stock-
pile; and

“(1n) that production and delivery
within 5 years of sufficient quantities of the
product, as so determined, s reasonably ex-
pected to be feasible.

“(C') DETERMINATION OF NO SIGNIFICANT

COMMERCIAL MARKET.—The Secretary shall—
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1 “(1) determine that, at the time of the
2 matial determination under this subsection,
3 there is not a significant commercial mar-
4 ket for the product other than as a bio-
5 medical countermeasure; and
6 “(1n) annually redetermine and report
7 to the President, while a determination
8 under paragraph (1) remains in effect with
9 respect to the product, whether a significant
10 commercial market exists for the product
11 other than as a biomedical countermeasure.
12 “le) RECOMMENDATION FOR PRESIDENT’S AP-
13 PrROVAL.—
14 “(1) RECOMMENDATION FOR PROCUREMENT.—In
15 the case of a countermeasure that the Secretary of
16 Homeland Security and the Secretary have deter-
17 maned 1s appropriate for procurement under this sec-
18 tion for inclusion in the stockpile, in accordance with
19 the preceding provisions of this section, the Secretary
20 of Homeland Security and the Secretary shall jointly
21 submat to the President, in coordination with the Di-
22 rector of the Office of Management and Budget, a rec-
23 ommendation for procurement under this section.
24 “(2)  PRESIDENTIAL APPROVAL.—A  counter-
25 measure may be procured under this section only if
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the President has approved a recommendation under
paragraph (1) with respect to such countermeasure.
“(3) NOTICE TO CONGRESS.—The Secretary of

Homeland Security shall notify Congress of each deci-

ston of the President to approve a recommendation

under paragraph (1).

“(f) PROCUREMENT.—The Secretary and the Secretary
of Homeland Security shall be responsible for the following,
Jor purposes of procurement of qualified countermeasures
for the stockpile under section 121(a) of the Public Health
and Bioterrorism Preparedness and Response Act of 2002
(42 U.S.C. 300hh-12(a)), as approved by the President
under subsection (e):

“(1) IN GENERAL.—The Secretary shall be re-
sponsible for—

“(A) arranging for procurement of the coun-
termeasure, including negotiating terms (includ-
mg quantity, production schedule, and price) of,
and entering nto, contracts and cooperative
agreements, and for carrying out such other ac-
twities as may reasonably be required, in ac-
cordance with the provisions of this paragraph;

and
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“(B) promulgating regulations to imple-
ment subparagraphs (E), (F), and (G), and any
other provisions of this section.
“(2) CONTRACT TERMS.—A contract for procure-
ment under this section shall (or, as otherwise speci-
fied in this paragraph, may) include the following

terms:

© 00 N O 0o B~ W N PP
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“(A) PAYMENT CONDITIONED ON SUBSTAN-
TIAL DELIVERY.—The contract shall provide that
no payment may be made until delivery has been
made of a substantial portion (as determined by
the Secretary) of the total number of units con-
tracted for.

“(B) DISCOUNTED PAYMENT FOR UNLI-
CENSED PRODUCT.—The contract may provide
Jor a discounted price per unit of a product that
18 not licensed or approved as described in sub-
section (h)(1) at the time of delivery, and may
provide for payment of an additional amount
per unit if the product becomes so licensed or ap-
proved before the expiration date of the contract
(including an additional amount per unit of
product delivered before the effective date of such

licensing or approval).
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“(C) STORAGE BY VENDOR.—The contract
may provide that the vendor will provide storage
Jor stocks of a product delivered to the ownership
of the Government under the contract, for such
period and under such terms and conditions as
the Secretary may specify, and in such case
amounts appropriated under subsection (v) shall
be available for costs of shipping, handling, stor-

age, and related costs for such product.

“(D) CONTRACT DURATION.—The contract
shall be for a period not to exceed 5 years, re-
newable for additional periods none of which
shall exceed 5 years.

“(E) TERMINATION FOR NONDELIVERY.—In
addition to any other rights of the Secretary to
terminate the contract, the contract may provide
that such Secretary may terminate the contract
Jor failure to deliver a reasonable number (as de-
termined by the Secretary) of units of the prod-
uct by 3 years after the date the contract is en-
tered into, and may further provide that in such
case the vendor shall not be entitled to any pay-
ment under the contract.

“(F) PRODUCT APPROVAL—The contract

shall provide that the wvendor seek approval,
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clearance, or licensing of the product from the
Secretary for a timetable for the development of
data and other information to support such ap-
proval, clearance, or licensing, and that the Sec-
retary may waive part of all of this contract
term on request of the vendor or on the initiative
of the Secretary.

“(3) AVAILABILITY OF SIMPLIFIED ACQUISITION
PROCEDURES.—The amount of any procurement
under this section shall be deemed to be below the
threshold amount specified in section 4(11) of the Of-
fice of Federal Procurement Policy Act (41 U.S.C.
403(11)), for purposes of application to such procure-
ment, pursuant to section 302A(a) of the Federal
Property and Administrative Services Act of 1949 (41
U.S.C. 252a(a)), of—

“A) section 303(g)(1)(A) of the Federal

Property and Administrative Services Act of

1949 (41 U.S.C. 253(g)(1)(A)) and its imple-

menting requlations; and

“(B) section 302A(b) of such Act (41 U.S.C.
252a(b)) and its implementing requlations.

“(4) USE OF NONCOMPETITIVE PROCEDURES.—
In addition to any other authority to use procedures

other than competitive procedures, the Secretary may
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use such other procedures for a procurement under
this section if the product is available from only one
responsible source or only from a limited number of
responsible sources, and no other type of product will
satisfy such Secretary’s needs.

“(5) PREMIUM PROVISION IN MULTIPLE AWARD
CONTRACTS.—

“(A) IN GENERAL.—If, under this section,
the Secretary enters into contracts with more
than one person to procure a countermeasure,
such Secretary may, notwithstanding any other
provision of law, include in each of such con-
tracts a provision that—

“(1) identifies an increment of the total
quantity of countermeasure required, wheth-
er by percentage or by numbers of units;
and

“(11) promases to pay one or more spec-
ified premiums based on the priority of
such persons’ production and delivery of the
merement identified under clause (v), in ac-
cordance with the terms and conditions of
the contract.

“(B) DETERMINATION OF GOVERNMENT’S

REQUIREMENT NOT REVIEWABLE.—If the Sec-
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retary includes 1n each of a set of contracts a

provision as described in subparagraph (A), such

Secretary’s determination of the total quantity of

countermeasure required, and any amendment of

such determination, 1s committed to agency dis-
cretion.

“(6) EXTENSION OF CLOSING DATE FOR RECEIPT
OF PROPOSALS NOT REVIEWABLE.—A decision by the
Secretary to extend the closing date for receipt of pro-
posals for a procurement under this subsection 1is
committed to agency discretion.

“(7) LIMITING COMPETITION TO SOURCES RE-
SPONDING TO REQUEST FOR INFORMATION.—In con-
ducting a procurement under this section, the Sec-
retary may exclude a sowrce that has not responded
to a request for anformation under  section
303A(a)(1)(B) of the Federal Property and Adminis-
trative  Services  Act  of 1949 (41  U.S.C.
253a(a)(1)(B)) if such request has given notice that
such Secretary may so exclude such a source.

“(g) INTERAGENCY COOPERATION.—

“(1) IN GENERAL.—In carrying out activities
under this section, the Secretary of Homeland Secu-
rity and the Secretary are authorized, subject to

paragraph (2), to enter into interagency agreements
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and other collaborative undertakings with other agen-
cies of the Unated States Government.

“(2) LIMITATION.—An agreement or undertaking
under thas subsection shall not authorize another
agency to exercise the authorities provided by this sec-
tion to the Secretary of Homeland Security or to the
Secretary.

“(h) DEFINITIONS.—In this section:

“(1) QUALIFIED COUNTERMEASURE.—The term
‘qualified countermeasure’ means a biomedical coun-
termeasure—

“(A) that 1s approved under section 505(a)

of the Federal Food, Drug, and Cosmetic Act (21

U.S.C. 355) or licensed under section 351 of this

Act (42 U.S.C. 262) or that is approved under

section 515 or cleared under section 510(k) of the

Federal Food, Drug, and Cosmetic Act (21

U.S.C. 360e and 360) for use as such a counter-

measure to a chemical, biological, radiological,

or nuclear agent identified as a material threat
under subsection (a); or

“(B) for which the Secretary determines
that sufficient and satisfactory clinical experi-
ence or research data (including data, if avail-

able, from preclinical and clinical trials) sup-
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port a reasonable conclusion that the product

will qualify for approval or licensing as such a

countermeasure within 5 years after the date of

a determination under subsection (d).

“(2) BIOMEDICAL COUNTERMEASURE.—The term
‘bromedical countermeasure’ means a drug (as that
term s defined by section 201(g)(1) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 321(g)(1))),
device (as that term 1is defined by section 201(h) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
321(h))), or biological product (as that term 1s de-
Jined by section 351(1) of this Act (42 U.S.C. 262(1)))
that 1s used—

“(A) to treat, identify, or prevent harm
from any biological, chemical, radiological, or
nuclear agent that may cause a public health
emergency affecting national security; or

“(B) to treat, identify, or prevent harm
from a condition that may result in adverse
health consequences or death and may be caused
by administering a drug or biological product
that s used as described in subparagraph (A).

“(1) APPROPRIATIONS.—
“(1) IN GENERAL.— There are appropriated, out

of any moneys i the Treasury not otherwise appro-
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1 priated, for fiscal year 2003 and for each fiscal year
2 thereafter, such sums as may be necessary for the costs
3 mcurred by the Secretary in the procurement of coun-
4 termeasures under this subsection as approved by the
5 President under subsection (e) (other than costs speci-
6 fied i paragraph (2)).
7 “(2)  RESTRICTIONS.—Amounts  appropriated
8 under this subsection shall not be available to pay—
9 “(A) costs for the purchase of vaccines
10 under procurement contracts entered into before
11 January 1, 2003;
12 “(B) costs under new contracts, or costs of
13 new obligations under contracts previously en-
14 tered into, for procurement of a countermeasure
15 after the date of a determination under sub-
16 section (d)(2)(C) that there is a significant com-
17 mercial market for the countermeasure other
18 than as a biomedical countermeasure; or
19 “(C) administrative costs.”.

20 SEC. 4. AUTHORIZATION FOR MEDICAL PRODUCTS FOR USE
21 IN EMERGENCIES.

22 (a) IN GENERAL—Subchapter E of Chapter V of the
23 Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb,

24 et seq.) is amended by adding at the end the following:
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“SEC. 564. AUTHORIZATION FOR MEDICAL PRODUCTS FOR

USE IN EMERGENCIES.

“la) IN GENERAL—Notwithstanding sections 5005,
510(k), and 515 of this Act and section 351 of the Public
Health Service Act, and subject to the provisions of this sec-
tion, the Secretary may authorize the introduction into
wnterstate commerce, during the effective period of a dec-
laration under subsection (b), of a drug, biological product,
or device intended solely for use in an actual or potential
emergency.

“(b) DECLARATION OF EMERGENCY.—

“(1) IN GENERAL.—The Secretary may declare
an emergency justifying the authorization of a drug,
Diological product, or device under this subsection on
the basis of a determination—

“tA) by the Secretary of Homeland Secu-

rity, that there is a domestic emergency (or a

significant potential of a domestic emergency)

mvolving a heightened risk of attack with a spec-
ified biological, chemacal, radiological, or nuclear
agent;

“(B) by the Secretary of Defense, that there
1s a military emergency (or a significant poten-
twal of a military emergency) involving a height-

ened risk to United States military forces of at-
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tack with a biological, chemical, radiological, or
nuclear agent; or

“(C) by the Secretary of a public health
emergency under section 319 of the Public
Health Service Act, affecting national security
and nvolving a specified biological, chemical,
radiological, or nuclear agent or a specified dis-
ease or condition that may be attributable to
such agent.

“(2) TERMINATION OF DECLARATION.—

“(A) IN GENERAL—A declaration wunder
this subsection shall terminate upon the earlier
of—

“(1) a determination by the Secretary,

m consultation as appropriate with the Sec-

retary of Homeland Security or the Sec-

retary of Defense, that the circumstances de-
seribed in paragraph (1) have ceased to
exist; or

“(11) the expiration of the 1-year pe-
riod beginning on the date on which the
declaration is made.

“(B) RENEWAL.—Notunthstanding subpara-

graph (A), the Secretary may renew a declara-
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tion under this subsection, and this paragraph

shall apply to any such renewal.

“(3)  NoriricAtioN—The  Secretary  shall
promptly publish in the Federal Register, and shall
notify the appropriate committees of Congress con-
cerning, each declaration, determination, and renewal
under this subsection.

“(c¢) ORITERIA FOR ISSUANCE OF AUTHORIZATION.—

The Secretary may issue an authorization under this sec-

tion

with respect to a product if the Secretary concludes—

“(1) that an agent specified in a declaration
under subsection (b) can cause a serious or life-threat-
ening disease or condition;

“(2) that, based on the totality of scientific evi-
dence available to the Secretary, including data from
adequate and well-controlled clinical trials, if avail-
able, 1t 1s reasonable to believe that—

“(A) the product may be effective in detect-
myg, diagnosing, treating, or preventing—
“(1) such disease or condition; or
“(1n) a sertous or life-threatening dis-
ease or condition caused by a product au-
thorized wunder this section or approved
under this Act or the Public Health Service

Act, for detecting, diagnosing, treating, or
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preventing such a disease or condition

caused by such an agent; and

“(B) the known and potential benefits of the
product, when used to detect, diagnose, prevent,
or treat such disease or condition, outweigh the
known and potential risks of the product;

“(3) that there 1is no adequate, approved, and
available alternative to the product for detecting, di-
agnosing, preventing, or treating such disease or con-
dition; and

“(4) that such other criteria as the Secretary
may by requlation prescribe are satisfied.

“(d) ScoPE OF AUTHORIZATION.—An authorization of

a product under thas section shall state—

“(1) each disease or condition and the intended
use of the product within the scope of the authoriza-
tion; and

“(2) the Secretary’s conclusions, under subsection
(c), concerning the safety and potential effectiveness of
the product in detecting, diagnosing, preventing, or
treating such diseases or conditions, including an as-
sessment of the available scientific evidence.

“(e) CONDITIONS OF AUTHORIZATION.—The Secretary

24 is authorized to impose such conditions on an authorization

25 under this section as the Secretary determines are necessary
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1 or appropriate to protect the public health, including the

2 following:

3
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“(1) The Secretary shall 1mpose requirements
(including requirements concerning product labeling
and the provision of information) designed to ensure
that, to the maximum extent feasible given the cir-
cumstances of the emergency, health care professionals
admanistering the product are informed—

“(A) that the Secretary has authorized the
product solely for emergency use;

“(B) of the significant known and potential
benefits and risks of use of the product, and of
the extent to which such benefits and risks are
unknown; and

“(C) of the alternatives to the product that
are available, and of their benefits and risks.

“(2) The Secretary shall impose requirements
(including requirements concerning product labeling
and the provision of information) designed to ensure
that, to the maximum extent feasible given the cir-
cumstances of the emergency, indiwiduals to whom the
product 1s administered are informed—

“(A) that the Secretary has authorized the

product solely for emergency use;
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“(B) of the significant known and potential

benefits and risks of use of the product, and of

the extent to which such benefits and risks are

unknown; and

“(C) of any option to accept or refuse ad-
ministration of the product, and of the alter-
naties to the product that are available and of
thewr benefits and risks.

“(3) The Secretary may impose limitations on
which entities may distribute the product (including
limitation to distribution by government entities),
and on how distribution is to be performed.

“(4) The Secretary may tmpose limitations on
who may administer the product, and on the cat-
egories of indwviduals to whom, and the circumstances
under which, the product may be administered.

“(5) The Secretary may condition the authoriza-
tion on the performance of studies, clinical trials, or
other research needed to support marketing approval
of the product.

“(6) The Secretary shall vmpose, to the extent
feasible and appropriate given the circumstances of
the emergency, requirements concerning recordkeeping
and reporting, including records access by the Sec-

retary and publication of data.
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“(7) The Secretary may waive, to the extent ap-
propriate giwen the circumstances of the emergency,
requirements, with respect to the product, of current
good manufacturing practice otherwise applicable to
the manufacture, processing, packing, or holding of
products subject to requlation under this Act.

“(8) The Secretary shall, to the extent feasible
and appropriate given the circumstances of the emer-
gency, impose requirements for the monitoring and
reporting of adverse events associated with use of the
product.

“(f) DURATION OF AUTHORIZATION.—

“(1) IN GENERAL.—Euxcept as provided in para-
graph (2), an authorization under this section shall
be effective until the earlier of the termination of the
declaration under subsection (b) or a revocation
under subsection (g).

“(2) CONTINUED USE AFTER END OF EFFECTIVE
PERIOD.—An authorization shall continue to be effec-
twe for continued wuse with respect to patients to
whom it was administered during the period de-
seribed by paragraph (1), to the extent found nec-
essary by such patients’ attending physicians.

“(g) REVOCATION OF AUTHORIZATION.—
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“(1) REVIEW.—The Secretary shall periodically
review the circumstances and the appropriateness of
an authorization under this section.

“(2) REvOCATION.—The Secretary may revoke
an authorization under this section if, in the Sec-
retary’s unreviewable discretion—

“(A) the conditions for such an authoriza-
tion are no longer met; or

“(B) other circumstances make such revoca-
tion appropriate.

“(h) PUBLICATION.

The Secretary shall promptly
publish wn the Federal Register, and provide to the appro-
priate committees of Congress, a notice of each authoriza-
tion, and each termination or revocation of an authoriza-
tion, under this section.

“(1) RECORDKEEPING.—

“(1) IN GENERAL.—The Secretary may require
persons, including a person who holds an authoriza-
tion under this section, or who manufactures, distrib-
utes, prescribes, or administers a product that is the
subject of such an authorization, to establish and
maimtain—

“(A) data that is obtained from such activ-
1ty and that pertains to the effectiveness or safety

of such product;
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“(B) such records as are necessary to deter-
mine, or facilitate a determination, whether
there may be any violation of this section or of
a requlation promulgated under thas section; and

“(C) such additional records as the Sec-
retary may determine necessary.

“(2) ACCESS TO RECORDS BY SECRETARY.—

“(A) SAFETY AND EFFECTIVENESS INFOR-
MATION.—The Secretary may require a person
who holds an authorization under this section, or
who manufactures, distributes, prescribes, or ad-
manisters a product that is the subject of such an
authorization to provide to the Secretary all
data that s obtained from such activity and that
pertains to the safety or effectiveness of such
product.

“(B) OTHER INFORMATION.—Every person
required under this section to establish or main-
tawn records, and every person in charge or cus-
tody of such records, shall, upon request by the
Secretary, permit the Secretary at all reasonable
tvmes to have access to, to copy, and to verify

such records.

“() CviL, MONETARY PENALTIES.—
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“(1) IN GENERAL.—A person who violates a re-
quirement of this section or of a requlation or order
promulgated pursuant to this section shall be subject
to a civil money penalty of not more than $100,000
m the case of an individual, and not more than
$250,000 in the case of any other person, for each vio-
lation, not to exceed $1,000,000 for all such violations
adjudicated i a single proceeding.

“(2) ASSESSMENT OF CIVIL PENALTIES.—Para-
graphs (3), (4), and (5) of section 303(g) shall apply
to a cwil penalty under this subsection, and ref-
erences in such paragraphs to ‘paragraph (1) or (2)°
shall, for purposes of this subsection, be deemed to
refer to paragraph (1) of this subsection.

“(k) AcTIONS COMMITTED TO AGENCY DISCRETION.—

Actions under the authority of this section by the Secretary,
by the Secretary of Defense, or by the Secretary of Home-

land Security are committed to agency discretion.

“(1) REGULATIONS.—The Secretary may promulgate

requlations to implement this section.

“(m) CONSTRUCTION.—Nothing wn this section shall be

construed to impair or otherwise affect—

“(1) the authority of the President as Com-
mander in Chief of the Armed Forces of the United
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States under article 11, section 2 of the United States

Constitution; or

“(2) the authority of the Secretary of Defense
with respect to the Department of Defense, including
the armed forces, under other provisions of Federal
law.

“(n) APPLICATION TO MEMBERS OF ARMED

FORCES.—

“(1) WAIVER OF REQUIREMENT RELATING TO
OPTION TO REFUSE.—In the case of the administra-
tion of a countermeasure to members of the armed
Jorces, a requirement, under subsection (e)(2), de-
signed to ensure that individuals are informed of an
option to accept or refuse administration of a prod-
uct, may be waived by the President if the President
determanes, wn writing, that complying with such re-
quirement 1s not feasible, s contrary to the best inter-
ests of the members affected, or 1s not in the interests
of national security.

“(2) EFFECT ON STATUTE PERTAINING TO INVES-
TIGATIONAL NEW DRUGS.—In the case of an author-
wzation based on a determination by the Secretary of
Defense under subsection (b)(1)(B), section 1107 of
title 10, Unated States Code, shall not apply to use

of a product that s the subject of such authorization,
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within the scope of such authorization and while such
authorization 1s effective.
“(0o) RELATION T0 OTHER PROVISIONS.—If a product
18 the subject of an authorization under this section, the
use of such product within the scope of the authorization—
“(1) shall not be subject to any requirements
pursuant to section 505(1) or 520(qg); and

“(2) shall not be subject to any requirements oth-
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erwise applicable to clinical investigations pursuant
10 to other provisions of this Act.”.

11 (b) PrOHIBITED AcCTS.—Section 301 of the Federal
12 Food, Drug, and Cosmetic Act (21 U.S.C. 331) is amend-
13 ed—

14 (1) wn subsection (e)—

15 (A) by striking “504, 703" and inserting
16 “504, 564, 703”; and

17 (B) by striking “or 5197 and inserting
18 “519, or 5647; and

19 (2) by adding at the end the following:

20 “(hh)(1) Promotion or use of a product that is the sub-

21 ject of an authorization under section 564 other than as
22 stated in the authorization, or other than during the period
23 described by section 564(g), unless such promotion or use

24 is permitted under another provision of this Act.
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“(2) Failure to comply with an information require-
ment under section 564(e).”.

SEC. 5. AMENDMENTS TO PROVISIONS OF THE HOMELAND
SECURITY ACT.

(a) DECLARATION RECOMMENDING MAKING COUNTER-
MEASURE — AVAILABLE 70 INDIVIDUALS.—Section
224(p)(2)(A) (1) of the Public Health Service Act (42 U.S.C.
233(p)(2)(A)(1)) is amended—

(1) by striking “advisable the administration”
and nserting the following: “advisable—

“(I) the administration”;

(2) by striking the period and inserting “; or’”;
and
(3) by adding at the end the following:

“(II) making a covered counter-
measure available to a category or cat-
egories of indiwviduals who may wish to
receive it.”.

(b) AMENDMENT TO ACCIDENTAL VACCINIA INOCULA-
TION PROVISION.—Section 224(p)(2)(C)(wv)(1l) of the Pub-
lic Health Service Act (42 U.S.C. 233(p)(2)(C)(w)(1l)) s
amended by striking “resides or has resided with” and in-
serting “has resided with, or has had close contact with,”.

(¢) DEEMING ACTS AND OMISSIONS TO BE WITHIN

ScorPE OF EMPLOYMENT.—RSection 224(p)(2) of the Public
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151

1 Health Service Act (42 U.S.C. 233(p)(2)) is amended by

2 adding at the end the following:

3
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“(D) AcTS AND OMISSIONS DEEMED TO BE

WITHIN SCOPE OF EMPLOYMENT.—

S 15 RS1S

“(t) IN GENERAL.—In the case of a
clavm anrising out of alleged transmission of
vaccinia from an indwidual  described n
clause (11), acts or omissions by such indi-
vidual shall be deemed to have been taken
within the scope of such individual’s office
or employment for purposes of—

“(I) subsection (a); and

“(II) section 1346(b) and chapter
171 of title 28, United States Code.
“(11) INDIVIDUALS TO WHOM DEEMING

APPLIES.—An indwvidual s described by
this clause 1f—

“(I) vaccinia vaccine was admin-
wstered to such indwidual as provided
by paragraph (2)(B); and

“(I1) such individual was within
a category of individuals covered by a
declaration under paragraph

()(A)E)(D).”.
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(d) REQUIREMENT TO COOPERATE WITH UNITED
STATES.—Section 224(p)(5) of the Public Health Service
Act (42 U.S.C. 233(p)(5)) is amended in paragraph head-
mg by striking “DEFENDANT” and inserting “COVERED
PERSON’".

(¢) AMENDMENT TO DEFINITION OF COVERED COUN-
TERMEASURE.—Subclause (11) of section 224(p)(7)(4)(1) of
the  Public  Health  Service  Act (42 U.S.C.
233(p)(7)(A)(1)(11)) s amended to read as follows:

“(II) used to control or treat the
adverse effects of vaccinia inoculation
or of administration of another covered
countermeasure; and’.

(f) AMENDMENT TO DEFINITION OF COVERED PER-
SON.—Section 224(p)(7)(B) of the Public Health Service
Act (42 U.S8.C. 233(p)(7)(B)) is amended—

(1) in the matter preceding clause (i), by strik-

mg “icludes any person” and inserting “means a

person’’;

(2) in clause (11)—
(A) by striking “auspices such™ and insert-
g the following: “auspices—
“(I) such’; and
(B) by adding at the end the following:
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“(II) a determination was made
as to whether, or under what cir-
cumstances, an individual should re-
cetve a covered countermeasure;

“(II1) the vmmediate site of ad-
ministration  of a covered counter-
measure was monitored, managed, or
cared for; or

“(IV) an evaluation was made of
whether the administration of a cov-

ered countermeasure was effective;”;

(3) in clause (111) by striking “or’;

(4) by striking clause (w) and inserting the fol-

lowing:

S 15 RS1S

“(w) a State, a political subdivision of
a State, or an agency or official of a State
or of such a political subdwvision, if such
State, subdivision, agency, or official has es-
tablished  requirements, provided policy
guidance, or supplied technical or scientific
advice or assistance with respect to admin-
wstration of such countermeasures;

“(v) in the case of a claim arising out
of alleged transmission of vaccinia from an

imdrvrdual—
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“(1) the individual who allegedly
transmitted the vaccinia, 1f vaccinia
vaccine was administered to such indi-
vidual —as provided by  paragraph

(2)(B) and such indwidual was within

a category of individuals covered by a

declaration under paragraph

(2)(A) (@) A); or

“(II) an entity that employs an
mdividual  deseribed by clause (1) or
where such indwidual has privileges to
provide health care;

“(vi) an official, agent, or employee of
a person described in clause (i), (1), (111),
or (w);

“(vir) a contractor of, or a volunteer
working for, a person described in clause
(i), (1), or (w), if the contractor or volun-
teer performs a function for which a person
described in clause (1), (1), or (i) is a cov-
ered person; or

“(vier) an indwvidual who has privi-
leges to provide health care under the aus-
pices of an entity described in clause (i1) or

(v)(11).”.
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1 (9) AMENDMENT TO DEFINITION OF QUALIFIED
2 PERSON—Section 224(p)(7)(C) of the Public Health Serv-
3 ice Act (42 U.S.C. 233(p)(7)(C)) is amended—

4 (1) by striking “who 1is authorized to” and in-
5 serting the following: “who—

6 “(v) 1s authorized to”;

7 (2) by striking the period and inserting “; or”;
8 and

9 (3) by adding at the end the following:

10 “(11) 1s otherwise authorized by the
11 Secretary to administer such  counter-
12 measure.”’.

13 (h) DEFINITION OF “ARISING OUT OF ADMINISTRA-

14 710N orF A COVERED COUNTERMEASURE”.—Section
15 224(p)(7) of the Public Health Service Act (42 U.S.C.
16 233(p)(7)) is amended by adding at the end the following:

17 “(D) ARISING OUT OF ADMINISTRATION OF
18 A COVERED COUNTERMEASURE.—

19 “(1) IN GENERAL.—The term ‘arising
20 out of administration of a covered counter-
21 measure’, when used with respect to a claim
22 or liability, includes, except as provided in
23 clause (1), a claim or lLiability arising out
24 of—
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“(I) determining whether, or
under what conditions, an individual
should — recewve a  covered counter-
measure;

“(I1) obtaining informed consent
of an indwidual to the administration
of a covered countermeasure;

“(II1) monitoring, management,
or care of an 1mmediate site of admin-
wstration of a covered countermeasure,
or evaluation of whether the adminis-
tration of the countermeasure has been
effective; or

“(1V) transmission of wvaccinia
virus by an andwidual  to  whom
vaceinia vaccine was admanistered as
provided by paragraph (2)(B).

“(11) EXCEPTION.—Such term shall not

wmelude a clavm or liability arising out of

care for or treatment of complications aris-

g out of the administration of the counter-
)

measure.”.

TECHNICAL CORRECTION.—Section

24 224(p)(2)(A)(i1) of the Public Health Service Act (42
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US.C. 233(p)(2)(A)(1n)) is amended by striking “para-
graph (8)(A)” and inserting “paragraph (7)(A)”.

(1) EFFECTIVE DATE.—This amendments made by this
section shall take effect as if enacted on November 25, 2002.
SEC. 6. GAO REPORT.

Not later than 4 years after the date of enactment of
this Act, the Comptroller General of the Unated States shall
submit to the appropriate committees of Congress a report
that—

(1) describes the activities conducted under the
authorities provided for in section 409J(b)(1) of the
Public Health Service Act (as added by section 2) and
section 319A-1(f)(3) and (4) of such Act (as added by
section 3);

(2) identifies any procurements that would have
been prohibited except for the authorities provided in
the sections described in paragraph (1); and

(3) assesses the adequacy of the internal controls
established by the Secretary of Health and Huwman
Services regarding procurements made under the au-
thorities provided for in the sections described in

paragraph (1).
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Calendar No. 53
108TH CONGRESS
{lll SESSION S . 15
A BILL

To amend the Public Health Service Act to provide
for the payment of compensation for certain indi-
viduals with injuries resulting from the adminis-
tration of smallpox countermeasures, to provide
protections and countermeasures against chem-
ical, radiological, or nuclear agents that may be
used in a terrorist attack against the United
States, and to improve immunization rates by in-
creasing the distribution of vaccines and improv-
ing and clarifying the vaccine injury compensa-
tion program.

Marcar 25, 2003

Reported with an amendment
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