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1046, 1050, 1057, Title XI, Title X1V, sec-
tions 2825 and 2826 of the House bill,
and sections 326, 801, 811, 813, 822, 831
through 833, 841, 852, 853, 1013, 1035, 1102
through 1104, and 2824 through 2826 of
the Senate amendment, and modifica-
tions committed to conference: Mr.
Towm DAvis of Virginia, Mr. SHAYS, Mrs.
Jo ANN DAvis of Virginia, and Messrs.
PUTNAM, TURNER of Ohio, WAXMAN,
VAN HOLLEN, and DAvVIS of Illinois.

From the Select Committee on
Homeland Security, for consideration
of section 1456 of the House bill, and
modifications committed to con-
ference: Messrs. COX, SHADEGG and
THOMPSON of Mississippi.

From the Committee on House Ad-
ministration, for consideration of sec-
tion 564 of the Senate amendment, and
modifications committed to con-
ference: Messrs. NEY, MICA, and LARSON
of Connecticut.

From the Committee on Inter-
national Relations, for consideration of
sections 1047, 1201, 1202, 1209, Title XIII,
sections 3601, 3611, 3631, 3632, 3634, 3635,
and 3636 of the House bill, and sections
323, 343, 921, 1201, 1202, 1204, 1205, 1207,
1208, Title XIIl and section 3141 of the
Senate amendment, and modifications
committed to conference: Messrs.
HYDE, BEREUTER, and LANTOS.

From the Committee on the Judici-
ary, for consideration of sections 661
through 665 and 851 through 853 of the
Senate amendment, and modifications
committed to conference: Messrs. SEN-
SENBRENNER, SMITH of Texas, and CON-
YERS.

From the Committee on Resources,
for consideration of sections 311, 317
through 319, 601, and 1057 of the House
bill, and sections 322, 330, and 601 of the
Senate amendment, and modifications
committed to conference: Messrs.
PoMBO, GILCHREST, REHBERG, RAHALL,
and UDALL of New Mexico.

From the Committee on Science, for
consideration of sections 852 and 911 of
the Senate amendment, and modifica-
tions committed to conference: Messrs.
BOEHLERT, SMITH of Michigan, and
HALL of Texas.

From the Committee on Small Busi-
ness, for consideration of section 866 of
the Senate amendment, and modifica-
tions committed to conference: Mr.
MANzULLO, Mrs. KELLY, and Ms.
VELAZQUEZ.

From the Committee on Transpor-
tation and Infrastructure, for consider-
ation of sections 312, 601, 907, 1049, 1051
and 2824 of the House bill, and sections
324, 601, and 2821 of the Senate amend-
ment, and modifications committed to
conference: Messrs. YOUNG of Alaska,
PETRI, and CARSON of Oklahoma.

From the Committee on Veterans’
Affairs, for consideration of section 565
of the House bill, and sections 644 and
707 of the Senate amendment, and
modifications committed to con-
ference: Messrs. SMITH of New Jersey,
BILIRAKIS, and FILNER.

From the Committee on Ways and
Means, for consideration of section 701
of the Senate amendment, and modi-
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fications committed to conference:
Messrs. THOMAS, MCCRERY, and STARK.
There was no objection.
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PROJECT BIOSHIELD ACT OF 2003

Mr. TAUZIN. Mr. Speaker, pursuant
to the order of the House of Tuesday,
July 15, 2003, | call up the bill (H.R.
2122) to enhance research, development,
procurement, and use of biomedical
countermeasures to respond to public
health threats affecting national secu-
rity, and for other purposes, and ask
for its immediate consideration.

The Clerk read the title of the bill.

The SPEAKER pro tempore (Mr. JEN-
KINS). Pursuant to the order of the
House of Tuesday, July 15, 2003, the bill
is considered read for amendment.

The text of H.R. 2122 is as follows:

H.R. 2122

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“‘Project Bio-
Shield Act of 2003”".

SEC. 2. BIOMEDICAL COUNTERMEASURE RE-
SEARCH AND DEVELOPMENT AU-
THORITIES.

(a) IN GENERAL.—Part B of title 111 of the
Public Health Service Act (42 U.S.C. 243 et seq.)
is amended by inserting after section 319F the
following section:

“SEC. 319F-1. AUTHORITY FOR USE OF CERTAIN
PROCEDURES  REGARDING  BIO-
MEDICAL COUNTERMEASURE RE-
SEARCH AND DEVELOPMENT ACTIVI-
TIES.

““(a) IN GENERAL.—

““(1) AUTHORITY.—INn conducting and sup-
porting research and development activities re-
garding biomedical countermeasures under sec-
tion 319F(h), the Secretary may conduct and
support such activities in accordance with this
section if the activities concern qualified coun-
termeasures.

““(2) QUALIFIED COUNTERMEASURE.—For pur-
poses of this section, the term ‘qualified counter-
measure’ means a priority countermeasure (as
defined in section 319F(h)) that affects national
security.

““(3) INTERAGENCY COOPERATION.—

““(A) IN GENERAL.—In carrying out activities
under this section, the Secretary is authorized,
subject to subparagraph (B), to enter into inter-
agency agreements and other collaborative un-
dertakings with other agencies of the United
States Government.

‘“(B) LIMITATION.—AN agreement or under-
taking under this paragraph shall not authorize
another agency to exercise the authorities pro-
vided by this section.

““(4) AVAILABILITY OF FACILITIES TO THE SEC-
RETARY.—In any grant or cooperative agreement
entered into under the authority provided in
this section with respect to a biocontainment
laboratory or other related or ancillary special-
ized research facility that the Secretary deter-
mines necessary for the purpose of performing,
administering, and supporting qualified coun-
termeasure 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.

*‘(b) EXPEDITED PROCUREMENT AUTHORITY.—

““(1) INCREASED SIMPLIFIED  ACQUISITION
THRESHOLD FOR BIOMEDICAL COUNTERMEASURE
PROCUREMENTS.—

“(A) IN GENERAL.—For any procurement by
the Secretary of property or services for use (as
determined by the Secretary) in performing, ad-
ministering, or supporting qualified counter-
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measure research or development activities
under this section that the Secretary determines
necessary to respond to pressing research and
development needs under this section, the
amount specified in section 4(11) of the Office of
Federal Procurement Policy Act (41 U.S.C.
403(11)), as applicable pursuant to section
302A(a) of the Federal Property and Administra-
tive Services Act of 1949 (41 U.S.C. 252a(a)),
shall be deemed to be $25,000,000 in the adminis-
tration, with respect to such procurement, of—

““(i) section 303(g)(1)(A) of the Federal Prop-
erty and Administrative Services Act of 1949 (41
U.S.C. 253(g)(1)(A)) and its implementing regu-
lations; and

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

““(B) APPLICATION OF CERTAIN PROVISIONS.—
Notwithstanding subparagraph (A) and the pro-
vision of law and regulations referred to in such
subparagraph, each of the following provisions
shall apply to procurements described in this
paragraph to the same extent that such provi-
sions would apply to such procurements in the
absence of subparagraph (A):

““(i) Chapter 37 of title 40, United States Code
(relating to contract work hours and safety
standards).

““(ii) Subsections (a) and (b) of section 7 of the

Anti-Kickback Act of 1986 (41 U.S.C. 57(a) and
b)).
(2?(iii) Section 304C of the Federal Property
and Administrative Services Act of 1949 (41
U.S.C. 254d) (relating to the examination of con-
tractor records).

““(C) INTERNAL CONTROLS TO BE INSTITUTED.—
The Secretary shall institute appropriate inter-
nal controls for procurements that are under
this paragraph, including requirements with re-
gard to documenting the justification for use of
the authority in this paragraph.

““(2) OTHER THAN FULL AND OPEN COMPETI-
TION.—(A) In using the authority provided in
section 303(c)(1) of title Il of the Federal Prop-
erty and Administrative Services Act of 1949 (41
U.S.C. 253(c)(1)) to use procedures other than
competitive procedures in the case of a procure-
ment described in paragraph (1) of this sub-
section, the phrase ‘available from only one re-
sponsible source’ in such section 303(c)(1) shall
be deemed to mean ‘available from only one re-
sponsible source or only from a limited number
of responsible sources’.

““(B) The authority under subparagraph (A) is
in addition to any other authority to use proce-
dures other than competitive procedures.

““(C) The Secretary shall implement this para-
graph in accordance with applicable govern-
ment-wide regulations, including requirements
that offers be solicited from as many potential
sources as is practicable under the cir-
cumstances, that required notices be published,
and that submitted offers be considered.

““(8) INCREASED MICROPURCHASE THRESHOLD.—

“(A) IN GENERAL.—For a procurement de-
scribed by paragraph (1), the amount specified
in subsections (c), (d), and (f) of section 32 of
the Office of Federal Procurement Policy Act (41
U.S.C. 428) shall be deemed to be $15,000 in the
administration of that section with respect to
such procurement.

““(B) INTERNAL CONTROLS TO BE INSTITUTED.—
The Secretary shall institute appropriate inter-
nal controls for purchases that are under this
paragraph and that are greater than $2,500.

“(C) EXCEPTION TO PREFERENCE FOR PUR-
CHASE CARD MECHANISM.—No provision of law
establishing a preference for using a Govern-
ment purchase card method for purchases shall
apply to purchases that are under this para-
graph and that are greater than $2,500.

““(c) AUTHORITY TO EXPEDITE PEER REVIEW.—

““(1) IN GENERAL.—The Secretary may, as the
Secretary determines necessary to respond to
pressing qualified countermeasure research and
development needs under this section, employ
such expedited peer review procedures (includ-
ing consultation with appropriate scientific ex-
perts) as the Secretary, in consultation with the
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Director of NIH, deems appropriate to obtain as-
sessment of scientific and technical merit and
likely contribution to the field of qualified coun-
termeasure research, in place of the peer review
and advisory council review procedures that
would be required under sections 301(a)(3),
405(b)(1)(B), 405(b)(2), 406(a)(3)(A), 492, and 494,
as applicable to a grant, contract, or cooperative
agreement—

“(A) that is for performing, administering, or
supporting qualified countermeasure research
and development activities; and

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

““(2) SUBSEQUENT PHASES OF RESEARCH.—The
Secretary’s determination of whether to employ
expedited peer review with respect to subsequent
phases of a research grant or cooperative agree-
ment under this section shall be determined
without regard to the peer review procedures
used for any prior peer review of that same
grant or cooperative agreement.

““(d) AUTHORITY FOR PERSONAL SERVICES CON-
TRACTS.—

“(1) IN GENERAL.—For the purpose of per-
forming, administering, and supporting quali-
fied countermeasure research and development
activities, the Secretary may, as the Secretary
determines necessary to respond to pressing
qualified countermeasure research and develop-
ment needs under this section, obtain by con-
tract (in accordance with section 3109 of title 5,
United States Code, but without regard to the
limitations in such section on the period of serv-
ice and on pay) the personal services of experts
or consultants who have scientific or other pro-
fessional qualifications, except that in no case
shall the compensation provided to any such ex-
pert or consultant exceed the daily equivalent of
the annual rate of compensation for the Presi-
dent.

““(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
damages for personal injury, including death,
resulting from performance of functions under
such contract.

“(B) EXCLUSIVITY OF REMEDY.—The remedy
provided by subparagraph (A) shall be exclusive
of any other civil action or proceeding by reason
of the same subject matter against the person,
officer, employee, or governing board member.

““(8) INTERNAL CONTROLS TO BE INSTITUTED.—

“(A) IN GENERAL.—The Secretary shall insti-
tute appropriate internal controls for contracts
under this subsection, including procedures for
the Secretary to make a determination of wheth-
er a person, or an officer, employee, or gov-
erning board member of a person, is deemed to
be an employee of the Department of Health and
Human Services pursuant to paragraph (2).

‘“(B) DETERMINATION OF EMPLOYEE STATUS TO
BE FINAL.—A determination by the Secretary
under subparagraph (A) that a person, or an of-
ficer, employee, or governing board member of a
person, is or is not deemed to be an employee of
the Department of Health and Human Services
shall be final and binding on the Secretary and
the Attorney General and other parties to any
civil action or proceeding.

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

‘‘(e) STREAMLINED PERSONNEL AUTHORITY.—

“(1) IN GENERAL.—INn addition to any other
personnel authorities, the Secretary may, as the
Secretary determines necessary to respond to
pressing qualified countermeasure research and
development needs under this section, without
regard to such provisions of title 5, United
States Code, governing appointments in the
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competitive service, and without regard to the
provisions of chapter 51 and subchapter Il of
chapter 53 of such title relating to classification
and General Schedule pay rates, appoint profes-
sional and technical employees, not to exceed 30
such employees at any time, to positions in the
National Institutes of Health to perform, admin-
ister, or support qualified countermeasure re-
search and development activities in carrying
out this section.

““(2) INTERNAL CONTROLS TO BE INSTITUTED.—
The Secretary shall institute appropriate inter-
nal controls for appointments under this sub-
section.

““(f) ACTIONS COMMITTED TO AGENCY DISCRE-
TION.—Actions by the Secretary under the au-
thority of this section are committed to agency
discretion.

‘“(g) EFFECT ON RIGHT TO FILE PROTEST.—
Nothing in this section shall affect the right of
an interested party to file a protest with the
contracting agency, to file a protest with the
Comptroller General under subchapter V of
chapter 35 of title 31, United States Code, or to
file an action in the United States Court of Fed-
eral Claims under section 1491(b) of title 28,
United States Code.”".

(b) TECHNICAL 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
Director of the National Institute of Allergy and
Infectious Diseases’ after ‘‘Director of the Cen-
ter’’;

(2) in subsection (¢c)—

(A) in paragraph (1), by inserting “‘or the Di-
rector of the National Institute of Allergy and
Infectious Diseases’ after ‘‘Director of the Cen-
ter”’; and

(B) in paragraph (2), in the matter preceding
subparagraph (A), by striking ‘‘subsection (i)”
and inserting ‘‘subsection (i)(1)"’;

(3) in subsection (d), by inserting ‘‘or the Di-
rector of the National Institute of Allergy and
Infectious Diseases’ after ‘‘Director of the Cen-
ter’’;

(4) in subsection (e)—

(A) in paragraph (1)—

(i) in the matter preceding subparagraph (A),
by inserting “‘or the Director of the National In-
stitute of Allergy and Infectious Diseases’ after
““Director of the Center’’;

(ii) in subparagraph (A), by inserting ““(or, in
the case of the Institute, 75 percent)’” after ‘50
percent’’; and

(iii) in subparagraph (B), by inserting ‘“(or, in
the case of the Institute, 75 percent)’” after ‘40
percent’’;

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

(C) in paragraph (4), by inserting “‘of the Cen-
ter or the Director of the National Institute of
Allergy and Infectious Diseases’ after ‘‘Direc-
tor’’;

(5) in subsection (f)—

(A) in paragraph (1), by inserting “‘in the case
of an award by the Director of the Center,”” be-
fore ““the applicant’’; and

(B) in paragraph (2), by inserting ‘‘of the
Center or the Director of the National Institute
of Allergy and Infectious Diseases’ after ‘‘Di-
rector’’; and

(6) in subsection (i)—

(A) by striking ‘‘APPROPRIATIONS.—For the
purpose of carrying out this section,”” and in-
serting the following: ““APPROPRIATIONS.—

‘(1) CENTER.—For the purpose of carrying out
this section with respect to the Center,’’; and

(B) by adding at the end the following:

““(2) NATIONAL INSTITUTE OF ALLERGY AND IN-
FECTIOUS DISEASES.—For the purpose of car-
rying out this section with respect to the Na-
tional Institute of Allergy and Infectious Dis-
eases, there are authorized to be appropriated
such sums as may be necessary for fiscal year
2003.”".
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SEC. 3. BIOMEDICAL COUNTERMEASURES PRO-
CUREMENT.

(a) IN GENERAL.—Part B of title 111 of the
Public Health Service Act, as amended by sec-
tion 2 of this Act, is amended by inserting after
section 319F-1 the following section:

“SEC. 319F-2. STRATEGIC NATIONAL STOCKPILE.

‘‘(a) STRATEGIC NATIONAL STOCKPILE.—

““(1) IN GENERAL.—The Secretary of Homeland
Security (referred to in this section as the
‘Homeland Security Secretary’), in coordination
with the Secretary and the Secretary of Vet-
erans Affairs, shall maintain a stockpile or
stockpiles of drugs, vaccines and other biologi-
cal products, medical devices, and other supplies
in such numbers, types, and amounts as are de-
termined by the Secretary to be appropriate and
practicable, taking into account other available
sources, to provide for the emergency health se-
curity of the United States, including the emer-
gency health security of children and other vul-
nerable populations, in the event of a bioter-
rorist attack or other public health emergency.

““(2) PROCEDURES.—The Secretary, in man-
aging the stockpile under paragraph (1), shall—

“(A) consult with the working group under
section 319F(a);

““(B) ensure that adequate procedures are fol-
lowed with respect to such stockpile for inven-
tory management and accounting, and for the
physical security of the stockpile;

““(C) in consultation with Federal, State, and
local officials, take into consideration the timing
and location of special events;

“(D) review and revise, as appropriate, the
contents of the stockpile on a regular basis to
ensure that emerging threats, advanced tech-
nologies, and new countermeasures are ade-
quately considered;

““(E) devise plans for the effective and timely
supply-chain management of the stockpile, in
consultation with appropriate Federal, State
and local agencies, and the public and private
health care infrastructure; and

“(F) ensure the adequate physical security of
the stockpile.

““(b) SMALLPOX VACCINE DEVELOPMENT.—

““(1) IN GENERAL.—The Secretary shall award
contracts, enter into cooperative agreements, or
carry out such other activities as may reason-
ably be required in order to ensure that the
stockpile under subsection (a) includes an
amount of vaccine against smallpox as deter-
mined by such Secretary to be sufficient to meet
the health security needs of the United States.

““(2) RULE OF CONSTRUCTION.—Nothing in this
section shall be construed to limit the private
distribution, purchase, or sale of vaccines from
sources other than the stockpile described in
subsection (a).

“‘(c) ADDITIONAL AUTHORITY REGARDING PRO-
CUREMENT OF CERTAIN BIOMEDICAL COUNTER-
MEASURES; AVAILABILITY OF SPECIAL RESERVE
FUND.—

““(1) IN GENERAL.—

“(A) Use OF FUND.—A security counter-
measure may, in accordance with this sub-
section, be procured with amounts in the special
reserve fund under paragraph (10).

““(B) SECURITY COUNTERMEASURE.—For pur-
poses of this subsection, the term ‘security coun-
termeasure’ means a priority countermeasure (as
defined in section 319F(h))—

‘(i) that affects national security;

“(ii) that is determined under paragraph
(2)(B)(ii) to be a necessary countermeasure; and

“(iii)(1) that is approved or cleared under
chapter V of the Federal Food, Drug, and Cos-
metic Act, or licensed under section 351 of this
Act, for use as a countermeasure to a chemical,
biological, radiological, or nuclear agent identi-
fied as a material threat under paragraph
() (AX(ii); or

“(11) for which the Secretary determines that
sufficient and satisfactory clinical experience or
research data (including data, if available, from
pre-clinical and clinical trials) support a rea-
sonable conclusion that the countermeasure will
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qualify for approval or licensing after the date
of a determination under paragraph (5).

‘“(2) DETERMINATION OF MATERIAL THREATS.—

“(A) MATERIAL THREAT.—The Homeland Se-
curity Secretary, in consultation with the heads
of other agencies as appropriate, shall on an on-
going basis—

‘(i) assess current and emerging threats of
chemical, biological, radiological, and nuclear
agents; and

““(ii) determine which of such agents present a
material threat against the United States popu-
lation.

“(B) PUBLIC HEALTH IMPACT; NECESSARY
COUNTERMEASURES.—The Secretary shall on an
ongoing basis—

“(i) assess the potential public health con-
sequences of use against the United States pop-
ulation of agents identified under subparagraph
(A)(ii); and

““(ii) determine, on the basis of such assess-
ment, the agents for which priority counter-
measures are necessary to protect the public
health from a material threat.

““(3) ASSESSMENT OF AVAILABILITY AND APPRO-
PRIATENESS OF COUNTERMEASURES.—The Sec-
retary, in consultation with the Homeland Secu-
rity Secretary, shall assess on an ongoing basis
the availability and appropriateness of specific
countermeasures to address specific threats
identified under paragraph (2).

““(4) CALL FOR SECURITY COUNTERMEASURES;
COMMITMENT FOR RECOMMENDATION FOR PRO-
CUREMENT.—

““(A) PROPOSAL TO THE PRESIDENT.—If, pursu-
ant to an assessment under paragraph (3), the
Homeland Security Secretary and the Secretary
make a determination that a security counter-
measure would be appropriate, such Secretaries
may jointly submit to the President a proposal
to—

“(i) issue a call for the development of such
security countermeasure; and

“(ii) make a commitment that, upon the first
development of such security countermeasure
that meets the conditions for procurement under
paragraph (5), the Secretaries will, based in part
on information obtained pursuant to such call,
make a recommendation under paragraph (6)
that the special reserve fund under paragraph
(10) be made available for the procurement of
such security countermeasure.

““(B) COUNTERMEASURE SPECIFICATIONS.—The
Homeland Security Secretary and the Secretary
shall, to the extent practicable, include in the
proposal under subparagraph (A)—

“(i) estimated quantity of purchase (in the
form of number of doses or number of effective
courses of treatments regardless of dosage form);

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

““(iii) estimated price for each dose or effective
course of treatment regardless of dosage form;
and

“‘(iv) other information that may be necessary
to encourage and facilitate research, develop-
ment, and manufacture of the countermeasure
or to provide specifications for the counter-
measure.

““(C) PRESIDENTIAL APPROVAL.—If the Presi-
dent approves a proposal under subparagraph
(A), the Homeland Security Secretary and the
Secretary shall make known to persons who
may respond to a call for the security counter-
measure involved—

(i) the call for the countermeasure;

“(ii) specifications for the countermeasure
under subparagraph (B); and

““(iii) a commitment described in subparagraph
(AX(ii).

““(5) SECRETARY’S DETERMINATION OF COUN-
TERMEASURES APPROPRIATE FOR FUNDING FROM
SPECIAL RESERVE FUND.—

““(A) IN GENERAL.—The Secretary, in accord-
ance with the provisions of this paragraph,
shall identify specific security countermeasures
that the Secretary determines, in consultation
with the Homeland Security Secretary, to be ap-
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propriate for inclusion in the stockpile under
subsection (@) pursuant to procurements made
with amounts in the special reserve fund under
paragraph (10) (referred to in this subsection in-
dividually as a ‘procurement under this sub-
section’).

““(B) REQUIREMENTS.—In making a determina-
tion under subparagraph (A) with respect to a
security countermeasure, the Secretary shall de-
termine and consider the following:

‘(i) The quantities of the product that will be
needed to meet the needs of the stockpile.

(i) The feasibility of production and delivery
within five years of sufficient quantities of the
product.

““(iii) Whether there is a lack of a significant
commercial market for the product at the time of
procurement, other than as a security counter-
measure.

‘“(6) RECOMMENDATION FOR PRESIDENT’S AP-
PROVAL.—

““(A) RECOMMENDATION FOR PROCUREMENT.—
In the case of a security countermeasure that
the Secretary has, in accordance with para-
graphs (2), (3), and (5), determined to be appro-
priate for procurement under this subsection,
the Homeland Security Secretary and the Sec-
retary shall jointly submit to the President, in
coordination with the Director of the Office of
Management and Budget, a recommendation
that the special reserve fund under paragraph
(10) be made available for the procurement of
such countermeasure.

““(B) PRESIDENTIAL APPROVAL.—The special
reserve fund under paragraph (10) is available
for a procurement of a security countermeasure
only if the President has approved a rec-
ommendation under subparagraph (A) regarding
the countermeasure.

“(C) NOTICE TO CONGRESS.—The Secretary
and the Homeland Security Secretary shall no-
tify the Congress of each decision of the Presi-
dent to approve a recommendation under sub-
paragraph (A). Such notice shall include an ex-
planation of the decision to make available the
special reserve fund under paragraph (10) for
procurement of such a countermeasure, includ-
ing, where available, the identification of the
potential supplier or suppliers of such counter-
measure, and whether other potential suppliers
of the same or similar countermeasures were
considered and rejected for procurement under
this section and the reasons therefor.

“(D) SUBSEQUENT SPECIFIC COUNTER-
MEASURES.—Procurement under this subsection
of a security countermeasure for a particular
purpose does not preclude the subsequent pro-
curement under this subsection of any other se-
curity countermeasure for such purpose if the
Secretary has determined under paragraph
(5)(A) that such countermeasure is appropriate
for inclusion in the stockpile and if, as deter-
mined by the Secretary, such countermeasure
provides improved safety or effectiveness, or for
other reasons enhances preparedness to respond
to threats of use of a biological, chemical, radio-
logical, or nuclear agent. Such a determination
by the Secretary is committed to agency discre-
tion.

““(E) RULE OF CONSTRUCTION.—Recommenda-
tions and approvals under this paragraph apply
solely to determinations that the special reserve
fund under paragraph (10) will be made avail-
able for a procurement of a security counter-
measure, and not to the substance of contracts
for such procurement or other matters relating
to awards of such contracts.

*“(7) PROCUREMENT.—

““(A) IN GENERAL.—For purposes of a procure-
ment under this subsection that is approved by
the President under paragraph (6), the Home-
land Security Secretary and the Secretary shall
have responsibilities in accordance with sub-
paragraphs (B) and (C).

““(B) INTERAGENCY AGREEMENTS.—

‘(i) FOR PROCUREMENT.—The Homeland Secu-
rity Secretary shall enter into an agreement
with the Secretary for procurement of a security
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countermeasure in accordance with the provi-
sions of this paragraph. The special reserve
fund under paragraph (10) shall be available for
the Secretary’s costs of such procurement, other
than as provided in clause (ii).

““(ii) FOR ADMINISTRATIVE COSTS.—The agree-
ment entered into between the Homeland Secu-
rity Secretary and the Secretary for managing
the stockpile under subsection (a) shall provide
for reimbursement of the Secretary’s administra-
tive costs relating to procurements under this
subsection.

““(C) PROCUREMENT.—

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

“(I) arranging for procurement of a security
countermeasure, including negotiating terms
(including quantity, production schedule, and
price) of, and entering into, contracts and coop-
erative agreements, and for carrying out such
other activities as may reasonably be required,
in accordance with the provisions of this sub-
paragraph; and

“(11) promulgating regulations to implement
clauses (v), (vi), and (vii), and any other provi-
sions of this subsection.

“(ii) CONTRACT TERMS.—A contract for pro-
curements under this subsection shall (or, as
specified below, may) include the following
terms:

“(I) PAYMENT CONDITIONED ON SUBSTANTIAL
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, except that, notwithstanding any
other provision of law, the contract may provide
that, if the Secretary determines (in the Sec-
retary’s discretion) that an advance payment is
necessary to ensure success of a project, the Sec-
retary may pay an amount, not to exceed 10 per-
cent of the contract amount, in advance of de-
livery. The contract shall provide that such ad-
vance payment is required to be repaid if there
is a failure to perform under the contract, ex-
cept in special circumstances as determined by
the Secretary on a contract by contract basis.

“(I1) CONTRACT DURATION.—The contract
shall be for a period not to exceed five years, ex-
cept that, in first awarding the contract, the
Secretary may provide for a longer duration, not
exceeding eight years, if the Secretary deter-
mines that complexities or other difficulties in
performance under the contract justify such a
period. The contract shall be renewable for ad-
ditional periods, none of which shall exceed five
years.

“(111) STORAGE BY VENDOR.—The contract
may provide that the vendor will provide storage
for stocks of a product delivered to the owner-
ship of the Federal Government under the con-
tract, for such period and under such terms and
conditions as the Secretary may specify, and in
such case amounts from the special reserve fund
under paragraph (10) shall be available for costs
of shipping, handling, storage, and related costs
for such product.

“(iii) AVAILABILITY OF SIMPLIFIED ACQUISI-
TION PROCEDURES.—

“(1) IN GENERAL.—If the Secretary determines
that there is a pressing need for a procurement
of a specific countermeasure, the amount of the
procurement under this subsection shall be
deemed to be below the threshold amount speci-
fied in section 4(11) of the Office of Federal Pro-
curement Policy Act (41 U.S.C. 403(11)), for pur-
poses of application to such procurement, pur-
suant to section 302A(a) of the Federal Property
and Administrative Services Act of 1949 (41
U.S.C. 252a(a)), of—

““(aa) section 303(g)(1)(A) of the Federal Prop-
erty and Administrative Services Act of 1949 (41
U.S.C. 253(g)(1)(A)) and its implementing regu-
lations; and

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

““(I1) APPLICATION OF CERTAIN PROVISIONS.—
Notwithstanding subclause (1) and the provision
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of law and regulations referred to in such
clause, each of the following provisions shall
apply to procurements described in this clause
to the same extent that such provisions would
apply to such procurements in the absence of
subclause (1):

‘““(aa) Chapter 37 of title 40, United States
Code (relating to contract work hours and safe-
ty standards).

““(bb) Subsections (a) and (b) of section 7 of
the Anti-Kickback Act of 1986 (41 U.S.C. 57(a)
and (b)).

““(cc) Section 304C of the Federal Property
and Administrative Services Act of 1949 (41
U.S.C. 254d) (relating to the examination of con-
tractor records).

““(iv) OTHER THAN FULL AND OPEN COMPETI-
TION.—(l) In using the authority provided in
section 303(c)(1) of title 111 of the Federal Prop-
erty and Administrative Services Act of 1949 (41
U.S.C. 253(c)(1)) to use procedures other than
competitive procedures in the case of a procure-
ment under this subsection, the phrase ‘avail-
able from only one responsible source’ in such
section 303(c)(1) shall be deemed to mean ‘avail-
able from only one responsible source or only
from a limited number of responsible sources’.

“(I1) The authority under subclause (1) is in
addition to any other authority to use proce-
dures other than competitive procedures.

“(I11) The Secretary shall implement this
clause in accordance with applicable govern-
ment-wide regulations, including requirements
that offers be solicited from as many potential
sources as is practicable under the cir-
cumstances, that required notices be published,
and that submitted offers be considered.

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

“(1) IN GENERAL.—If, under this subsection,
the Secretary enters into contracts with more
than one vendor to procure a security counter-
measure, such Secretary may, notwithstanding
any other provision of law, include in each of
such contracts a provision that—

““(aa) identifies an increment of the total
quantity of security countermeasure required,
whether by percentage or by numbers of units;
and

“‘(bb) promises to pay one or more specified
premiums based on the priority of such vendors’
production and delivery of the increment identi-
fied under item (aa), in accordance with the
terms and conditions of the contract.

““(11) DETERMINATION OF GOVERNMENT’S RE-
QUIREMENT NOT REVIEWABLE.—If the Secretary
includes in each of a set of contracts a provision
as described in subclause (1), such Secretary’s
determination of the total quantity of security
countermeasure required, and any amendment
of such determination, is committed to agency
discretion.

““(vi) EXTENSION OF CLOSING DATE FOR RE-
CEIPT OF PROPOSALS NOT REVIEWABLE.—A deci-
sion by the Secretary to extend the closing date
for receipt of proposals for a procurement under
this subsection is committed to agency discre-
tion.

““(vii) LIMITING COMPETITION TO SOURCES RE-
SPONDING TO REQUEST FOR INFORMATION.—IN
conducting a procurement under this sub-
section, the Secretary may exclude a source that
has not responded to a request for information
under section 303A(a)(1)(B) of the Federal Prop-
erty and Administrative Services Act of 1949 (41
U.S.C. 253a(a)(1)(B)) if such request has given
notice that the Secretary may so exclude such a
source.

“(8) INTERAGENCY COOPERATION.—

“(A) IN GENERAL.—InN carrying out activities
under this section, the Homeland Security Sec-
retary and the Secretary are authorized, subject
to subparagraph (B), to enter into interagency
agreements and other collaborative under-
takings with other agencies of the United States
Government.

““(B) LIMITATION.—AN agreement or under-
taking under this paragraph shall not authorize
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another agency to exercise the authorities pro-
vided by this section to the Homeland Security
Secretary or to the Secretary.

““(9) RESTRICTIONS ON USE OF FUNDS.—
Amounts in the special reserve fund under para-
graph (10) shall not be used to pay—

““(A) costs for the purchase of vaccines under
procurement contracts entered into before the
date of the enactment of the Project BioShield
Act of 2003; or

““(B) administrative costs.

““(10) SPECIAL RESERVE FUND.—For purposes
of this subsection, the term ‘special reserve
fund’ has the meaning given such term in sec-
tion 510 of the Homeland Security Act of 2002.

““(d) DiscLosurREs.—No Federal agency shall
disclose under section 552, United States Code,
any information identifying the location at
which materials in the stockpile under sub-
section (a) are stored.

‘“(e) DEFINITION.—For purposes of subsection
(a), the term ‘stockpile’ includes—

““(1) a physical accumulation (at one or more
locations) of the supplies described in subsection
(a); or

““(2) a contractual agreement between the
Homeland Security Secretary and a vendor or
vendors under which such vendor or vendors
agree to provide to such Secretary supplies de-
scribed in subsection (a).

““(f) AUTHORIZATION OF APPROPRIATIONS.—

‘(1) STRATEGIC NATIONAL STOCKPILE.—For the
purpose of carrying out subsection (a), there are
authorized to be appropriated $640,000,000 for
fiscal year 2002, and such sums as may be nec-
essary for each of fiscal years 2003 through 2006.
Such authorization is in addition to amounts in
the special reserve fund under subsection
(€)(10).

““(2) SMALLPOX VACCINE DEVELOPMENT.—For
the purpose of carrying out subsection (b), there
are authorized to be appropriated $509,000,000
for fiscal year 2002, and such sums as may be
necessary for each of fiscal years 2003 through
2006.”".

(b) AMENDMENT TO HOMELAND SECURITY ACT
OF 2002.—Title V of the Homeland Security Act
of 2002 (116 Stat. 2212; 6 U.S.C. 311 et seq.) is
amended by adding at the end the following:
“SEC. 510. PROCUREMENT OF SECURITY COUN-

TERMEASURES FOR STRATEGIC NA-
TIONAL STOCKPILE.

‘“(a) AUTHORIZATION OF APPROPRIATIONS.—
For procurement of security countermeasures
under section 319F-2(c) of the Public Health
Service Act (referred to in this section as the ‘se-
curity countermeasures program’), there is au-
thorized to be appropriated up to $5,593,000,000
for the fiscal years 2004 through 2013. Of the
amounts appropriated under the preceding sen-
tence, not to exceed $3,418,000,000 may be obli-
gated during the fiscal years 2004 through 2008,
of which not to exceed $890,000,000 may be obli-
gated during fiscal year 2004.

*‘(b) SPECIAL RESERVE FUND.—For purposes of
the security countermeasures program, the term
‘special reserve fund’ means the appropriations
account established as a result of any appro-
priations made under subsection (a).

““(c) AVAILABILITY.—

‘(1) DURATION OF AVAILABILITY FOR OBLIGA-
TION.—Subject to paragraph (2), all amounts ap-
propriated under subsection (a) are available for
obligation through the end of fiscal year 2013,
provided that any portion of such amount that
remains unobligated for such purposes on the
expiration of such term shall be returned to the
United States Treasury and shall not be avail-
able for subsequent obligation for any purpose.

““(2) INITIAL AVAILABILITY FOR PARTICULAR
PROCUREMENTS.—Amounts appropriated under
subsection (a) become available for a procure-
ment under the security countermeasures pro-
gram only upon the approval by the President
of such availability for the procurement in ac-
cordance with paragraph (6)(B) of such pro-
gram.”.

(c) CONFORMING AMENDMENTS.—(1) Section
121 of the Public Health Security and Bioter-
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rorism Preparedness and Response Act of 2002
(116 Stat. 611; 42 U.S.C. 300hh-12) is repealed.

(2) The item relating to section 121 in the table
of contents (contained in section 1(b)) of such
Act is repealed.

(3) With respect to the program established
under former section 121 of such Act, the repeal
of such section under paragraph (1) applies as
a modification of the program in accordance
with the amendment made by subsection (a) of
this section, and not as the termination of the
program and the establishment of a different
program.

SEC. 4. AUTHORIZATION FOR MEDICAL PROD-
UCTS FOR USE IN EMERGENCIES.

Subchapter E of chapter V of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb
et seq.) is amended by adding at the end the fol-
lowing section:

“SEC. 564. AUTHORIZATION FOR MEDICAL PROD-
UCTS FOR USE IN EMERGENCIES.

““(a) IN GENERAL.—

““(1) EMERGENCY USES.—Notwithstanding sec-
tions 505, 510(k), and 515 of this Act and section
351 of the Public Health Service Act, and subject
to the provisions of this section, the Secretary
may authorize the introduction into interstate
commerce, during the effective period of a dec-
laration under subsection (b), of a drug or de-
vice intended for use in an actual or potential
emergency (referred to in this section as an
‘emergency use’).

““(2) APPROVAL STATUS OF PRODUCT.—AN au-
thorization under paragraph (1) may authorize
an emergency use of a product that—

“(A) is not approved, licensed, or cleared for
commercial distribution under a provision of law
referred to in such paragraph (referred to in this
section as an ‘unapproved product’); or

““(B) is approved, licensed, or cleared under
such a provision, but which use is not under
such provision an approved, licensed, or cleared
use of the product (referred to in this section as
an ‘unapproved use of an approved product’).

““(3) RELATION TO OTHER USES.—AN emergency
use authorized under paragraph (1) for a prod-
uct is in addition to any other use that is au-
thorized for the product under a provision of
law referred to in such paragraph.

““(4) DEFINITIONS.—For purposes of this sec-
tion:

“(A) The term ‘emergency use’ has the mean-
ing indicated for such term in paragraph (1).

“(B) The term ‘product’ means a drug or de-
vice.

“(C) The term ‘unapproved product’ has the
meaning indicated for such term in paragraph
@A).

“(D) The term ‘unapproved use of an ap-
proved product’ has the meaning indicated for
such term in paragraph (2)(B).

“‘(b) DECLARATION OF EMERGENCY.—

““(1) IN GENERAL.—The Secretary may declare
an emergency justifying the authorization
under this subsection for a product on the basis
of—

“(A) a determination by the Secretary of
Homeland Security that there is a national
emergency, or a significant potential for a na-
tional emergency, involving a heightened risk of
attack with a specified biological, chemical, ra-
diological, or nuclear agent or agents;

““(B) a determination by the Secretary of De-
fense that there is a military emergency, or a
significant potential for a military emergency,
involving a heightened risk to United States
military forces of attack with a biological, chem-
ical, radiological, or nuclear agent or agents; or

“(C) a determination by the Secretary of a
public health emergency under section 319 of the
Public Health Service Act, affecting national se-
curity and involving a specified biological,
chemical, radiological, or nuclear agent or
agents, or a specified disease or condition that
may be attributable to such agent or agents.

*“(2) TERMINATION OF DECLARATION.—

““(A) IN GENERAL.—A declaration under this
subsection shall terminate upon the earlier of—
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““(i) a determination by the Secretary, in con-
sultation as appropriate with the Secretary of
Homeland Security or the Secretary of Defense,
that the circumstances described in paragraph
(1) have ceased to exist; or

“‘(ii) the expiration of the one-year period be-
ginning on the date on which the declaration is
made.

“(B) RENEWAL.—Notwithstanding subpara-
graph (A), the Secretary may renew a declara-
tion under this subsection, and this paragraph
shall apply to any such renewal.

““(3) ADVANCE NOTICE OF TERMINATION.—In
terminating a declaration under this section, the
Secretary shall provide advance notice that the
declaration will be terminated. The period of ad-
vance notice shall be a period reasonably deter-
mined to provide—

“(A) in the case of an unapproved product, a
sufficient period for disposition of shipments of
the product, including the return of such ship-
ments to the manufacturer (in the case of a
manufacturer that chooses to have the ship-
ments returned); and

“(B) in the case of unapproved uses of ap-
proved products, a sufficient period for the dis-
position of any labeling that was provided with
respect to the emergency use involved.

““(4) PUBLICATION.—The Secretary shall
promptly publish in the Federal Register each
declaration, determination, and renewal under
this subsection.

““(c) CRITERIA FOR ISSUANCE OF AUTHORIZA-
TION.—The Secretary may issue an authoriza-
tion under this section with respect to the emer-
gency use of a product only if, after consulta-
tion with the Director of the National Institutes
of Health and the Director of the Centers for
Disease Control and Prevention, to the extent
feasible and appropriate given the cir-
cumstances of the emergency involved, the Sec-
retary concludes—

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

““(2) that, based on the totality of scientific
evidence available to the Secretary, including
data from adequate and well-controlled clinical
trials, if available, it is reasonable to believe
that—

““(A) the product may be effective in detecting,
diagnosing, treating, or preventing—

““(i) such disease or condition; or

“(i1) a serious or life-threatening disease or
condition caused by a product authorized under
this section or approved under this Act or the
Public Health Service Act, for detecting, diag-
nosing, treating, or 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 is no adequate, approved, and
available alternative to the product for detect-
ing, diagnosing, preventing, or treating such
disease or condition; and

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

“‘(d) SCOPE OF AUTHORIZATION.—

““(1) IN GENERAL.—AnN authorization of a prod-
uct under this section shall state—

““(A) each disease or condition that the prod-
uct may be used to detect, diagnose, prevent, or
treat within the scope of the authorization;

““(B) the Secretary’s conclusions, made under
subsection (c)(2)(B), that the known and poten-
tial benefits of the product, when used to detect,
diagnose, prevent, or treat such disease or con-
dition, outweigh the known and potential risks
of the product; and

““(C) the Secretary’s conclusions, made under
subsection (c), concerning the safety and poten-
tial effectiveness of the product in detecting, di-
agnosing, preventing, or treating such diseases
or conditions, including an assessment of the
available scientific evidence.

“(2) CONFIDENTIAL INFORMATION.—Nothing in
this section alters or amends section 1905 of title
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18, United States Code, or section 552(b)(4) of
title 5 of such Code.

‘“(e) CONDITIONS OF AUTHORIZATION.—

‘(1) UNAPPROVED PRODUCT.—

““(A) REQUIRED CONDITIONS.—With respect to
the emergency use of an unapproved product,
the Secretary, to the extent feasible given the
circumstances of the emergency, shall, for per-
sons who choose to carry out one or more activi-
ties for which the authorization is issued, estab-
lish such conditions on an authorization under
this section as the Secretary finds necessary or
appropriate to protect the public health, includ-
ing the following:

(i) Appropriate conditions designed to ensure
that, to the extent feasible given the cir-
cumstances of the emergency, health care pro-
fessionals administering the product are in-
formed—

“() that the Secretary has authorized the
emergency use of the product;

“(I1) of the significant known and potential
benefits and risks of the emergency use of the
product, and of the extent to which such bene-
fits and risks are unknown; and

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

‘(i) Appropriate conditions designed to en-
sure that, to the extent feasible given the cir-
cumstances of the emergency, individuals to
whom the product is administered are in-
formed—

“() that the Secretary has authorized the
emergency use of the product;

“(I1) of the significant known and potential
benefits and risks of such use, and of the extent
to which such benefits and risks are unknown;
and

“(111) of the option to accept or refuse admin-
istration of the product, of the consequences, if
any, of refusing administration of the product,
and of the alternatives to the product that are
available and of their benefits and risks.

‘“(iii) Appropriate conditions for the moni-
toring and reporting of adverse events associ-
ated with the emergency use of the product.

““(iv) For manufacturers of the product, ap-
propriate conditions concerning recordkeeping
and reporting, including records access by the
Secretary, with respect to the emergency use of
the product.

““(B) AUTHORITY FOR ADDITIONAL CONDI-
TIONS.—With respect to the emergency use of an
unapproved product, the Secretary, to the ex-
tent feasible given the circumstances of the
emergency, may, for persons who choose to
carry out one or more activities for which the
authorization is issued, establish such condi-
tions on an authorization under this section as
the Secretary finds necessary or appropriate to
protect the public health, including the fol-
lowing:

(i) Appropriate conditions on which entities
may distribute the product with respect to the
emergency use of the product (including limita-
tion to distribution by government entities), and
on how distribution is to be performed.

‘(i) Appropriate conditions on who may ad-
minister the product with respect to the emer-
gency use of the product, and on the categories
of individuals to whom, and the circumstances
under which, the product may be administered
with respect to such use.

‘“(iii) For persons other than manufacturers of
the product, appropriate conditions concerning
recordkeeping and reporting, including records
access by the Secretary, with respect to the
emergency use of the product.

““(iv) With respect to the emergency use of the
product, waive or limit, to the extent appro-
priate given the circumstances of the emergency,
conditions regarding current good manufac-
turing practice otherwise applicable to the man-
ufacture, processing, packing, or holding of
products subject to regulation under this Act,
including such requirements established in sec-
tion 501.

““(2) UNAPPROVED USE.—With respect to the
emergency use of a product that is an unap-
proved use of an approved product:
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““(A) The Secretary may, for manufacturers of
the product who choose to carry out one or more
activities for which the authorization is issued,
establish any of the conditions described in
clauses (i) through (iv) of paragraph (1)(A).

“(B)(i) If the authorization under this section
regarding the emergency use authorizes a
change in the labeling of the product, but the
manufacturer of the product chooses not to
make such change, such authorization may not
authorize distributors of the product or any
other person to alter or obscure the labeling pro-
vided by the manufacturer.

“(ii) In the circumstances described in clause
(i), an authorization under this section regard-
ing the emergency use may, for persons who do
not manufacture the product and who choose to
act under this clause, authorize such persons to
provide information on the product in addition
to the labeling provided by the manufacturer,
subject to compliance with clause (i). Such addi-
tional information shall not be considered label-
ing for purposes of section 502.

“‘(f) DURATION OF AUTHORIZATION.—

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

““(2) CONTINUED USE AFTER END OF EFFECTIVE
PERIOD.—AnN authorization shall continue to be
effective for continued use with respect to pa-
tients to whom it was administered during the
period described by paragraph (1), to the extent
found necessary by such patients’ attending
physicians.

““(g) REVOCATION OF AUTHORIZATION.—

“(1) ReVIEwW.—The Secretary shall periodi-
cally review the circumstances and the appro-
priateness of an authorization under this sec-
tion.

““(2) REVOCATION.—The Secretary may revoke
an authorization under this section if, in the
Secretary’s unreviewable discretion, the criteria
under subsection (c) for issuance of such au-
thorization are no longer met.

““(h) PUBLICATION.—The Secretary shall
promptly publish in the Federal Register a no-
tice of each authorization, and each termination
or revocation of an authorization, and an expla-
nation of the reasons therefor, under this sec-
tion.

““(i) ACTIONS COMMITTED TO AGENCY DISCRE-
TION.—Actions under the authority of this sec-
tion by the Secretary, by the Secretary of De-
fense, or by the Secretary of Homeland Security
are committed to agency discretion.

“(j) RULES OF CONSTRUCTION.—Nothing in
this section shall be construed to impair or oth-
erwise affect—

‘(1) the authority of the President as Com-
mander in Chief of the Armed Forces of the
United States under article Il, section 2 of the
United States Constitution;

““(2) the authority of the Secretary of Defense
with respect to the Department of Defense, in-
cluding the armed forces, under other provisions
of Federal law; or

““(3) the authority of the Secretary under sec-
tion 319F-2 to manage the stockpile under such
section.

“(k) APPLICATION TO MEMBERS OF ARMED
FORCES.—

‘(1) WAIVER OF REQUIREMENT RELATING TO
OPTION TO REFUSE.—In the case of administra-
tion of a countermeasure to members of the
armed forces, a requirement, under subsection
©)@)(A)(ii)(111), designed to ensure that indi-
viduals are informed of an option to accept or
refuse administration of a product, may be
waived by the President if the President deter-
mines, in writing, that complying with such re-
quirement is not feasible, is contrary to the best
interests of the members affected, or is not in the
interests of national security.

““(2) PROVISION OF INFORMATION TO MEMBER
OF THE ARMED FORCES.—If the Secretary makes
a determination that it is not feasible for the in-
formation required by subsection (e)(1)(A)(ii) to
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be provided to a member of the armed forces
prior to the administration of the product, such
information shall be provided to such member of
the armed forces (or next-of-kin in the case of
the death of a member) to whom the product
was administered as soon as possible, but not
later than 30 days, after such administration.
Information concerning the administration of
the product shall be recorded in the medical
record of the member.

““(3) EFFECT ON STATUTE PERTAINING TO INVES-
TIGATIONAL NEW DRUGS.—In the case of an au-
thorization based on a determination by the Sec-
retary of Defense under subsection (b)(1)(B),
section 1107 of title 10, United States Code, shall
not apply to use of a product that is the subject
of such authorization, within the scope of such
authorization and while such authorization is
effective.

“(I) RELATION TO OTHER PROVISIONS.—If a
product is 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(i) or 520(g); and

““(2) shall not be subject to any requirements
otherwise applicable to clinical investigations
pursuant to other provisions of this Act.

““(m) DISCRETION REGARDING USE OF AUTHOR-
1ZATION.—Nothing in this section provides the
Secretary any authority to require any person
to carry out any activity that becomes lawful
pursuant to an authorization under this section,
and no person is required to inform the Sec-
retary that the person will not be carrying out
such activity, except that a manufacturer of a
sole-source unapproved product authorized for
emergency use shall notify the Secretary within
a reasonable period of time after the issuance by
the Secretary of such authorization if such
manufacturer does not intend to carry out an
activity or activities under the authorization.
This section does not have any legal effect on a
person who does not carry out any activity for
which an authorization under this section is
issued, or who carries out such an activity pur-
suant to other provisions of this Act or section
351 of the Public Health Service Act.

““(n) ENFORCEMENT.—A person who carries
out an activity pursuant to an authorization
under this section, but who fails to comply with
applicable conditions under subsection (e), is
with respect to that act of noncompliance sub-
ject to the provisions of law specified in sub-
section (a) and to the enforcement of such provi-
sions under section 301.”".

SEC. 5. REPORTS REGARDING AUTHORITIES
UNDER THIS ACT.

(a) SECRETARY OF HEALTH AND HUMAN SERV-
ICES.—

(1) ANNUAL REPORTS ON PARTICULAR EXER-
CISES OF AUTHORITY.—

(A) RELEVANT AUTHORITIES.—The Secretary of
Health and Human Services (referred to in this
subsection as the ‘“‘Secretary’’) shall submit re-
ports in accordance with subparagraph (B) re-
garding the exercise of authority under the fol-
lowing provisions of law:

(i) With respect to section 319F-1 of the Public
Health Service Act (as added by section 2 of this
Act):

(I)) Subsection (b)(1) (relating to increased sim-
plified acquisition threshold).

(1) Subsection (b)(2) (relating to use of non-
competitive procedures).

(111) Subsection (c) (relating to expedited peer
review procedures).

(if) With respect to section 319F-2 of the Pub-
lic Health Service Act (as added by section 3 of
this Act):

(1) Subsection (c)(7)(C)(iii) (relating to sim-
plified acquisition procedures).

(I1) Subsection (c)(7)(C)(iv) (relating to use of
noncompetitive procedures).

(111) Subsection (c)(7)(C)(v) (relating to pre-
mium provision in multiple-award contracts).

(iii) With respect to section 564 of the Federal
Food, Drug, and Cosmetic Act (as added by sec-
tion 4 of this Act):
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(1) Subsection (a)(1) (relating to emergency
uses of certain drugs and devices).

(1) Subsection (b)(1) (relating to a declaration
of an emergency).

(111) Subsection (e) (relating to conditions on
authorization).

(B) CONTENTS OF REPORTS.—The Secretary
shall annually submit to the Congress a report
that summarizes—

(i) the particular actions that were taken
under the authorities specified in subparagraph
(A), including, as applicable, the identification
of the threat agent, emergency, or the bio-
medical countermeasure with respect to which
the authority was used;

(ii) the reasons underlying the decision to use
such authorities, including, as applicable, the
options that were considered and rejected with
respect to the use of such authorities; and

(iii) the identification of each person or entity
that received, or was considered and rejected
for, grants, cooperative agreements, or contracts
pursuant to the use of such authorities.

(2) ANNUAL SUMMARIES REGARDING CERTAIN
ACTIVITY.—The Secretary shall annually submit
to the Congress a report that summarizes the ac-
tivity undertaken pursuant to the following au-
thorities under section 319F-1 of the Public
Health Service Act (as added by section 2 of this
Act):

(A) Subsection (b)(3) (relating to increased
micropurchase threshold).

(B) Subsection (d) (relating to authority for
personal services contracts).

(C) Subsection (e) (relating to streamlined per-

sonnel authority).
With respect to subparagraph (B), the report
shall include a provision specifying, for the one-
year period for which the report is submitted,
the number of persons who were paid amounts
greater than $100,000 and the number of persons
who were paid amounts between $50,000 and
$100,000.

(b) NATIONAL ACADEMY OF SCIENCES RE-
VIEW.—Not later than three years after the date
of the enactment of this Act, the Secretary of
Health and Human Services shall request the
National Academy of Sciences to enter into an
agreement for a review of the biomedical coun-
termeasure research and development authori-
ties established in this Act to determine whether
and to what extent activities undertaken pursu-
ant to such authorities have enhanced the de-
velopment of biomedical countermeasures affect-
ing national security, and to recommend any
legislative or administrative changes necessary
to improve the ability of the Secretary to carry
out these activities in the future. The Secretary
shall ensure that the results of the study are
submitted to the Congress not later than five
years after such date of enactment.

(c) GENERAL ACCOUNTING OFFICE REVIEW.—
Four years after the date of the enactment of
this Act, the Comptroller General of the United
States shall initiate a study—

(1)(A) to review the Secretary of Health and
Human Services’ utilization of the authorities
granted under this Act with respect to simplified
acquisition procedures, use of noncompetitive
procedures, increased micropurchase thresholds,
personal services contracts, streamlined per-
sonnel authority, and the purchase of security
countermeasures under the special reserve fund;
and

(B) to recommend any legislative or adminis-
trative changes necessary to improve the utiliza-
tion or effectiveness of such authorities in the
future;

(2)(A) to review the internal controls insti-
tuted by such Secretary with respect to such au-
thorities, where required by this Act; and

(B) to recommend any legislative or adminis-
trative changes necessary to improve the effec-
tiveness of such controls; and

(3)(A) to review such Secretary’s utilization of
the authority granted under this Act to author-
ize an emergency use of a biomedical counter-
measure, including the means by which the Sec-

H6913

retary determines whether and under what con-

ditions any such authorizations should be

granted and the benefits and adverse impacts, if
any, resulting from the use of such authority;
and

(B) to recommend any legislative or adminis-
trative changes necessary to improve the utiliza-
tion or effectiveness of such authority and to
enhance protection of the public health.

The results of the study shall be submitted to

the Congress not later than five years after the

date of the enactment of this Act.

SECTION 1. SHORT TITLE.

This Act may be cited as the “Project Bio-
Shield Act of 2003”.

SEC. 2. BIOMEDICAL COUNTERMEASURE RE-
SEARCH AND DEVELOPMENT—AU-
THORITIES.

(a) In General.—Part B of title III of the
Public Health Service Act (42 U.S.C. 243 et
seq.) is amended by inserting after section
319F the following section:

“SEC. 319F-1. AUTHORITY FOR USE OF CERTAIN
PROCEDURES REGARDING  BIO-
MEDICAL COUNTERMEASURE RE-
SEARCH AND DEVELOPMENT AC-
TIVITIES.

“(a) In General.—

“(1) Authority.—In conducting and sup-
porting research and development activities
regarding biomedical countermeasures under
section 319F(h), the Secretary may conduct
and support such activities in accordance
with this section if the activities concern
qualified countermeasures.

“(2) Qualified countermeasure.—For pur-
poses of this section, the term °‘qualified
countermeasure’ means a priority counter-
measure (as defined in section 319F(h)) that
affects national security.

“(3) Interagency cooperation.—

“(A) In general.—In carrying out activities
under this section, the Secretary is author-
ized, subject to subparagraph (B), to enter
into interagency agreements and other col-
laborative undertakings with other agencies
of the United States Government.

“(B) Limitation.—An agreement or under-
taking under this paragraph shall not au-
thorize another agency to exercise the au-
thorities provided by this section.

“(4) Availability of facilities to the
secretary.—In any grant or cooperative
agreement entered into under the authority
provided in this section with respect to a bio-
containment laboratory or other related or
ancillary specialized research facility that
the Secretary determines necessary for the
purpose of performing, administering, and
supporting qualified countermeasure re-
search and development, the Secretary may
provide that the facility that is the object of
such grant or cooperative agreement shall be
available as needed to the Secretary to re-
spond to public health emergencies affecting
national security.

“(b) Expedited Procurement Authority.—

“(1) Increased simplified acquisition
threshold for biomedical countermeasure
procurements.—

“(A) In general.—For any procurement by
the Secretary of property or services for use
(as determined by the Secretary) in per-
forming, administering, or supporting quali-
fied countermeasure research or develop-
ment activities under this section that the
Secretary determines necessary to respond to
pressing research and development needs
under this section, the amount specified in
section 4(11) of the Office of Federal Procure-
ment Policy Act (41 U.S.C. 403(11)), as appli-
cable pursuant to section 302A(a) of the Fed-
eral Property and Administrative Services
Act of 1949 (41 U.S.C. 252a(a)), shall be
deemed to be $25,000,000 in the administra-
tion, with respect to such procurement, of—

“(i) section 303(g)(1)(A) of the Federal Prop-
erty and Administrative Services Act of 1949
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(41 U.S.C. 253(g)(1)(A)) and its implementing
regulations; and

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

“(B) Application of certain provisions.—
Notwithstanding subparagraph (A) and the
provision of law and regulations referred to
in such subparagraph, each of the following
provisions shall apply to procurements de-
scribed in this paragraph to the same extent
that such provisions would apply to such
procurements in the absence of subpara-
graph (A):

“(i) Chapter 37 of title 40, United States
Code (relating to contract work hours and
safety standards).

“(ii) Subsections (a) and (b) of Section 7 of
the Anti-Kickback Act of 1986 (41 U.S.C. 57(a)
and (b)).

“(iii) Section 304C of the Federal Property
and Administrative Services Act of 1949 (41
U.S.C. 254d) (relating to the examination of
contractor records).

“(C) Internal controls to be instituted.—The
Secretary shall institute appropriate internal
controls for procurements that are under this
paragraph, including requirements with re-
gard to documenting the justification for use
of the authority in this paragraph.

“(2) Use of noncompetitive procedures.—In
addition to any other authority to use proce-
dures other than competitive procedures, the
Secretary may use such other procedures
when—

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

“(B) the property or services needed by the
Secretary are available from only one respon-
sible source or only from a limited number of
responsible sources, and no other type of
property or services will satisfy the Sec-
retary’s needs.

“(3) Increased micropurchase threshold.—

“(A) In general—For a procurement de-
scribed by paragraph (1), the amount speci-
fied in subsections (c¢), (d), and (f) of section
32 of the Office of Federal Procurement Pol-
icy Act (41 U.S.C. 428) shall be deemed to be
$15,000 in the administration of that section
with respect to such procurement.

“(B) Internal controls to be instituted.—The
Secretary shall institute appropriate internal
controls for purchases that are under this
paragraph and that are greater than $2,500.

“(C) Exception to preference for purchase
card mechanism.—No provision of law estab-
lishing a preference for using a Government
purchase card method for purchases shall
apply to purchases that are under this para-
graph and that are greater than $2,500.

“(c) Authority To Expedite Peer Review.—

“(1) In general.—The Secretary may, as the
Secretary determines necessary to respond to
pressing qualified countermeasure research
and development needs under this section,
employ such expedited peer review proce-
dures (including consultation with appro-
priate scientific experts) as the Secretary, in
consultation with the Director of NIH, deems
appropriate to obtain assessment of scientific
and technical merit and likely contribution
to the field of qualified countermeasure re-
search, in place of the peer review and advi-
sory council review procedures that would be
required under sections 301(a)(3),
405(b)(1)(B), 405(b)(2), 406(a)(3)(A), 492, and
494, as applicable to a grant, contract, or co-
operative agreement—

“(A) that is for performing, administering,
or supporting qualified countermeasure re-
search and development activities; and

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

“(2) Subsequent phases of research.—The
Secretary’s determination of whether to em-
ploy expedited peer review with respect to
subsequent phases of a research grant or co-
operative agreement under this section shall
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be determined without regard to the peer re-
view procedures used for any prior peer re-
view of that same grant or cooperative agree-
ment.

“(d) Authority for Personal Services Con-
tracts.—

“(1) In general—For the purpose of per-
forming, administering, and supporting
qualified countermeasure research and de-
velopment activities, the Secretary may, as
the Secretary determines necessary to re-
spond to pressing qualified countermeasure
research and development needs under this
section, obtain by contract (in accordance
with section 3109 of title 5, United 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 pro-
fessional qualifications, except that in no
case shall the compensation provided to any
such expert or consultant exceed the daily
equivalent of the annual rate of compensa-
tion for the President.

“(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 em-
ployee 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 damages for personal
injury, including death, resulting from per-
formance of functions under such contract.

“(B) Exclusivity of remedy.—The remedy
provided by subparagraph (A) shall be exclu-
sive of any other civil action or proceeding
by reason of the same subject matter against
the person, officer, employee, or governing
board member.

“(3) Internal controls to be instituted.—

“(A) In general.—The Secretary shall insti-
tute appropriate internal controls for con-
tracts under this subsection, including proce-
dures for the Secretary to make a determina-
tion of whether a person, or an officer, em-
ployee, or governing board member of a per-
son, is deemed to be an employee of the De-
partment of Health and Human Services pur-
suant to paragraph (2).

“(B) Determination of employee status to be
final.—A determination by the Secretary
under subparagraph (A) that a person, or an
officer, employee, or governing board mem-
ber of a person, is or is not deemed to be an
employee of the Department of Health and
Human Services shall be final and binding on
the Secretary and the Attorney General and
other parties to any civil action or pro-
ceeding.

“(4) Number of personal services contracts
limited.—The number of experts and consult-
ants whose personal services are obtained
under paragraph (1) shall not exceed 30 at
any time.

“(e) Streamlined Personnel Authority.—

“(1) In general.—In addition to any other
personnel authorities, the Secretary may, as
the Secretary determines necessary to re-
spond to pressing qualified countermeasure
research and development needs under this
section, without regard to such provisions of
title 5, United States Code, governing ap-
pointments in the competitive 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 employees, not to exceed 30 such
employees at any time, to positions in the Na-
tional Institutes of Health to perform, admin-
ister, or support qualified countermeasure
research and development activities in car-
rying out this section.

“(2) Internal controls to be instituted.—The
Secretary shall institute appropriate internal

July 16, 2003

controls for appointments under this sub-
section.

“f) Actions Committed to Agency Discre-
tion.—Actions by the Secretary under the au-
thority of this section are committed to agen-
cy discretion.”.

(b) Technical 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
Director of the National Institute of Allergy
and Infectious Diseases” after “Director of
the Center”;

(2) in subsection (¢)—

(A) in paragraph (1), by inserting “or the
Director of the National Institute of Allergy
and Infectious Diseases” after “Director of
the Center”; and

(B) in paragraph (2), in the matter pre-
ceding subparagraph (A), by striking “sub-
section (i)” and inserting “subsection (i)(1)”;

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

(4) in subsection (e)—

(A) in paragraph (1)—

(i) in the matter preceding subparagraph
(A), by inserting “or the Director of the Na-
tional Institute of Allergy and Infectious Dis-
eases” after “Director of the Center”;

(ii) in subparagraph (A), by inserting “(or,
in the case of the Institute, 75 percent)” after
“50 percent”; and

(iii) in subparagraph (B), by inserting “(or,
in the case of the Institute, 75 percent)” 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 Center”; and

(C) in paragraph (4), by inserting “of the
Center or the Director of the National Insti-
tute of Allergy and Infectious Diseases” after
“Director”;

(5) in subsection (f)—

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

(B) in paragraph (2), by inserting “of the
Center or the Director of the National Insti-
tute of Allergy and Infectious Diseases” after
“Director”; and

(6) in subsection (i)—

(A) by striking “Appropriations.—For the
purpose of carrying out this section,” and in-
serting the following: “Appropriations.—

“(1) Center.—For the purpose of carrying
out this section with respect to the Center,”;
and

(B) by adding at the end the following:

“(2) National institute of allergy and infec-
tious diseases.—For the purpose of carrying
out this section with respect to the National
Institute of Allergy and Infectious Diseases,
there are authorized to be appropriated such
sums as may be necessary for fiscal year
2003.”.

SEC. 3. BIOMEDICAL COUNTERMEASURES PRO-
CUREMENT.

(a) In General.—Part B of title III of the
Public Health Service Act, as amended by
section 2 of this Act, is amended by inserting
after section 319F-1 the following section:

“SEC. 319F-2. STRATEGIC NATIONAL STOCKPILE.

“(a) Strategic National Stockpile.—

“(1) In general.—The Secretary of Home-
land Security (referred to in this section as
the ‘Homeland Security Secretary’), in coordi-
nation with the Secretary and the Secretary
of Veterans Affairs, shall maintain a stockpile
or stockpiles of drugs, vaccines and other bi-
ological products, medical devices, and other
supplies in such numbers, types, and
amounts as are determined by the Secretary
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to be appropriate and practicable, taking
into account other available sources, to pro-
vide for the emergency health security of the
United States, including the emergency
health security of children and other vulner-
able populations, in the event of a bioter-
rorist attack or other public health emer-
gency.

“(2) Procedures.—The Secretary, in man-
aging the stockpile under paragraph (1),
shall—

“(A) consult with the working group under
section 319F(a);

“(B) ensure that adequate procedures are
followed with respect to such stockpile for
inventory management and accounting, and
for the physical security of the stockpile;

“(C) in consultation with Federal, State,
and local officials, take into consideration
the timing and location of special events;

“(D) review and revise, as appropriate, the
contents of the stockpile on a regular basis to
ensure that emerging threats, advanced tech-
nologies, and new countermeasures are ade-
quately considered;

“(E) devise plans for the effective and time-
ly supply-chain management of the stockpile,
in consultation with appropriate Federal,
State and local agencies, and the public and
private health care infrastructure; and

“(F) ensure the adequate physical security
of the stockpile.

“(b) Smallpox Vaccine Development.—

“(1) In general.—The Secretary shall award
contracts, enter into cooperative agreements,
or carry out such other activities as may rea-
sonably be required in order to ensure that
the stockpile under subsection (a) includes
an amount of vaccine against smallpox as de-
termined by such Secretary to be sufficient
to meet the health security needs of the
United States.

“(2) Rule of construction.—Nothing in this
section shall be construed to limit the private
distribution, purchase, or sale of vaccines
from sources other than the stockpile de-
scribed in subsection (a).

“(c) Additional Authority Regarding Pro-
curement of Certain Biomedical Counter-
measures; Availability of Special Reserve
Fund.—

“(1) In general.—

“(A) Use of fund.—A security counter-
measure may, in accordance with this sub-
section, be procured with amounts in the spe-
cial reserve fund under paragraph (10).

“(B) Security countermeasure.—For pur-
poses of this subsection, the term ‘security
countermeasure’ means a priority counter-
measure (as defined in section 319F(h))—

“(i) against a chemical, biological, radio-
logical, or nuclear agent identified as a mate-
rial threat under paragraph (2)(A)(ii);

“(ii) that is determined under paragraph
(2)(B)(ii) to be a necessary countermeasure;

“(iii) that is designed, developed, modified,
or procured for the specific purpose of pre-
venting, detecting, identifying, deterring, or
mitigating actual or potential acts of chem-
ical, biological, radiological, or nuclear catas-
trophe;

“(iv)(D that is approved or cleared under
chapter V of the Federal Food, Drug, and
Cosmetic Act, or licensed under section 351
of this Act, for use as a countermeasure to a
chemical, biological, radiological, or nuclear
agent identified as a material threat under
paragraph (2)(A)(ii); or

“(II) for which the Secretary determines
that sufficient and satisfactory clinical expe-
rience or research data (including data, if
available, from pre-clinical and clinical
trials) support a reasonable conclusion that
the countermeasure will qualify for approval
or licensing after the date of a determination
under paragraph (5); and

“(v) that relates to an actual or potential
act of terrorism or catastrophic event or to
actual or potential warfare.
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“(2) Determination of material threats.—

“(A) Material threat.—The Homeland Secu-
rity Secretary, in consultation with the heads
of other agencies as appropriate, shall on an
ongoing basis—

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

“(ii) determine which of such agents
present a material threat against the United
States population.

“(B) Public health impact; necessary coun-
termeasures.—The Secretary shall on an on-
going basis—

“(i) assess the potential public health con-
sequences of use against the United States
population of agents identified under sub-
paragraph (A)(ii); and

“(ii) determine, on the basis of such assess-
ment, the agents for which priority counter-
measures are necessary to protect the public
health from a material threat.

“(C) Notice to congress.—The Secretary and
the Homeland Security Secretary shall
promptly notify the designated congressional
committees (as defined in paragraph (10)) of
any determination made pursuant to sub-
paragraph (A) or (B). Such notice shall be in
unclassified and, if necessary, classified form.

“(D) Assuring access to threat informa-
tion.—In making the assessment and deter-
mination required under subparagraph (A),
the Homeland Security Secretary shall use
all information to which such Secretary is
entitled under section 202 of the Homeland
Security Act of 2002, including but not lim-
ited to information, regardless of its level of
classification, relating to current and emerg-
ing threats of chemical, biological, radio-
logical, and nuclear agents.

“(3) Assessment of availability and appro-
priateness of countermeasures.—The Sec-
retary, in consultation with the Homeland
Security Secretary, shall assess on an ongo-
ing basis the availability and appropriate-
ness of specific countermeasures to address
specific threats identified under paragraph
(2).

“(4) Call for development of counter-
measures; commitment for recommendation
for procurement.—

“(A) Proposal to the president.—If, pursu-
ant to an assessment under paragraph (3),
the Homeland Security Secretary and the
Secretary make a determination that a coun-
termeasure would be appropriate but is ei-
ther currently unavailable for procurement
or available under unsuitable conditions,
such Secretaries may jointly submit to the
President a proposal to—

“(i) issue a call for the development of such
countermeasure; and

“(ii)) make a commitment that, upon the
first development of such countermeasure
that meets the conditions for procurement
under paragraph (5), the Secretaries will,
based in part on information obtained pursu-
ant to such call, make a recommendation
under paragraph (6) that the special reserve
fund under paragraph (10) be made available
for the procurement of such countermeasure.

“(B) Countermeasure specifications.—The
Homeland Security Secretary and the Sec-
retary shall, to the extent practicable, in-
clude in the proposal under subparagraph
(A)—

“(i) estimated quantity of purchase (in the
form of number of doses or number of effec-
tive courses of treatments regardless of dos-
age form);

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

“(iii) estimated price for each dose or effec-
tive course of treatment regardless of dosage
form; and

“(iv) other information that may be nec-
essary to encourage and facilitate research,
development, and manufacture of the coun-

H6915

termeasure or to provide specifications for
the countermeasure.

“(C) Presidential approval.—If the Presi-
dent approves a proposal under subpara-
graph (A), the Homeland Security Secretary
and the Secretary shall make known to per-
sons who may respond to a call for the coun-
termeasure involved—

“(i) the call for the countermeasure;

“(ii) specifications for the countermeasure
under subparagraph (B); and

“(iii) a commitment described in subpara-
graph (A)(ii).

“(5) Secretary’s determination of counter-
measures appropriate for funding from spe-
cial reserve fund.—

“(A) In general.—The Secretary, in accord-
ance with the provisions of this paragraph,
shall identify specific security counter-
measures that the Secretary determines, in
consultation with the Homeland Security
Secretary, to be appropriate for inclusion in
the stockpile under subsection (a) pursuant
to procurements made with amounts in the
special reserve fund under paragraph (10)
(referred to in this subsection individually as
a ‘procurement under this subsection’).

“B) Requirements.—In making a deter-
mination under subparagraph (A) with re-
spect to a security countermeasure, the Sec-
retary shall determine and consider the fol-
lowing:

“(i) The quantities of the product that will
be needed to meet the needs of the stockpile.

“(ii) The feasibility of production and deliv-
ery within five years of sufficient quantities
of the product.

“(iii) Whether there is a lack of a signifi-
cant commercial market for the product at
the time of procurement, other than as a se-
curity countermeasure.

“(6) Recommendation for president’s ap-
proval.—

“(A) Recommendation for procurement.—In
the case of a security countermeasure that
the Secretary has, in accordance with para-
graphs (2), (3), and (5), determined to be ap-
propriate for procurement under this sub-
section, the Homeland Security Secretary
and the Secretary shall jointly submit to the
President, in coordination with the Director
of the Office of Management and Budget, a
recommendation that the special reserve
fund under paragraph (10) be made available
for the procurement of such countermeasure.

“(B) Presidential approval.—The special re-
serve fund under paragraph (10) is available
for a procurement of a security counter-
measure only if the President has approved a
recommendation under subparagraph (A) re-
garding the countermeasure.

“(C) Notice to congress.—The Secretary and
the Homeland Security Secretary shall notify
the designated congressional committees of
each decision of the President to approve a
recommendation under subparagraph (A).
Such notice shall include an explanation of
the decision to make available the special re-
serve fund under paragraph (10) for procure-
ment of such a countermeasure, including,
where available, the identification of the po-
tential supplier or suppliers of such counter-
measure, and whether other potential sup-
pliers of the same or similar counter-
measures were considered and rejected for
procurement under this section and the rea-
sons therefor.

“D) Subsequent specific counter-
measures.—Procurement under this sub-
section of a security countermeasure for a
particular purpose does not preclude the
subsequent procurement under this sub-
section of any other security countermeasure
for such purpose if the Secretary has deter-
mined under paragraph (5)(A) that such
countermeasure is appropriate for inclusion
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in the stockpile and if, as determined by the
Secretary, such countermeasure provides im-
proved safety or effectiveness, or for other
reasons enhances preparedness to respond to
threats of use of a biological, chemical, radio-
logical, or nuclear agent. Such a determina-
tion by the Secretary is committed to agency
discretion.

“(E) Rule of construction.—Recommenda-
tions and approvals under this paragraph
apply solely to determinations that the spe-
cial reserve fund under paragraph (10) will
be made available for a procurement of a se-
curity countermeasure, and not to the sub-
stance of contracts for such procurement or
other matters relating to awards of such con-
tracts.

“(7) Procurement.—

“(A) In general.—For purposes of a procure-
ment under this subsection that is approved
by the President under paragraph (6), the
Homeland Security Secretary and the Sec-
retary shall have responsibilities in accord-
ance with subparagraphs (B) and (C).

“(B) Interagency agreements.—

“(i) For procurement.—The Homeland Secu-
rity Secretary shall enter into an agreement
with the Secretary for procurement of a secu-
rity countermeasure in accordance with the
provisions of this paragraph. The special re-
serve fund under paragraph (10) shall be
available for the Secretary’s costs of such
procurement, other than as provided in
clause (ii).

“(ii) For administrative costs.—The agree-
ment entered into between the Homeland Se-
curity Secretary and the Secretary for man-
aging the stockpile under subsection (a) shall
provide for reimbursement of the Secretary’s
administrative costs relating to procure-
ments under this subsection.

“(C) Procurement.—

“(i) In general.—The Secretary shall be re-
sponsible for—

“(I) arranging for procurement of a secu-
rity countermeasure, including negotiating
terms (including quantity, production sched-
ule, and price) of, and entering into, con-
tracts and cooperative agreements, and for
carrying out such other activities as may rea-
sonably be required, in accordance with the
provisions of this subparagraph; and

“(II) promulgating regulations to imple-
ment clauses (v), (vi), and (vii), and any other
provisions of this subsection.

“(ii) Contract terms.—A contract for pro-
curements under this subsection shall (or, as
specified below, may) include the following
terms:

“(I) Payment conditioned on substantial de-
livery.—The contract shall provide that no
payment may be made until delivery has
been made of a substantial portion (as deter-
mined by the Secretary) of the total number
of units contracted for, except that, notwith-
standing any other provision of law, the con-
tract may provide that, if the Secretary de-
termines (in the Secretary’s discretion) that
an advance payment is necessary to ensure
success of a project, the Secretary may pay
an amount, not to exceed 10 percent of the
contract amount, in advance of delivery. The
contract shall provide that such advance pay-
ment is required to be repaid if there is a
failure to perform under the contract, except
in special circumstances as determined by
the Secretary on a contract by contract basis.

“(IT) Contract duration.—The contract shall
be for a period not to exceed five years, ex-
cept that, in first awarding the contract, the
Secretary may provide for a longer duration,
not exceeding eight years, if the Secretary
determines that complexities or other dif-
ficulties in performance under the contract
justify such a period. The contract shall be
renewable for additional periods, none of
which shall exceed five years.
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“(III) Storage by vendor.—The contract
may provide that the vendor will provide
storage for stocks of a product delivered to
the ownership of the Federal Government
under the contract, for such period and
under such terms and conditions as the Sec-
retary may specify, and in such case amounts
from the special reserve fund under para-
graph (10) shall be available for costs of ship-
ping, handling, storage, and related costs for
such product.

“(IV) Non-stockpile sales of security coun-
termeasures.—The contract may provide that
the vendor will not at any time (including
after performance under the contract is oth-
erwise completed) sell or otherwise provide
such countermeasure to any domestic or for-
eign person, or transfer to any such person
any quantity of such security counter-
measure, or any intellectual property relat-
ing thereto that would enable the develop-
ment or production of the countermeasure,
without certification by the Secretary, in
consultation with the Homeland Security
Secretary, the Secretary of Defense, and the
Secretary of State, that such sale or transfer,
or category of sales or transfers, would not
adversely affect the national security; and
that, for each violation of this provision of
the contract, the United States is entitled to
recover from the person as liquidated dam-
ages an amount equal to three times the sum
of the payments made to the vendor under
the contract.

“(iii) Availability of simplified acquisition
procedures.—

“(I) In general—The amount of any pro-
curement under this subsection shall be
deemed to be below the threshold amount
specified in section 4(11) of the Office of Fed-
eral Procurement Policy Act (41 U.S.C.
403(11)), for purposes of application to such
procurement, pursuant to section 302A(a) of
the Federal Property and Administrative
Services Act of 1949 (41 U.S.C. 252a(a)), of—

“(aa) 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 regulations; and

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

“(II) Application of certain provisions.—
Notwithstanding subclause (I) and the provi-
sion of law and regulations referred to in
such clause, each of the following provisions
shall apply to procurements described in this
clause to the same extent that such provi-
sions would apply to such procurements in
the absence of subclause (I):

“(aa) Chapter 37 of title 40, United States
Code (relating to contract work hours and
safety standards).

“(bb) Subsections (a) and (b) of Section 7 of
the Anti-Kickback Act of 1986 (41 U.S.C. 57(a)
and (b)).

“(ce) Section 304C of the Federal Property
and Administrative Services Act of 1949 (41
U.S.C. 254d) (relating to the examination of
contractor records).

“(iv) Use of noncompetitive procedures.—In
addition to any other authority to use proce-
dures other than competitive procedures, the
Secretary may use such other procedures for
a procurement under this subsection if the
product is available from only one respon-
sible source or only from a limited number of
responsible sources, and no other type of
product will satisfy the Secretary’s needs.

“(v) Premium provision in multiple award
contracts.—

“I In general.—If, under this subsection,
the Secretary enters into contracts with more
than one vendor to procure a security coun-
termeasure, such Secretary may, notwith-
standing any other provision of law, include
in each of such contracts a provision that—

“(aa) identifies an increment of the total
quantity of security countermeasure re-
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quired, whether by percentage or by num-
bers of units; and

“(bb) promises to pays one or more speci-
fied premiums based on the priority of such
vendors’ production and delivery of the in-
crement identified under item (aa), in accord-
ance with the terms and conditions of the
contract.

“(II) Determination of government’s re-
quirement not reviewable.—If the Secretary
includes in each of a set of contracts a provi-
sion as described in subclause (I), such Sec-
retary’s determination of the total quantity
of security countermeasure required, and
any amendment of such determination, is
committed to agency discretion.

“(vi) Extension of closing date for receipt of
proposals not reviewable.—A decision by the
Secretary to extend the closing date for re-
ceipt of proposals for a procurement under
this subsection is committed to agency dis-
cretion.

“(vii) Limiting competition to sources re-
sponding to request for information.—In con-
ducting a procurement under this subsection,
the Secretary may exclude a source that has
not responded to a request for information
under section 303A(a)(1)(B) of the Federal
Property and Administrative Services Act of
1949 (41 U.S.C. 253a(a)(1)(B)) if such request
has given notice that the Secretary may so
exclude such a source.

“(8) Interagency cooperation.—

“(A) In general.—In carrying out activities
under this section, the Homeland Security
Secretary and the Secretary are authorized,
subject to subparagraph (B), to enter into
interagency agreements and other collabo-
rative undertakings with other agencies of
the United States Government.

“(B) Limitation.—An agreement or under-
taking under this paragraph shall not au-
thorize another agency to exercise the au-
thorities provided by this section to the
Homeland Security Secretary or to the Sec-
retary.

“(9) Restrictions on use of funds.—Amounts
in the special reserve fund under paragraph
(10) shall not be used to pay—

“(A) costs for the purchase of vaccines
under procurement contracts entered into
before the date of the enactment of the
Project BioShield Act of 2003; or

“(B) administrative costs.

“(10) Definitions.—

“(A) Special reserve fund.—For purposes of
this subsection, the term ‘special reserve
fund’ has the meaning given such term in
section 510 of the Homeland Security Act of
2002.

“(B) Designated congressional commit-
tees.—For purposes of this section, the term
‘designated congressional committees’ means
the following committees of the Congress:

“(i) In the House of Representatives: the
Committee on Energy and Commerce, the
Committee on Appropriations, the Committee
on Government Reform, and the Select Com-
mittee on Homeland Security (or any suc-
cessor to the Select Committee).

“(ii) In the Senate: the Committee on
Health, Education, Labor, and Pensions, the
Committee on Appropriations, and the Com-
mittee on Government Affairs.

“(d) Disclosures.—No Federal agency shall
disclose under section 552 of title 5, United
States Code, any information identifying the
location at which materials in the stockpile
under subsection (a) are stored.

“(e) Definition.—For purposes of subsection
(a), the term ‘stockpile’ includes—

“(1) a physical accumulation (at one or
more locations) of the supplies described in
subsection (a); or

“(2) a contractual agreement between the
Homeland Security Secretary and a vendor
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or vendors under which such vendor or ven-
dors agree to provide to such Secretary sup-
plies described in subsection (a).

“(f) Authorization of Appropriations.—

“(1) Strategic national stockpile—For the
purpose of carrying out subsection (a), there
are authorized to be  appropriated
$640,000,000 for fiscal year 2002, and such
sums as may be necessary for each of fiscal
years 2003 through 2006. Such authorization
is in addition to amounts in the special re-
serve fund under subsection (c)(10).

“(2) Smallpox vaccine development.—For
the purpose of carrying out subsection (b),
there are authorized to be appropriated
$509,000,000 for fiscal year 2002, and such
sums as may be necessary for each of fiscal
years 2003 through 2006.”.

(b) Amendment to Homeland Security Act
of 2002.—Title V of the Homeland Security Act
of 2002 (116 Stat. 2212; 6 U.S.C. 311 et seq.) is
amended by adding at the end the following:
“SEC. 510. PROCUREMENT OF SECURITY COUN-

TERMEASURES FOR STRATEGIC NA-
TIONAL STOCKPILE.

“(a) Authorization of Appropriations.—For
the procurement of security countermeasures
under section 319F-2(c) of the Public Health
Service Act (referred to in this section as the
‘security countermeasures program’), there is
authorized to be appropriated wup to
$5,593,000,000 for the fiscal years 2004
through 2013. Of the amounts appropriated
under the preceding sentence, not to exceed
$3,418,000,000 may be obligated during the
fiscal years 2004 through 2008, of which not
to exceed $890,000,000 may be obligated dur-
ing fiscal year 2004.

“(b) Special Reserve Fund.—For purposes
of the security countermeasures program,
the term ‘special reserve fund’ means the ap-
propriations account established as a result
of any appropriations made under subsection

(a).

“(c) Availability.—

“(1) Integrity of special reserve fund; limi-
tation of obligational authority to fund pur-
poses; intent of congress against reprogram-
ming.—Subject to paragraph (2), all amounts
appropriated under subsection (a) are avail-
able for obligation through the end of fiscal
year 2013 and only for the specific purposes
set forth in the security countermeasures
program. It is the intent of the Congress that
no portion of such amount that remains un-
obligated for such purposes shall be applied,
through reprogramming or otherwise, to any
other purpose.

“(2) Initial availability for particular pro-
curements.—Amounts appropriated under
subsection (a) become available for a pro-
curement under the security counter-
measures program only upon the approval by
the President of such availability for the pro-
curement in accordance with paragraph
(6)(B) of such program.

“(d) Related Authorizations of Appropria-
tions.—

“(1) Threat assessment capabilities.—For
the purpose of carrying out the responsibil-
ities of the Secretary for terror threat assess-
ment under the security countermeasures
program, there are authorized to be appro-
priated $5,000,000 for fiscal year 2004, and
such sums as may be necessary for each of
the fiscal years 2005 and 2006, for the hiring
of professional personnel within the Direc-
torate for Information Analysis and Infra-
structure Protection, who shall be analysts
responsible for chemical, biological, radio-
logical, and nuclear threat assessment (in-
cluding but not limited to analysis of chem-
ical, biological, radiological, and nuclear
agents, the means by which such agents
could be weaponized or used in a terrorist at-
tack, and the capabilities, plans, and inten-
tions of terrorists and other non-state actors
who may have or acquire such agents). All
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such analysts shall meet the applicable
standards and qualifications for the perform-
ance of intelligence activities promulgated by
the Director of Central Intelligence pursuant
to section 104 of the National Security Act of
1947.

“(2) Intelligence sharing infrastructure.—
For the purpose of carrying out the acquisi-
tion and deployment of secure facilities (in-
cluding information technology and physical
infrastructure, whether mobile and tem-
porary, or permanent) sufficient to permit
the Secretary to receive, not later than De-
cember 31, 2003, all classified information
and products to which the Under Secretary
for Information Analysis and Infrastructure
Protection is entitled under subtitle A of title
II, there are authorized to be appropriated
such sums as may be necessary for each of
the fiscal years 2003 through 2006.

“(e) Emergency Development of Security
Countermeasures.—If the Secretary of Home-
land Security and the Secretary of Health
and Human Services jointly determine that
procurement of a security countermeasure
that has been approved for procurement
using the special reserve fund under sub-
section (a)—

“(1) is not proceeding at a sufficiently rapid
pace under 319F-2 of the Public Health Serv-
ice Act to protect the national security; or

“(2) could be produced significantly less ex-
pensively by the government directly than
through procurements under such section;
then amounts in the special reserve fund may
be used by the Secretary of Health and
Human Services to produce security counter-
measures for placement in the stockpile
under subsection (a) of section 319F-2 of
such Act if the joint determination is sub-
mitted to the President and the President ap-
proves such use of the special reserve fund.
Amounts made available for such use in ac-
cordance with the preceding sentence are
available for obligation as of the date on
which the presidential approval is made, sub-
ject to applicable law regarding the appor-
tionment of appropriations. This subsection
applies notwithstanding other provisions of
this section, and notwithstanding section
319F-2 of the Public Health Service Act. This
subsection may not be construed as affecting
the amounts specified in subsection (a) as au-
thorizations of appropriations or the obliga-
tion limits contained therein.”.

(c) Conforming Amendment.—Section 121
of the Public Health Security and Bioter-
rorism Preparedness and Response Act of
2002 (116 Stat. 611; 42 U.S.C. 300hh-12) is re-
pealed. With respect to the program estab-
lished under former section 121 of such Act,
the repeal of such section under the pre-
ceding sentence applies as a modification of
the program in accordance with the amend-
ment made by subsection (a) of this section,
and not as the termination of the program
and the establishment of a different program.
SEC. 4. AUTHORIZATION FOR MEDICAL PROD-

UCTS FOR USE IN EMERGENCIES.

Subchapter E of chapter V of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360bbb et seq.) is amended by adding at the
end the following section:

“SEC. 564. AUTHORIZATION FOR MEDICAL PROD-
UCTS FOR USE IN EMERGENCIES.

“(a) In General.—

“(1) Emergency uses.—Notwithstanding sec-
tions 505, 510(k), and 515 of this Act and sec-
tion 351 of the Public Health Service Act, and
subject to the provisions of this section, the
Secretary may authorize the introduction
into interstate commerce, during the effec-
tive period of a declaration under subsection
(b), of a drug or device intended for use in an
actual or potential emergency (referred to in
this section as an ‘emergency use’).

“(2) Approval status of product.—An au-
thorization under paragraph (1) may author-
ize an emergency use of a product that—
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“(A) is not approved, licensed, or cleared
for commercial distribution under a provi-
sion of law referred to in such paragraph (re-
ferred to in this section as an ‘unapproved
product’); or

“(B) is approved, licensed, or cleared under
such a provision, but which use is not under
such provision an approved, licensed, or
cleared use of the product (referred to in this
section as an ‘unapproved use of an approved
product’).

“(3) Relation to other uses.—An emergency
use authorized under paragraph (1) for a
product is in addition to any other use that
is authorized for the product under a provi-
sion of law referred to in such paragraph.

“(4) Definitions.—For purposes of this sec-
tion:

“(A) The term ‘emergency use’ has the
meaning indicated for such term in para-
graph (1).

“(B) The term ‘product’ means a drug or de-
vice.

“(C) The term ‘unapproved product’ has the
meaning indicated for such term in para-
graph (2)(A).

“(D) The term ‘unapproved use of an ap-
proved product’ has the meaning indicated
for such term in paragraph (2)(B).

“(b) Declaration of Emergency.—

“(1) In general.—The Secretary may declare
an emergency justifying the authorization
under this subsection for a product on the
basis of—

“(A) a determination by the Secretary of
Homeland Security that there is a national
emergency, or a significant potential for a
national emergency, involving a heightened
risk of attack with a specified biological,
chemical, radiological, or nuclear agent or
agents;

“B) a determination by the Secretary of
Defense that there is a military emergency,
or a significant potential for a military emer-
gency, involving a heightened risk to United
States military forces of attack with a bio-
logical, chemical, radiological, or nuclear
agent or agents; or

“(C) a determination by the Secretary of a
public health emergency under section 319 of
the Public Health Service Act, affecting na-
tional security and involving a specified bio-
logical, chemical, radiological, or nuclear
agent or agents, or a specified disease or con-
dition that may be attributable to such agent
or agents.

“(2) Termination of declaration.—

“(A) In general—A declaration under this
subsection shall terminate upon the earlier
of—

“(i) a determination by the Secretary, in
consultation as appropriate with the Sec-
retary of Homeland Security or the Secretary
of Defense, that the circumstances described
in paragraph (1) have ceased to exist; or

“(ii) the expiration of the one-year period
beginning on the date on which the declara-
tion is made.

“(B) Renewal.—Notwithstanding subpara-
graph (A), the Secretary may renew a dec-
laration under this subsection, and this para-
graph shall apply to any such renewal.

“(3) Advance notice of termination.—In ter-
minating a declaration under this section,
the Secretary shall provide advance notice
that the declaration will be terminated. The
period of advance notice shall be a period
reasonably determined to provide—

“(A) in the case of an unapproved product,
a sufficient period for disposition of ship-
ments of the product, including the return of
such shipments to the manufacturer (in the
case of a manufacturer that chooses to have
the shipments returned); and



H6918

“(B) in the case of unapproved uses of ap-
proved products, a sufficient period for the
disposition of any labeling that was provided
with respect to the emergency use involved.

“(4) Publication.—The Secretary shall
promptly publish in the Federal Register
each declaration, determination, and renewal
under this subsection.

“(e) Criteria for Issuance of Authoriza-
tion.—The Secretary may issue an authoriza-
tion under this section with respect to the
emergency use of a product only if, after con-
sultation with the Director of the National
Institutes of Health and the Director of the
Centers for Disease Control and Prevention,
to the extent feasible and appropriate given
the circumstances of the emergency involved,
the Secretary concludes—

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

“(2) that, based on the totality of scientific
evidence available to the Secretary, includ-
ing data from adequate and well-controlled
clinical trials, if available, it is reasonable to
believe that—

“(A) the product may be effective in detect-
ing, diagnosing, treating, or preventing—

“(i) such disease or condition; or

“(ii) a serious or life-threatening disease or
condition caused by a product authorized
under this section or approved under this
Act or the Public Health Service Act, for de-
tecting, diagnosing, treating, or 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 is no adequate, approved,
and available alternative to the product for
detecting, diagnosing, preventing, or treating
such disease or condition; and

“(4) that such other criteria as the Sec-
retary may by regulation prescribe are satis-
fied.

“(d) Scope of Authorization.—

“(1) In general—An authorization of a
product under this section shall state—

“(A) each disease or condition that the
product may be used to detect, diagnose, pre-
vent, or treat within the scope of the author-
ization;

“(B) the Secretary’s conclusions, made
under subsection (c)(2)(B), that 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;
and

“(C) the Secretary’s conclusions, made
under subsection (¢), 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.

“(2) Confidential information.—Nothing in
this section alters or amends section 1905 of
title 18, United States Code, or section
552(b)(4) of title 5 of such Code.

“(e) Conditions of Authorization.—

“(1) Unapproved product.—

“(A) Required conditions.—With respect to
the emergency use of an unapproved prod-
uct, the Secretary, to the extent feasible
given the circumstances of the emergency,
shall, for persons who choose to carry out
one or more activities for which the author-
ization is issued, establish such conditions on
an authorization under this section as the
Secretary finds necessary or appropriate to
protect the public health, including the fol-
lowing:

“(i) Appropriate conditions designed to en-
sure that, to the extent feasible given the cir-
cumstances of the emergency, health care
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professionals administering the product are
informed—

“(I) that the Secretary has authorized the
emergency use of the product;

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

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

“(ii) Appropriate conditions designed to en-
sure that, to the extent feasible given the cir-
cumstances of the emergency, individuals to
whom the product is administered are in-
formed—

“(I) that the Secretary has authorized the
emergency use of the product;

“(II) of the significant known and potential
benefits and risks of such use, and of the ex-
tent to which such benefits and risks are un-
known; and

“(III) of the option to accept or refuse ad-
ministration of the product, of the con-
sequences, if any, of refusing administration
of the product, and of the alternatives to the
product that are available and of their bene-
fits and risks.

“(iii) Appropriate conditions for the moni-
toring and reporting of adverse events asso-
ciated with the emergency use of the prod-
uct.

“(iv) For manufacturers of the product, ap-
propriate conditions concerning record-
keeping and reporting, including records ac-
cess by the Secretary, with respect to the
emergency use of the product.

“(B) Authority for additional conditions.—
With respect to the emergency use of an un-
approved product, the Secretary, to the ex-
tent feasible given the circumstances of the
emergency, may, for persons who choose to
carry out one or more activities for which
the authorization is issued, establish such
conditions on an authorization under this
section as the Secretary finds necessary or
appropriate to protect the public health, in-
cluding the following:

“(i) Appropriate conditions on which enti-
ties may distribute the product with respect
to the emergency use of the product (includ-
ing limitation to distribution by government
entities), and on how distribution is to be
performed.

“(ii) Appropriate conditions on who may
administer the product with respect to the
emergency use of the product, and on the
categories of individuals to whom, and the
circumstances under which, the product may
be administered with respect to such use.

“(iii) For persons other than manufacturers
of the product, appropriate conditions con-
cerning recordkeeping and reporting, includ-
ing records access by the Secretary, with re-
spect to the emergency use of the product.

“(iv) With respect to the emergency use of
the product, waive or limit, to the extent ap-
propriate given the circumstances of the
emergency, conditions regarding current
good manufacturing practice otherwise ap-
plicable to the manufacture, processing,
packing, or holding of products subject to
regulation under this Act, including such re-
quirements established in section 501.

“(2) Unapproved use.—With respect to the
emergency use of a product that is an unap-
proved use of an approved product:

“(A) The Secretary may, for manufacturers
of the product who choose to carry out one
or more activities for which the authoriza-
tion is issued, establish any of the conditions
described in clauses (i) through (iv) of para-
graph (1)(A).

“(B)(i) If the authorization under this sec-
tion regarding the emergency use authorizes
a change in the labeling of the product, but
the manufacturer of the product chooses not
to make such change, such authorization may
not authorize distributors of the product or
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any other person to alter or obscure the la-
beling provided by the manufacturer.

“(ii) In the circumstances described in
clause (i), an authorization under this section
regarding the emergency use may, for per-
sons who do not manufacture the product
and who choose to act under this clause, au-
thorize such persons to provide information
on the product in addition to the labeling
provided by the manufacturer, subject to
compliance with clause (i). Such additional
information shall not be considered labeling
for purposes of section 502.

“(f) Duration of Authorization.—

“(1) In general.—Except as provided in
paragraph (2), an authorization under this
section shall be effective until the earlier of
the termination of the declaration under sub-
section (b) or a revocation under subsection
(8.

“(2) Continued use after end of effective pe-
riod.—An authorization shall continue to be
effective for continued use with respect to
patients to whom it was administered during
the period described by paragraph (1), to the
extent found necessary by such patients’ at-
tending physicians.

“(g) Revocation of Authorization.—

“(1) Review.—The Secretary shall periodi-
cally review the circumstances and the ap-
propriateness of an authorization under this
section.

“(2) Revocation.—The Secretary may re-
voke an authorization under this section if,
in the Secretary’s unreviewable discretion,
the criteria under subsection (c¢) for issuance
of such authorization are no longer met.

“(h) Publication.—The Secretary shall
promptly publish in the Federal Register a
notice of each authorization, and each termi-
nation or revocation of an authorization, and
an explanation of the reasons therefor, under
this section.

“(i) Actions Committed to Agency Discre-
tion.—Actions under the authority of this sec-
tion by the Secretary, by the Secretary of De-
fense, or by the Secretary of Homeland Secu-
rity are committed to agency discretion.

“@G) Rules of Construction.—Nothing in this
section shall be construed to impair or other-
wise affect—

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

“(2) the authority of the Secretary of De-
fense with respect to the Department of De-
fense, including the armed forces, under
other provisions of Federal law; or

“(3) the authority of the Secretary under
section 319F-2 to manage the stockpile under
such section.

“(k) Application to Members of Armed
Forces.—

“(1) Waiver of requirement relating to op-
tion to refuse.—In the case of administration
of a countermeasure to members of the
armed forces, a requirement, under sub-
section (e)(1)(A)(ii)(III), designed to ensure
that individuals are informed of an option to
accept or refuse administration of a product,
may be waived by the President if the Presi-
dent determines, in writing, that complying
with such requirement is not feasible, is con-
trary to the best interests of the members af-
fected, or is not in the interests of national
security.

“(2) Provision of information to member of
the armed forces.—If the Secretary makes a
determination that it is not feasible for the
information required by subsection
(e)(1)(A)(ii) to be provided to a member of the
armed forces prior to the administration of
the product, such information shall be pro-
vided to such member of the armed forces (or
next-of-kin in the case of the death of a mem-
ber) to whom the product was administered
as soon as possible, but not later than 30
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days, after such administration. Information
concerning the administration of the product
shall be recorded in the medical record of the
member.

“(3) Effect on statute pertaining to inves-
tigational new drugs.—In the case of an au-
thorization based on a determination by the
Secretary of Defense under subsection
(b)(1)(B), section 1107 of title 10, United
States Code, shall not apply to use of a prod-
uct that is the subject of such authorization,
within the scope of such authorization and
while such authorization is effective.

“) Relation to Other Provisions.—If a
product is 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 require-
ments pursuant to section 505(i) or 520(g);
and

“(2) shall not be subject to any require-
ments otherwise applicable to clinical inves-
tigations pursuant to other provisions of this
Act.

“(m) Discretion Regarding Use of Author-
ization.—Nothing in this section provides the
Secretary any authority to require any per-
son to carry out any activity that becomes
lawful pursuant to an authorization under
this section, and no person is required to in-
form the Secretary that the person will not
be carrying out such activity, except that a
manufacturer of a sole-source unapproved
product authorized for emergency use shall
notify the Secretary within a reasonable pe-
riod of time after the issuance by the Sec-
retary of such authorization if such manufac-
turer does not intend to carry out an activity
or activities under the authorization. This
section does not have any legal effect on a
person who does not carry out any activity
for which an authorization under this section
is issued, or who carries out such an activity
pursuant to other provisions of this Act or
section 351 of the Public Health Service Act.

“(n) Enforcement.—A person who carries
out an activity pursuant to an authorization
under this section, but who fails to comply
with applicable conditions under subsection
(e), is with respect to that act of noncompli-
ance subject to the provisions of law speci-
fied in subsection (a) and to the enforcement
of such provisions under section 301.”.

SEC. 5. REPORTS REGARDING AUTHORITIES
UNDER THIS ACT.

(a) Secretary of Health and Human Serv-
ices.—

(1) Annual reports on particular exercises
of authority.—

(A) Relevant authorities.—The Secretary of
Health and Human Services (referred to in
this subsection as the “Secretary”) shall sub-
mit reports in accordance with subparagraph
(B) regarding the exercise of authority under
the following provisions of law:

(i) With respect to section 319F-1 of the
Public Health Service Act (as added by sec-
tion 2 of this Act):

(I) Subsection (b)(1) (relating to increased
simplified acquisition threshold).

(II) Subsection (b)(2) (relating to use of
noncompetitive procedures).

(III) Subsection (¢) (relating to expedited
peer review procedures).

(ii) With respect to section 319F-2 of the
Public Health Service Act (as added by sec-
tion 3 of this Act):

(I) Subsection (¢)(7)(C)(iii) (relating to sim-
plified acquisition procedures).

(II) Subsection (¢)(7)(C)(iv) (relating to use
of noncompetitive procedures).

(III) Subsection (¢)(7)(C)(v) (relating to pre-
mium provision in multiple-award contracts).

(iii) With respect to section 564 of the Fed-
eral Food, Drug, and Cosmetic Act (as added
by section 4 of this Act):

(I) Subsection (a)(1) (relating to emergency
uses of certain drugs and devices).
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(IT) Subsection (b)(1) (relating to a declara-
tion of an emergency).

(III) Subsection (e) (relating to conditions
on authorization).

(B) Contents of reports.—The Secretary
shall annually submit to the designated con-
gressional committees (as defined in sub-
section (e)) a report that summarizes—

(i) the particular actions that were taken
under the authorities specified in subpara-
graph (A), including, as applicable, the iden-
tification of the threat agent, emergency, or
the biomedical countermeasure with respect
to which the authority was used;

(ii) the reasons underlying the decision to
use such authorities, including, as applicable,
the options that were considered and re-
jected with respect to the use of such au-
thorities;

(iii) the identification of each person or en-
tity that received, or was considered and re-
jected for, grants, cooperative agreements, or
contracts pursuant to the use of such au-
thorities; and

(iv) whether, with respect to each procure-
ment that is approved by the President
under section 319F-2(c)(6) of the Public
Health Service Act (as added by section 3 of
this Act), a contract was not entered into
within one year after such approval by the
President.

(2) Annual summaries regarding certain ac-
tivity.—The Secretary shall annually submit
to the designated congressional committees a
report that summarizes the activity under-
taken pursuant to the following authorities
under section 319F-1 of the Public Health
Service Act (as added by section 2 of this
Act):

(A) Subsection (b)(3) (relating to increased
micropurchase threshold).

(B) Subsection (d) (relating to authority for
personal services contracts).

(C) Subsection (e) (relating to streamlined

personnel authority).
With respect to subparagraph (B), the report
shall include a provision specifying, for the
one-year period for which the report is sub-
mitted, the number of persons who were paid
amounts greater than $100,000 and the num-
ber of persons who were paid amounts be-
tween $50,000 and $100,000.

(b) National Academy of Sciences Review.—

(1) In general.—Not later than four years
after the date of the enactment of this Act,
the Secretary of Health and Human Services
shall request the National Academy of
Sciences to enter into an agreement for a re-
view of the biomedical countermeasure re-
search and development authorities estab-
lished in this Act to determine whether and
to what extent activities undertaken pursu-
ant to such authorities have enhanced the
development of biomedical countermeasures
affecting national security, and to rec-
ommend any legislative or administrative
changes necessary to improve the ability of
the Secretary to carry out these activities in
the future. The Secretary shall ensure that
the results of the study are submitted to the
designated congressional committees not
later than five years after such date of enact-
ment.

(2) Certain contents.—The report under
paragraph (1) shall include—

(A) a summary of the most recent analysis
by the Department of Homeland Security and
the intelligence community of the domestic
threat from chemical, biological, radiological,
and nuclear agents;

(B) the Academy’s assessment of the cur-
rent availability of countermeasures to ad-
dress such threats;

(C) the Academy’s assessment of the extent
to which programs and activities under this
Act will reduce any gap between the threat
and the availability of countermeasures to an
acceptable level of risk; and
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(D)(i) the Academy’s assessment of threats
to national security that are posed by tech-
nology that will enable, during the 10-year
period beginning on the date of the enact-
ment of this Act, the development of anti-
biotic resistant, mutated, and bioengineered
strains of biological agents; and

(ii) recommendations on short-term and
long-term governmental strategies for ad-
dressing such threats, including rec-
ommendations for Federal policies regarding
research priorities, the development of coun-
termeasures, and investments in technology.

(¢c) General Accounting Office Review.—
Four years after the date of the enactment of
this Act, the Comptroller General of the
United States shall initiate a study—

(1)(A) to review the Secretary of Health and
Human Services’ utilization of the authorities
granted under this Act with respect to sim-
plified acquisition procedures, use of non-
competitive procedures, increased micropur-
chase thresholds, personal services contracts,
streamlined personnel authority, and the
purchase of security countermeasures under
the special reserve fund; and

(B) to recommend any legislative or admin-
istrative changes necessary to improve the
utilization or effectiveness of such authori-
ties in the future;

(2)(A) to review the internal controls insti-
tuted by such Secretary with respect to such
authorities, where required by this Act; and

(B) to recommend any legislative or admin-
istrative changes necessary to improve the
effectiveness of such controls; and

(3)(A) to review such Secretary’s utilization
of the authority granted under this Act to au-
thorize an emergency use of a biomedical
countermeasure, including the means by
which the Secretary determines whether and
under what conditions any such authoriza-
tions should be granted and the benefits and
adverse impacts, if any, resulting from the
use of such authority; and

(B) to recommend any legislative or admin-
istrative changes necessary to improve the
utilization or effectiveness of such authority
and to enhance protection of the public
health.

The results of the study shall be submitted to
the designated congressional committees not
later than five years after the date of the en-
actment of this Act.

(d) Report Regarding Additional Barriers
to Procurement of Security Counter-
measures.—Not later than 180 days after the
date of the enactment of this Act, the Sec-
retary of Homeland Security and the Sec-
retary of Health and Human Services shall
report to the designated congressional com-
mittees any barriers to the procurement of
security countermeasures that have not been
addressed by this Act.

(e) Status of Program for Chemical Ter-
rorism Preparedness.—Not later than 180
days after the date of the enactment of this
Act, the Secretary of Homeland Security shall
submit to the designated congressional com-
mittees a report describing the status of the
program carried out by the Secretary to en-
hance the preparedness of the United States
to respond to terrorist attacks involving
chemical agents.

(f) Designated Congressional Committees.—
For purposes of this section, the term “des-
ignated congressional committees” means the
following committees of the Congress:

(1) In the House of Representatives: the
Committee on Energy and Commerce, the
Committee on Appropriations, the Committee
on Government Reform, and the Select Com-
mittee on Homeland Security (or any suc-
cessor to the Select Committee).
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(2) In the Senate: the Committee on Health,
Education, Labor, and Pensions, the Com-
mittee on Appropriations, and the Committee
on Government Affairs.

SEC. 6. OUTREACH.

The Secretary of Health and Human Serv-
ices shall develop outreach measures to en-
sure to the extent practicable that diverse in-
stitutions, including Historically Black Col-
leges and Universities and those serving
large proportions of Hispanics, Native Ameri-
cans, Asian-Pacific Americans, or other
underrepresented populations, are meaning-
fully aware of available research and devel-
opment grants and procurements conducted
under sections 2 and 3 of this Act.

SEC. 7. ENSURING COORDINATION, COOPERA-
TION AND THE ELIMINATION OF UN-
NECESSARY DUPLICATION IN PRO-
GRAMS DESIGNED TO PROTECT THE
HOMELAND FROM BIOLOGICAL,
CHEMICAL, RADIOLOGICAL, AND NU-
CLEAR AGENTS.

(a) Ensuring Coordination of Programs.—
The Secretary of Health and Human Services,
the Secretary of Homeland Security, and the
Secretary of Defense shall ensure the activi-
ties of their respective Departments coordi-
nate, complement, and do not unnecessarily
duplicate programs to identify potential do-
mestic threats from biological, chemical, ra-
diological or nuclear agents, detect such do-
mestic incidents, analyze such incidents, and
develop necessary countermeasures. The
aforementioned Secretaries shall further en-
sure that information and technology pos-
sessed by the Departments relevant to these
activities are shared with the other Depart-
ments.

(b) Designation of Agency Coordination Of-
ficer.—The Secretary of Health and Human
Services, the Secretary of Homeland Secu-
rity, and the Secretary of Defense shall each
designate an officer or employee of their re-
spective Departments who shall coordinate,
through regular meetings and communica-
tions, with the other aforementioned Depart-
ments such programs and activities carried
out by their Departments.

The SPEAKER pro tempore. In lieu
of the amendments recommended by
the Committee on Government Reform
and the Select Committee on Home-
land Security printed in the bill, the
amendment in the nature of a sub-
stitute designate in the previous order
of the House is adopted.

The text of the amendment in the na-
ture of a substitute is as follows:

Strike all after the enacting clause and in-
sert the following:

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘““Project Bio-
Shield Act of 2003"".

SEC. 2. BIOMEDICAL COUNTERMEASURE RE-
SEARCH AND DEVELOPMENT AU-
THORITIES.

(@) IN GENERAL.—Part B of title 11l of the
Public Health Service Act (42 U.S.C. 243 et
seq.) is amended by inserting after section
319F the following section:

“SEC. 319F-1. AUTHORITY FOR USE OF CERTAIN
PROCEDURES REGARDING QUALI-
FIED COUNTERMEASURE RESEARCH
AND DEVELOPMENT ACTIVITIES.

““(a) IN GENERAL.—

“(1) AUTHORITY.—INn conducting and sup-
porting research and development activities
regarding biomedical countermeasures under
section 319F(h), the Secretary may conduct
and support such activities in accordance
with this section if the activities concern
qualified countermeasures.

““(2) QUALIFIED COUNTERMEASURE.—For pur-
poses of this section, the term ‘qualified
countermeasure’ means a priority counter-

CONGRESSIONAL RECORD —HOUSE

measure (as defined in section 319F(h) and as
determined by the Secretary in accordance
with such section and consistent with sec-
tions 302(2) and 304(a) of the Homeland Secu-
rity Act of 2002) against a chemical, biologi-
cal, radiological, or nuclear agent that may
cause a public health emergency affecting
national security.

““(3) INTERAGENCY COOPERATION.—

“(A) IN GENERAL.—IN carrying out activi-
ties under this section, the Secretary is au-
thorized, subject to subparagraph (B), to
enter into interagency agreements and other
collaborative undertakings with other agen-
cies of the United States Government.

““(B) LIMITATION.—AN agreement or under-
taking under this paragraph shall not au-
thorize another agency to exercise the au-
thorities provided by this section.

““(4) AVAILABILITY OF FACILITIES TO THE
SECRETARY.—In any grant, contract, or coop-
erative agreement entered into under the au-
thority provided in this section with respect
to a biocontainment laboratory or other re-
lated or ancillary specialized research facil-
ity that the Secretary determines necessary
for the purpose of performing, administering,
or supporting qualified countermeasure re-
search and development, the Secretary may
provide that the facility that is the object of
such grant, contract, or cooperative agree-
ment shall be available as needed to the Sec-
retary to respond to public health emer-
gencies affecting national security.

““(5)  TRANFERS OF QUALIFED COUNTER-
MEASURES.—Each agreement for an award of
a grant, contract, or cooperative agreement
under section 319F(h) for the development of
a qualified countermeasure shall provide
that the recipient of the award will comply
with all applicable export-related controls
with respect to such countermeasure.

““(b) EXPEDITED PROCUREMENT AUTHOR-
ITY.—

““(1) INCREASED SIMPLIFIED ACQUISITION
THRESHOLD FOR QUALIFIED COUNTERMEASURE
PROCUREMENTS.—

“(A) IN GENERAL.—For any procurement by
the Secretary of property or services for use
(as determined by the Secretary) in per-
forming, administering, or supporting quali-
fied countermeasure research or develop-
ment activities under this section that the
Secretary determines necessary to respond
to pressing research and development needs
under this section, the amount specified in
section 4(11) of the Office of Federal Procure-
ment Policy Act (41 U.S.C. 403(11)), as appli-
cable pursuant to section 302A(a) of the Fed-
eral Property and Administrative Services
Act of 1949 (41 U.S.C. 252a(a)), shall be
deemed to be $25,000,000 in the administra-
tion, with respect to such procurement, of—

“(i) 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 regulations; and

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

““(B) APPLICATION OF CERTAIN PROVISIONS.—
Notwithstanding subparagraph (A) and the
provision of law and regulations referred to
in such subparagraph, each of the following
provisions shall apply to procurements de-
scribed in this paragraph to the same extent
that such provisions would apply to such
procurements in the absence of subparagraph
(A):
‘(i) Chapter 37 of title 40, United States
Code (relating to contract work hours and
safety standards).

““(ii) Subsections (a) and (b) of section 7 of
the Anti-Kickback Act of 1986 (41 U.S.C. 57(a)
and (b)).

““(iii) Section 304C of the Federal Property
and Administrative Services Act of 1949 (41
U.S.C. 254d) (relating to the examination of
contractor records).
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““(C) INTERNAL CONTROLS TO BE INSTI-
TUTED.—The Secretary shall institute appro-
priate internal controls for procurements
that are under this paragraph, including re-
quirements with regard to documenting the
justification for use of the authority in this
paragraph.

““(2) PROCEDURES OTHER THAN FULL AND
OPEN COMPETITION.—

“(A) IN GENERAL.—INn using the authority
provided in section 303(c)(1) of title 11l of the
Federal Property and Administrative Serv-
ices Act of 1949 (41 U.S.C. 253(c)(1)) to use
procedures other than competitive proce-
dures in the case of a procurement described
in paragraph (1) of this subsection, the
phrase ‘available from only one responsible
source’ in such section 303(c)(1) shall be
deemed to mean ‘available from only one re-
sponsible source or only from a limited num-
ber of responsible sources’.

““(B) RELATION TO OTHER AUTHORITIES.—The
authority under subparagraph (A) is in addi-
tion to any other authority to use proce-
dures other than competitive procedures.

““(C) APPLICABLE GOVERNMENT-WIDE REGU-
LATIONS.—The Secretary shall implement
this paragraph in accordance with applicable
government-wide regulations, including re-
quirements that offers be solicited from as
many potential sources as is practicable
under the circumstances, that required no-
tices be published, and that submitted offers
be considered.

““(8) INCREASED MICROPURCHASE THRESH-
OLD.—

“(A) IN GENERAL.—For a procurement de-
scribed by paragraph (1), the amount speci-
fied in subsections (c), (d), and (f) of section
32 of the Office of Federal Procurement Pol-
icy Act (41 U.S.C. 428) shall be deemed to be
$15,000 in the administration of that section
with respect to such procurement.

“(B) INTERNAL CONTROLS TO BE INSTI-
TUTED.—The Secretary shall institute appro-
priate internal controls for purchases that
are under this paragraph and that are great-
er than $2,500.

““(C) EXCEPTION TO PREFERENCE FOR PUR-
CHASE CARD MECHANISM.—No provision of law
establishing a preference for using a Govern-
ment purchase card method for purchases
shall apply to purchases that are under this
paragraph and that are greater than $2,500.

““(4) REVIEW.—

“(A) REVIEW ALLOWED.—Notwithstanding
any other provision of law, including sub-
section (f), review of a contracting agency
decision relating to a procurement described
in paragraph (1) may be had only by filing a
protest—

““(i) with a contracting agency; or

“(if) with the Comptroller General under
subchapter V of chapter 35 of title 31, United
States Code.

‘“(B) OVERRIDE OF STAY OF CONTRACT AWARD
OR PERFORMANCE COMMITTED TO AGENCY DIS-
CRETION.—Notwithstanding any other provi-
sion of law, the following authorizations by
the head of a procuring activity are com-
mitted to agency discretion:

“(i) An authorization under section
3553(c)(2) of title 31, United States Code, to
award a contract for a procurement de-
scribed in paragraph (1) of this subsection.

“(ii) An authorization under section
3553(d)(3)(C) of such title to perform a con-
tract for a procurement described in para-
graph (1) of this subsection.

““(c) AUTHORITY TO EXPEDITE PEER RE-
VIEW.—

““(1) IN GENERAL.—The Secretary may, as
the Secretary determines necessary to re-
spond to pressing qualified countermeasure
research and development needs under this
section, employ such expedited peer review
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procedures (including consultation with ap-
propriate scientific experts) as the Sec-
retary, in consultation with the Director of
NIH, deems appropriate to obtain assessment
of scientific and technical merit and likely
contribution to the field of qualified coun-
termeasure research, in place of the peer re-
view and advisory council review procedures
that would be required under sections
301(a)(3), 405(b)(1)(B), 405(b)(2), 406(a)(3)(A),
492, and 494, as applicable to a grant, con-
tract, or cooperative agreement—

“(A) that is for performing, administering,
or supporting qualified countermeasure re-
search and development activities; and

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

““(2) SUBSEQUENT PHASES OF RESEARCH.—
The Secretary’s determination of whether to
employ expedited peer review with respect to
subsequent phases of a research grant, con-
tract, or cooperative agreement under this
section shall be determined without regard
to the peer review procedures used for any
prior peer review of that same grant, con-
tract, or cooperative agreement.

“(d) AUTHORITY FOR PERSONAL SERVICES
CONTRACTS.—

““(1) IN GENERAL.—For the purpose of per-
forming, administering, or supporting quali-
fied countermeasure research and develop-
ment activities, the Secretary may, as the
Secretary determines necessary to respond
to pressing qualified countermeasure re-
search and development needs under this sec-
tion, obtain by contract (in accordance with
section 3109 of title 5, United 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 consult-
ants who have scientific or other profes-
sional qualifications, except that in no case
shall the compensation provided to any such
expert or consultant exceed the daily equiva-
lent of the annual rate of compensation for
the President.

““(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 em-
ployee 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 damages for personal
injury, including death, resulting from per-
formance of functions under such contract.

““(B) EXCLUSIVITY OF REMEDY.—The remedy
provided by subparagraph (A) shall be exclu-
sive of any other civil action or proceeding
by reason of the same subject matter against
the person, officer, employee, or governing
board member.

““(3) INTERNAL CONTROLS TO BE
TUTED.—

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

‘“(B) DETERMINATION OF EMPLOYEE STATUS
TO BE FINAL.—A determination by the Sec-
retary under subparagraph (A) that a person,
or an officer, employee, or governing board
member of a person, is or is not deemed to be
an employee of the Department of Health
and Human Services shall be final and bind-
ing on the Secretary and the Attorney Gen-
eral and other parties to any civil action or
proceeding.

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

‘‘(e) STREAMLINED PERSONNEL AUTHORITY.—

““(1) IN GENERAL.—IN addition to any other
personnel authorities, the Secretary may, as
the Secretary determines necessary to re-
spond to pressing qualified countermeasure
research and development needs under this
section, without regard to such provisions of
title 5, United States Code, governing ap-
pointments in the competitive service, and
without regard to the provisions of chapter
51 and subchapter Il of chapter 53 of such
title relating to classification and General
Schedule pay rates, appoint professional and
technical employees, not to exceed 30 such
employees at any time, to positions in the
National Institutes of Health to perform, ad-
minister, or support qualified counter-
measure research and development activities
in carrying out this section.

““(2) INTERNAL CONTROLS TO BE INSTI-
TUTED.—The Secretary shall institute appro-
priate internal controls for appointments
under this subsection.

““(f) ACTIONS COMMITTED TO AGENCY DISCRE-
TION.—Actions by the Secretary under the
authority of this section are committed to
agency discretion.”.

(b) TECHNICAL AMENDMENT.—Section 481A
of the Public Health Service Act (42 U.S.C.
287a-2) is amended—

(1) in subsection (a)(1)—

(A) by inserting ‘“‘or the Director of the Na-
tional Institute of Allergy and Infectious
Diseases’ after "Director of the Center’’; and

(B) by inserting “‘, or in the case of the In-
stitute, to any qualified public or private en-
tity,”” after ‘“‘private entities’’;

(2) in subsection (c)—

(A) in paragraph (1), by inserting ‘“‘or the
Director of the National Institute of Allergy
and Infectious Diseases’ after ‘“‘Director of
the Center’’; and

(B) in paragraph (2), in the matter pre-
ceding subparagraph (A), by striking ‘‘sub-
section (i)”” and inserting ‘‘subsection (i)(1)"’;

(3) in subsection (d), by inserting ‘“‘or the
Director of the National Institute of Allergy
and Infectious Diseases’ after ‘“‘Director of
the Center’’;

(4) in subsection (e)—

(A) in paragraph (1)—

(i) in the matter preceding subparagraph
(A), by inserting ‘“‘or the Director of the Na-
tional Institute of Allergy and Infectious
Diseases’ after ‘‘Director of the Center’’;

(i) in subparagraph (A), by inserting “‘(or,
in the case of the Institute, 75 percent)”
after ‘50 percent’’; and

(ii1) in subparagraph (B), by inserting “‘(or,
in the case of the Institute, 75 percent)”
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 Center’’; and

(C) in paragraph (4), by inserting ‘‘of the
Center or the Director of the National Insti-
tute of Allergy and Infectious Diseases”
after ““Director’’;

(5) in subsection (f)—

(A) in paragraph (1), by inserting “‘in the
case of an award by the Director of the Cen-
ter,” before ‘“the applicant’’; and

(B) in paragraph (2), by inserting ‘“‘of the
Center or the Director of the National Insti-
tute of Allergy and Infectious Diseases”
after ““Director’’; and

(6) in subsection (i)—

(A) by striking ‘““APPROPRIATIONS.—For the
purpose of carrying out this section,”” and in-
serting the following: ““APPROPRIATIONS.—

““(1) CeENTER.—For the purpose of carrying
out this section with respect to the Center,”’;
and

(B) by adding at the end the following:
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““(2) NATIONAL INSTITUTE OF ALLERGY AND
INFECTIOUS DISEASES.—For the purpose of
carrying out this section with respect to the
National Institute of Allergy and Infectious
Diseases, there are authorized to be appro-
priated such sums as may be necessary for
each of the fiscal years 2003 and 2004.”".

(c) ADDITIONAL AUTHORITY.—Section 319F
of the Public Health Service Act (42 U.S.C.
247d-6) is amended—

(1) by redesignating subsections (i) and (j)
as subsections (j) and (k), respectively; and

(2) by inserting after subsection (h) the fol-
lowing subsection:

““(i) PRIORITY COUNTERMEASURES FOR STRA-
TEGIC NATIONAL STOCKPILE.—

“(1) IN GENERAL.—The Secretary, taking
into consideration any recommendations of
the working group under subsection (a), may
initiate and sustain a program that results
in the delivery of priority countermeasures
for placement in the stockpile under section
319F-2.

““(2) AUTHORIZATION OF APPROPRIATIONS.—
For the purpose of carrying out paragraph
(1), there are authorized to be appropriated
such sums as may be necessary for each of
the fiscal years 2004 through 2013.”".

(d) ADDITIONAL AUTHORIZATIONS OF APPRO-
PRIATIONS.—Section 2106 of the Public Health
Service Act (42 U.S.C. 300aa-6) is amended—

(1) in subsection (a), by striking ‘‘author-
ized to be appropriated’” and all that follows
and inserting the following: ‘“‘authorized to
be appropriated such sums as may be nec-
essary for each of the fiscal years 2004
through 2013.”’; and

(2) in subsection (b), by striking ‘‘author-
ized to be appropriated’” and all that follows
and inserting the following: ‘“authorized to
be appropriated such sums as may be nec-
essary for each of the fiscal years 2004
through 2013.”".

(e) TECHNICAL AMENDMENTS.—Section 319F
of the Public Health Service Act (42 U.S.C.
247d-6) is amended—

(1) in subsection (a), by inserting ‘““the Sec-
retary of Homeland Security,” after ‘“‘Man-
agement Agency,”’; and

(2) in subsection (h)(4)(B), by striking ‘“to
diagnose conditions’ and inserting ‘‘to treat,
identify, or prevent conditions”.

(f) RULE OF CONSTRUCTION.—Nothing in this
section has any legal effect on sections
302(2), 302(4), 304(a), or 304(b) of the Homeland
Security Act of 2002.

SEC. 3. BIOMEDICAL COUNTERMEASURES PRO-
CUREMENT.

(a) ADDITIONAL AUTHORITY REGARDING
STRATEGIC NATIONAL STOCKPILE.—

(1) TRANSFER OF PROGRAM.—Section 121 of
the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 (116
Stat. 611; 42 U.S.C. 300hh-12) is transferred
from such Act to the Public Health Service
Act, is redesignated as section 319F-2, and is
inserted after section 319F-1 of the Public
Health Service Act (as added by section 2 of
this Act).

(2) ADDITIONAL AUTHORITY.—Section 319F-2
of the Public Health Service Act, as added by
paragraph (1), is amended to read as follows:
“SEC. 319F-2. STRATEGIC NATIONAL STOCKPILE.

““(a) STRATEGIC NATIONAL STOCKPILE.—

““(1) IN GENERAL.—The Secretary of Home-
land Security (referred to in this section as
the ‘Homeland Security Secretary’), in co-
ordination with the Secretary and the Sec-
retary of Veterans Affairs, shall maintain a
stockpile or stockpiles of drugs, vaccines and
other biological products, medical devices,
and other supplies in such numbers, types,
and amounts as are determined by the Sec-
retary to be appropriate and practicable,
taking into account other available sources,
to provide for the emergency health security
of the United States, including the emer-
gency health security of children and other



H6922

vulnerable populations, in the event of a bio-
terrorist attack or other public health emer-
gency.

““(2) PROCEDURES.—The Secretary, in man-
aging the stockpile under paragraph (1),
shall—

“(A) consult with the working group under
section 319F(a);

‘“(B) ensure that adequate procedures are
followed with respect to such stockpile for
inventory management and accounting, and
for the physical security of the stockpile;

“(C) in consultation with Federal, State,
and local officials, take into consideration
the timing and location of special events;

‘(D) review and revise, as appropriate, the
contents of the stockpile on a regular basis
to ensure that emerging threats, advanced
technologies, and new countermeasures are
adequately considered;

“(E) devise plans for the effective and
timely supply-chain management of the
stockpile, in consultation with appropriate
Federal, State and local agencies, and the
public and private health care infrastruc-
ture; and

“(F) ensure the adequate physical security
of the stockpile.

*“(b) SMALLPOX VACCINE DEVELOPMENT.—

“(1) IN GENERAL.—The Secretary shall
award contracts, enter into cooperative
agreements, or carry out such other activi-
ties as may reasonably be required in order
to ensure that the stockpile under sub-
section (a) includes an amount of vaccine
against smallpox as determined by such Sec-
retary to be sufficient to meet the health se-
curity needs of the United States.

““(2) RULE OF CONSTRUCTION.—Nothing in
this section shall be construed to limit the
private distribution, purchase, or sale of vac-
cines from sources other than the stockpile
described in subsection (a).

‘““(c) ADDITIONAL AUTHORITY REGARDING
PROCUREMENT OF CERTAIN BIOMEDICAL COUN-
TERMEASURES; AVAILABILITY OF SPECIAL RE-
SERVE FUND.—

“(1) IN GENERAL.—

“(A) USE OF FUND.—A security counter-
measure may, in accordance with this sub-
section, be procured with amounts in the
special reserve fund under paragraph (10).

““(B) SECURITY COUNTERMEASURE.—FoOr pur-
poses of this subsection, the term ‘security
countermeasure’ means a priority counter-
measure (as defined in section 319F(h) and as
determined by the Secretary in accordance
with such section and consistent with sec-
tions 302(2) and 304(a) of the Homeland Secu-
rity Act of 2002) that—

“(i)(1) is against a chemical, biological, ra-
diological, or nuclear agent identified as a
material threat under paragraph (2)(A)(ii);

“(I1) is determined under paragraph
(2)(B)(ii) to be a necessary countermeasure;
and

“(l)(aa) is approved or cleared under
chapter V of the Federal Food, Drug, and
Cosmetic Act, or licensed under section 351
of this Act, for use as a countermeasure to a
chemical, biological, radiological, or nuclear
agent identified as a material threat under
paragraph (2)(A)(ii); or

“(bb) is a priority countermeasure for
which the Secretary determines that suffi-
cient and satisfactory clinical experience or
research data (including data, if available,
from pre-clinical and clinical trials) support
a reasonable conclusion that the counter-
measure will qualify for approval or licens-
ing after the date of a determination under
paragraph (5); or

““(ii) is authorized under section 564 of the
Federal Food, Drug, and Cosmetic Act for
emergency use.

“2) DETERMINATION OF
THREATS.—

MATERIAL
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“(A) MATERIAL THREAT.—The Homeland
Security Secretary, in consultation with the
heads of other agencies as appropriate, shall
on an ongoing basis—

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

‘“(ii) determine which of such agents
present a material threat against the United
States population.

““(B) PUBLIC HEALTH IMPACT; NECESSARY
COUNTERMEASURES.—The Secretary shall on
an ongoing basis—

‘(i) assess the potential public health con-
sequences of use against the United States
population of agents identified under sub-
paragraph (A)(ii); and

““(ii) determine, on the basis of such assess-
ment, the agents for which priority counter-
measures are necessary to protect the public
health from a material threat.

““(C) NOTICE TO CONGRESS.—The Secretary
and the Homeland Security Secretary shall
promptly notify the designated congres-
sional committees (as defined in paragraph
(10) that a determination has been made pur-
suant to subparagraph (A) or (B). Such no-
tice shall be in unclassified or, if necessary,
classified form.

‘(D) ASSURING ACCESS TO THREAT INFORMA-
TION.—In making the assessment and deter-
mination required under subparagraph (A),
the Homeland Security Secretary shall use
all information to which such Secretary is
entitled under section 202 of the Homeland
Security Act of 2002, including but not lim-
ited to information, regardless of its level of
classification, relating to current and emerg-
ing threats of chemical, biological, radio-
logical, and nuclear agents.

““(3) ASSESSMENT OF AVAILABILITY AND AP-
PROPRIATENESS OF COUNTERMEASURES.—The
Secretary, in consultation with the Home-
land Security Secretary, shall assess on an
ongoing basis the availability and appro-
priateness of specific countermeasures to ad-
dress specific threats identified under para-
graph (2).

‘“(4) CALL FOR DEVELOPMENT OF COUNTER-
MEASURES; COMMITMENT FOR RECOMMENDATION
FOR PROCUREMENT.—

“(A) PROPOSAL TO THE PRESIDENT.—If, pur-
suant to an assessment under paragraph (3),
the Homeland Security Secretary and the
Secretary make a determination that a
countermeasure would be appropriate but is
either currently unavailable for procurement
as a security countermeasure or is approved,
licensed, or cleared only for alternative uses,
such Secretaries may jointly submit to the
President a proposal to—

‘“(i) issue a call for the development of
such countermeasure; and

“(if) make a commitment that, upon the
first development of such countermeasure
that meets the conditions for procurement
under paragraph (5), the Secretaries will,
based in part on information obtained pursu-
ant to such call, make a recommendation
under paragraph (6) that the special reserve
fund under paragraph (10) be made available
for the procurement of such countermeasure.

‘“(B) COUNTERMEASURE SPECIFICATIONS.—
The Homeland Security Secretary and the
Secretary shall, to the extent practicable,
include in the proposal under subparagraph
(A)—

‘(i) estimated quantity of purchase (in the
form of number of doses or number of effec-
tive courses of treatments regardless of dos-
age form);

““(if) necessary measures of minimum safe-
ty and effectiveness;

““(iii) estimated price for each dose or ef-
fective course of treatment regardless of dos-
age form; and

‘“(iv) other information that may be nec-
essary to encourage and facilitate research,
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development, and manufacture of the coun-
termeasure or to provide specifications for
the countermeasure.

““(C) PRESIDENTIAL APPROVAL.—If the Presi-
dent approves a proposal under subparagraph
(A), the Homeland Security Secretary and
the Secretary shall make known to persons
who may respond to a call for the counter-
measure involved—

‘(i) the call for the countermeasure;

‘(i) specifications for the countermeasure
under subparagraph (B); and

“(iif) the commitment described in sub-
paragraph (A)(ii).

““(5) SECRETARY’S DETERMINATION OF COUN-
TERMEASURES APPROPRIATE FOR FUNDING
FROM SPECIAL RESERVE FUND.—

“(A) IN GENERAL.—The Secretary, in ac-
cordance with the provisions of this para-
graph, shall identify specific security coun-
termeasures that the Secretary determines,
in consultation with the Homeland Security
Secretary, to be appropriate for inclusion in
the stockpile under subsection (a) pursuant
to procurements made with amounts in the
special reserve fund under paragraph (10) (re-
ferred to in this subsection individually as a
‘procurement under this subsection’).

““(B) REQUIREMENTS.—In making a deter-
mination under subparagraph (A) with re-
spect to a security countermeasure, the Sec-
retary shall determine and consider the fol-
lowing:

‘(i) The quantities of the product that will
be needed to meet the needs of the stockpile.

“(ii) The feasibility of production and de-
livery within five years of sufficient quan-
tities of the product.

“(iif) Whether there is a lack of a signifi-
cant commercial market for the product at
the time of procurement, other than as a se-
curity countermeasure.

““(6) RECOMMENDATION FOR PRESIDENT’S AP-
PROVAL.—

““(A) RECOMMENDATION FOR PROCUREMENT.—
In the case of a security countermeasure
that the Secretary has, in accordance with
paragraphs (3) and (5), determined to be ap-
propriate for procurement under this sub-
section, the Homeland Security Secretary
and the Secretary shall jointly submit to the
President, in coordination with the Director
of the Office of Management and Budget, a
recommendation that the special reserve
fund under paragraph (10) be made available
for the procurement of such countermeasure.

““(B) PRESIDENTIAL APPROVAL.—The special
reserve fund under paragraph (10) is available
for a procurement of a security counter-
measure only if the President has approved a
recommendation under subparagraph (A) re-
garding the countermeasure.

““(C) NOTICE TO DESIGNATED CONGRESSIONAL
COMMITTEES.—The Secretary and the Home-
land Security Secretary shall notify the des-
ignated congressional committees of each
decision of the President to approve a rec-
ommendation under subparagraph (A). Such
notice shall include an explanation of the de-
cision to make available the special reserve
fund under paragraph (10) for procurement of
such a countermeasure, including, where
available, the identification of the potential
supplier or suppliers of such countermeasure,
and whether other potential suppliers of the
same or similar countermeasures were con-
sidered and rejected for procurement under
this section and the reasons therefor.

‘(D) SUBSEQUENT  SPECIFIC  COUNTER-
MEASURES.—Procurement under this sub-
section of a security countermeasure for a
particular purpose does not preclude the sub-
sequent procurement under this subsection
of any other security countermeasure for
such purpose if the Secretary has determined
under paragraph (5)(A) that such counter-
measure is appropriate for inclusion in the
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stockpile and if, as determined by the Sec-
retary, such countermeasure provides im-
proved safety or effectiveness, or for other
reasons enhances preparedness to respond to
threats of use of a biological, chemical, radi-
ological, or nuclear agent. Such a determina-
tion by the Secretary is committed to agen-
cy discretion.

“(E) RULE OF CONSTRUCTION.—Rec-
ommendations and approvals under this
paragraph apply solely to determinations
that the special reserve fund under para-
graph (10) will be made available for a pro-
curement of a security countermeasure, and
not to the substance of contracts for such
procurement or other matters relating to
awards of such contracts.

““(7) PROCUREMENT.—

“(A) IN GENERAL.—For purposes of a pro-
curement under this subsection that is ap-
proved by the President under paragraph (6),
the Homeland Security Secretary and the
Secretary shall have responsibilities in ac-
cordance with subparagraphs (B) and (C).

““(B) INTERAGENCY AGREEMENTS.—

““(i) FOR PROCUREMENT.—The Homeland Se-
curity Secretary shall enter into an agree-
ment with the Secretary for procurement of
a security countermeasure in accordance
with the provisions of this paragraph. The
special reserve fund under paragraph (10)
shall be available for the Secretary’s costs of
such procurement, other than as provided in
clause (ii).

“(ii) FOR ADMINISTRATIVE COSTS.—The
agreement entered into between the Home-
land Security Secretary and the Secretary
for managing the stockpile under subsection
(a) shall provide for reimbursement of the
Secretary’s administrative costs relating to
procurements under this subsection.

““(C) PROCUREMENT.—

“(i) IN GENERAL.—The Secretary shall be
responsible for—

“(1) arranging for procurement of a secu-
rity countermeasure, including negotiating
terms (including quantity, production sched-
ule, and price) of, and entering into, con-
tracts and cooperative agreements, and for
carrying out such other activities as may
reasonably be required, in accordance with
the provisions of this subparagraph; and

“(11) promulgating such regulations as the
Secretary determines necessary to imple-
ment the provisions of this subsection.

““(if) CONTRACT TERMS.—A contract for pro-
curements under this subsection shall (or, as
specified below, may) include the following
terms:

“(I) PAYMENT CONDITIONED ON SUBSTANTIAL
DELIVERY.—The contract shall provide that
no payment may be made until delivery has
been made of a substantial portion (as deter-
mined by the Secretary) of the total number
of units contracted for, except that, notwith-
standing any other provision of law, the con-
tract may provide that, if the Secretary de-
termines (in the Secretary’s discretion) that
an advance payment is necessary to ensure
success of a project, the Secretary may pay
an amount, not to exceed 10 percent of the
contract amount, in advance of delivery. The
contract shall provide that such advance
payment is required to be repaid if there is a
failure to perform under the contract, except
in special circumstances as determined by
the Secretary on a contract by contract
basis. Nothing in this subclause may be con-
strued as affecting rights of vendors under
provisions of law or regulation (including the
Federal Acquisition Regulation) relating to
termination of contracts for the convenience
of the Government.

“(I1) CONTRACT DURATION.—The contract
shall be for a period not to exceed five years,
except that, in first awarding the contract,
the Secretary may provide for a longer dura-
tion, not exceeding eight years, if the Sec-
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retary determines that complexities or other
difficulties in performance under the con-
tract justify such a period. The contract
shall be renewable for additional periods,
none of which shall exceed five years.

“(111) STORAGE BY VENDOR.—The contract
may provide that the vendor will provide
storage for stocks of a product delivered to
the ownership of the Federal Government
under the contract, for such period and
under such terms and conditions as the Sec-
retary may specify, and in such case
amounts from the special reserve fund under
paragraph (10) shall be available for costs of
shipping, handling, storage, and related costs
for such product.

“(IV) NON-STOCKPILE TRANSFERS OF SECU-
RITY COUNTERMEASURES.—The contract shall
provide that the vendor will comply with all
applicable export-related controls with re-
spect to such countermeasure.

““(iii) AVAILABILITY OF SIMPLIFIED ACQUISI-
TION PROCEDURES.—

“(l) IN GENERAL.—If the Secretary deter-
mines that there is a pressing need for a pro-
curement of a specific countermeasure, the
amount of the procurement under this sub-
section shall be deemed to be below the
threshold amount specified in section 4(11) of
the Office of Federal Procurement Policy
Act (41 U.S.C. 403(11)), for purposes of appli-
cation to such procurement, pursuant to sec-
tion 302A(a) of the Federal Property and Ad-
ministrative Services Act of 1949 (41 U.S.C.
252a(a)), of—

‘“(aa) 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 regulations; and

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

““(I1) APPLICATION OF CERTAIN PROVISIONS.—
Notwithstanding subclause (I) and the provi-
sion of law and regulations referred to in
such clause, each of the following provisions
shall apply to procurements described in this
clause to the same extent that such provi-
sions would apply to such procurements in
the absence of subclause (I):

‘“(aa) Chapter 37 of title 40, United States
Code (relating to contract work hours and
safety standards).

““(bb) Subsections (a) and (b) of section 7 of
the Anti-Kickback Act of 1986 (41 U.S.C. 57(a)
and (b)).

““(cc) Section 304C of the Federal Property
and Administrative Services Act of 1949 (41
U.S.C. 254d) (relating to the examination of
contractor records).

“(iv) PROCEDURES OTHER THAN FULL AND
OPEN COMPETITION.—

“(1) IN GENERAL.—IN using the authority
provided in section 303(c)(1) of title 11l of the
Federal Property and Administrative Serv-
ices Act of 1949 (41 U.S.C. 253(c)(1)) to use
procedures other than competitive proce-
dures in the case of a procurement under this
subsection, the phrase ‘available from only
one responsible source’ in such section
303(c)(1) shall be deemed to mean ‘available
from only one responsible source or only
from a limited number of responsible
sources’.

“(I1) RELATION TO OTHER AUTHORITIES.—The
authority under subclause (1) is in addition
to any other authority to use procedures
other than competitive procedures.

“(111) APPLICABLE GOVERNMENT-WIDE REGU-
LATIONS.—The Secretary shall implement
this clause in accordance with applicable
government-wide regulations, including re-
quirements that offers be solicited from as
many potential sources as is practicable
under the circumstances, that required no-
tices be published, and that submitted offers
be considered.

““(v) PREMIUM PROVISION IN
AWARD CONTRACTS.—

MULTIPLE
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“(1) IN GENERAL.—If, under this subsection,
the Secretary enters into contracts with
more than one vendor to procure a security
countermeasure, such Secretary may, not-
withstanding any other provision of law, in-
clude in each of such contracts a provision
that—

““(aa) identifies an increment of the total
quantity of security countermeasure re-
quired, whether by percentage or by numbers
of units; and

“‘(bb) promises to pay one or more specified
premiums based on the priority of such ven-
dors’ production and delivery of the incre-
ment identified under item (aa), in accord-
ance with the terms and conditions of the
contract.

“(11) DETERMINATION OF GOVERNMENT’S RE-
QUIREMENT NOT REVIEWABLE.—If the Sec-
retary includes in each of a set of contracts
a provision as described in subclause (1), such
Secretary’s determination of the total quan-
tity of security countermeasure required,
and any amendment of such determination,
is committed to agency discretion.

““(vi) EXTENSION OF CLOSING DATE FOR RE-
CEIPT OF PROPOSALS NOT REVIEWABLE.—A de-
cision by the Secretary to extend the closing
date for receipt of proposals for a procure-
ment under this subsection is committed to
agency discretion.

““(vii) LIMITING COMPETITION TO SOURCES RE-
SPONDING TO REQUEST FOR INFORMATION.—In
conducting a procurement under this sub-
section, the Secretary may exclude a source
that has not responded to a request for infor-
mation under section 303A(a)(1)(B) of the
Federal Property and Administrative Serv-
ices Act of 1949 (41 U.S.C. 253a(a)(1)(B)) if
such request has given notice that the Sec-
retary may so exclude such a source.

““(8) INTERAGENCY COOPERATION.—

“(A) IN GENERAL.—IN carrying out activi-
ties under this section, the Homeland Secu-
rity Secretary and the Secretary are author-
ized, subject to subparagraph (B), to enter
into interagency agreements and other col-
laborative undertakings with other agencies
of the United States Government.

““(B) LIMITATION.—AN agreement or under-
taking under this paragraph shall not au-
thorize another agency to exercise the au-
thorities provided by this section to the
Homeland Security Secretary or to the Sec-
retary.

““(9) RESTRICTIONS ON USE OF FUNDS.—
Amounts in the special reserve fund under
paragraph (10) shall not be used to pay—

“(A) costs for the purchase of vaccines
under procurement contracts entered into
before the date of the enactment of the
Project BioShield Act of 2003; or

““(B) administrative costs.

““(10) DEFINITIONS.—

““(A) SPECIAL RESERVE FUND.—FoOr purposes
of this subsection, the term ‘special reserve
fund’ has the meaning given such term in
section 510 of the Homeland Security Act of
2002.

““(B) DESIGNATED CONGRESSIONAL COMMIT-
TEES.—For purposes of this section, the term
‘designated congressional committees’
means the following committees of the Con-
gress:

“(@i) In the House of Representatives: the
Committee on Energy and Commerce, the
Committee on Appropriations, the Com-
mittee on Government Reform, and the Se-
lect Committee on Homeland Security (or
any successor to the Select Committee).

“(ii) In the Senate: the Committee on
Health, Education, Labor, and Pensions, the
Committee on Appropriations, and the Com-
mittee on Government Affairs.

“(d) DiscLosURES.—No Federal agency
shall disclose under section 552 of title 5,
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United States Code, any information identi-
fying the location at which materials in the
stockpile under subsection (a) are stored.

‘“‘(e) DEFINITION.—For purposes of sub-
section (a), the term ‘stockpile’ includes—

“(1) a physical accumulation (at one or
more locations) of the supplies described in
subsection (a); or

“(2) a contractual agreement between the
Secretary and a vendor or vendors under
which such vendor or vendors agree to pro-
vide to such Secretary supplies described in
subsection (a).

““(f) AUTHORIZATION OF APPROPRIATIONS.—

““(1) STRATEGIC NATIONAL STOCKPILE.—For
the purpose of carrying out subsection (a),
there are authorized to be appropriated
$640,000,000 for fiscal year 2002, and such sums
as may be necessary for each of fiscal years
2003 through 2006. Such authorization is in
addition to amounts in the special reserve
fund under subsection (c)(10).

““(2) SMALLPOX VACCINE DEVELOPMENT.—For
the purpose of carrying out subsection (b),
there are authorized to be appropriated
$509,000,000 for fiscal year 2002, and such sums
as may be necessary for each of fiscal years
2003 through 2006.”".

(b) AMENDMENT TO HOMELAND SECURITY
ACT OF 2002.—Title V of the Homeland Secu-
rity Act of 2002 (116 Stat. 2212; 6 U.S.C. 311 et
seq.) is amended by adding at the end the fol-
lowing:

“SEC. 510. PROCUREMENT OF SECURITY COUN-
TERMEASURES FOR STRATEGIC NA-
TIONAL STOCKPILE.

““‘(a) AUTHORIZATION OF APPROPRIATIONS.—
For the procurement of security counter-
measures under section 319F-2(c) of the Pub-
lic Health Service Act (referred to in this
section as the ‘security countermeasures
program’), there is authorized to be appro-
priated up to $5,593,000,000 for the fiscal years
2004 through 2013. Of the amounts appro-
priated under the preceding sentence, not to
exceed $3,418,000,000 may be obligated during
the fiscal years 2004 through 2008, of which
not to exceed $890,000,000 may be obligated
during fiscal year 2004.

““(b) SPECIAL RESERVE FUND.—FoOr purposes
of the security countermeasures program,
the term ‘special reserve fund’ means the ap-
propriations account established as a result
of any appropriations made under subsection
().
““(c) AVAILABILITY.—

““(1) INTEGRITY OF SPECIAL RESERVE FUND;
LIMITATION OF OBLIGATIONAL AUTHORITY TO
FUND PURPOSES; INTENT OF CONGRESS AGAINST
REPROGRAMMING.—Subject to paragraph (2),
all amounts appropriated under subsection
(a) are available for obligation through the
end of fiscal year 2013 and only for the spe-
cific purposes set forth in the security coun-
termeasures program. It is the intent of the
Congress that no portion of such amount
that remains unobligated for such purposes
shall be applied, through reprogramming or
otherwise, to any other purpose.

““(2) INITIAL AVAILABILITY FOR PARTICULAR
PROCUREMENTS.—Amounts appropriated
under subsection (a) become available for a
procurement under the security counter-
measures program only upon the approval by
the President of such availability for the
procurement in accordance with paragraph
(6)(B) of such program.

“‘(d) RELATED AUTHORIZATIONS OF APPRO-
PRIATIONS.—

‘(1) THREAT ASSESSMENT CAPABILITIES.—
For the purpose of carrying out the respon-
sibilities of the Secretary for terror threat
assessment under the security counter-
measures program, there are authorized to
be appropriated $5,000,000 for fiscal year 2003,
and such sums as may be necessary for each
of the fiscal years 2004 through 2006, for the
hiring of professional personnel within the
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Directorate for Information Analysis and In-
frastructure Protection, who shall be ana-
lysts responsible for chemical, biological, ra-
diological, and nuclear threat assessment
(including but not limited to analysis of
chemical, biological, radiological, and nu-
clear agents, the means by which such
agents could be weaponized or used in a ter-
rorist attack, and the capabilities, plans, and
intentions of terrorists and other non-state
actors who may have or acquire such
agents). All such analysts shall meet the ap-
plicable standards and qualifications for the
performance of intelligence activities pro-
mulgated by the Director of Central Intel-
ligence pursuant to section 104 of the Na-
tional Security Act of 1947.

““(2) INTELLIGENCE SHARING INFRASTRUC-
TURE.—For the purpose of carrying out the
acquisition and deployment of secure facili-
ties (including information technology and
physical infrastructure, whether mobile and
temporary, or permanent) sufficient to per-
mit the Secretary to receive, not later than
December 31, 2003, all classified information
and products to which the Under Secretary
for Information Analysis and Infrastructure
Protection is entitled under subtitle A of
title 11, there are authorized to be appro-
priated such sums as may be necessary for
each of the fiscal years 2003 through 2006."".
SEC. 4. AUTHORIZATION FOR MEDICAL PROD-

UCTS FOR USE IN EMERGENCIES.

Subchapter E of chapter V of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360bbb et seq.) is amended by adding at the
end the following section:

“SEC. 564. AUTHORIZATION FOR MEDICAL PROD-
UCTS FOR USE IN EMERGENCIES.

““(a) IN GENERAL.—

““(1) EMERGENCY USES.—Notwithstanding
sections 505, 510(k), and 515 of this Act and
section 351 of the Public Health Service Act,
and subject to the provisions of this section,
the Secretary may authorize the introduc-
tion into interstate commerce, during the ef-
fective period of a declaration under sub-
section (b), of a drug, device, or biological
product intended for use in an actual or po-
tential emergency (referred to in this section
as an ‘emergency use’).

““(2) APPROVAL STATUS OF PRODUCT.—AnN au-
thorization under paragraph (1) may author-
ize an emergency use of a product that—

““(A) is not approved, licensed, or cleared
for commercial distribution under a provi-
sion of law referred to in such paragraph (re-
ferred to in this section as an ‘unapproved
product’); or

““(B) is approved, licensed, or cleared under
such a provision, but which use is not under
such provision an approved, licensed, or
cleared use of the product (referred to in this
section as an ‘unapproved use of an approved
product’).

““(3) RELATION TO OTHER USES.—AN emer-
gency use authorized under paragraph (1) for
a product is in addition to any other use that
is authorized for the product under a provi-
sion of law referred to in such paragraph.

‘“(4) DEFINITIONS.—For purposes of this sec-
tion:

““(A) The term ‘biological product’ has the
meaning given such term in section 351 of
the Public Health Service Act.

“(B) The term ‘emergency use’ has the
meaning indicated for such term in para-
graph (1).

““(C) The term ‘product’ means a drug, de-
vice, or biological product.

‘“(D) The term ‘unapproved product’ has
the meaning indicated for such term in para-
graph (2)(A).

“(E) The term ‘unapproved use of an ap-
proved product’ has the meaning indicated
for such term in paragraph (2)(B).

‘“(b) DECLARATION OF EMERGENCY.—
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“(1) IN GENERAL.—The Secretary may de-
clare an emergency justifying the authoriza-
tion under this subsection for a product on
the basis of—

“(A) a determination by the Secretary of
Homeland Security that there is a national
emergency, or a significant potential for a
national emergency, involving a heightened
risk of attack with a specified biological,
chemical, radiological, or nuclear agent or
agents;

‘“(B) a determination by the Secretary of
Defense that there is a military emergency,
or a significant potential for a military
emergency, involving a heightened risk to
United States military forces of attack with
a biological, chemical, radiological, or nu-
clear agent or agents; or

““(C) a determination by the Secretary of a
public health emergency under section 319 of
the Public Health Service Act, affecting na-
tional security and involving a specified bio-
logical, chemical, radiological, or nuclear
agent or agents, or a specified disease or con-
dition that may be attributable to such
agent or agents.

““(2) TERMINATION OF DECLARATION.—

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

“(i) a determination by the Secretary, in
consultation as appropriate with the Sec-
retary of Homeland Security or the Sec-
retary of Defense, that the circumstances de-
scribed in paragraph (1) have ceased to exist;
or

“(ii) the expiration of the one-year period
beginning on the date on which the declara-
tion is made.

“(B) RENEwWAL.—Notwithstanding subpara-
graph (A), the Secretary may renew a dec-
laration under this subsection, and this para-
graph shall apply to any such renewal.

““(3) ADVANCE NOTICE OF TERMINATION.—In
terminating a declaration under this section,
the Secretary shall provide advance notice
that the declaration will be terminated. The
period of advance notice shall be a period
reasonably determined to provide—

“(A) in the case of an unapproved product,
a sufficient period for disposition of ship-
ments of the product, including the return of
such shipments to the manufacturer (in the
case of a manufacturer that chooses to have
the shipments returned); and

“(B) in the case of unapproved uses of ap-
proved products, a sufficient period for the
disposition of any labeling that was provided
with respect to the emergency use involved.

““(4) PUBLICATION.—The Secretary shall
promptly publish in the Federal Register
each declaration, determination, and re-
newal under this subsection.

““(c) CRITERIA FOR ISSUANCE OF AUTHORIZA-
TION.—The Secretary may issue an author-
ization under this section with respect to the
emergency use of a product only if, after
consultation with the Director of the Na-
tional Institutes of Health and the Director
of the Centers for Disease Control and Pre-
vention, to the extent feasible and appro-
priate given the circumstances of the emer-
gency involved, the Secretary concludes—

“(1) that an agent specified in a declara-
tion under subsection (b) can cause a serious
or life-threatening disease or condition;

““(2) that, based on the totality of scientific
evidence available to the Secretary, includ-
ing data from adequate and well-controlled
clinical trials, if available, it is reasonable
to believe that—

“(A) the product may be effective in de-
tecting, diagnosing, treating, or preventing—

““(i) such disease or condition; or

““(ii) a serious or life-threatening disease or
condition caused by a product authorized
under this section or approved under this
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Act or the Public Health Service Act, for de-
tecting, diagnosing, treating, or 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 is no adequate, approved,
and available alternative to the product for
detecting, diagnosing, preventing, or treat-
ing such disease or condition; and

““(4) that such other criteria as the Sec-
retary may by regulation prescribe are satis-
fied.

*‘(d) ScoPE OF AUTHORIZATION.—

“(1) IN GENERAL.—AN authorization of a
product under this section shall state—

“(A) each disease or condition that the
product may be used to detect, diagnose, pre-
vent, or treat within the scope of the author-
ization;

“(B) the Secretary’s conclusions, made
under subsection (c)(2)(B), that 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;
and

“(C) the Secretary’s conclusions, made
under subsection (c), concerning the safety
and potential effectiveness of the product in
detecting, diagnosing, preventing, or treat-
ing such diseases or conditions, including an
assessment of the available scientific evi-
dence.

““(2) CONFIDENTIAL INFORMATION.—Nothing
in this section alters or amends section 1905
of title 18, United States Code, or section
552(b)(4) of title 5 of such Code.

““(e) CONDITIONS OF AUTHORIZATION.—

““(1) UNAPPROVED PRODUCT.—

““(A) REQUIRED CONDITIONS.—With respect
to the emergency use of an unapproved prod-
uct, the Secretary, to the extent feasible
given the circumstances of the emergency,
shall, for persons who choose to carry out
one or more activities for which the author-
ization is issued, establish such conditions
on an authorization under this section as the
Secretary finds necessary or appropriate to
protect the public health, including the fol-
lowing:

“‘(i) Appropriate conditions designed to en-
sure that, to the extent feasible given the
circumstances of the emergency, health care
professionals administering the product are
informed—

“(1) that the Secretary has authorized the
emergency use of the product;

“(I1) of the significant known and poten-
tial benefits and risks of the emergency use
of the product, and of the extent to which
such benefits and risks are unknown; and

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

“(ii) Appropriate conditions designed to
ensure that, to the extent feasible given the
circumstances of the emergency, individuals
to whom the product is administered are in-
formed—

“(1) that the Secretary has authorized the
emergency use of the product;

“(I1) of the significant known and poten-
tial benefits and risks of such use, and of the
extent to which such benefits and risks are
unknown; and

“(111) of the option to accept or refuse ad-
ministration of the product, of the con-
sequences, if any, of refusing administration
of the product, and of the alternatives to the
product that are available and of their bene-
fits and risks.

“(iii) Appropriate conditions for the moni-
toring and reporting of adverse events asso-
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ciated with the emergency use of the prod-
uct.

““(iv) For manufacturers of the product, ap-
propriate conditions concerning record-
keeping and reporting, including records ac-
cess by the Secretary, with respect to the
emergency use of the product.

““(B) AUTHORITY FOR ADDITIONAL CONDI-
TIONS.—With respect to the emergency use of
an unapproved product, the Secretary, to the
extent feasible given the circumstances of
the emergency, may, for persons who choose
to carry out one or more activities for which
the authorization is issued, establish such
conditions on an authorization under this
section as the Secretary finds necessary or
appropriate to protect the public health, in-
cluding the following:

‘(i) Appropriate conditions on which enti-
ties may distribute the product with respect
to the emergency use of the product (includ-
ing limitation to distribution by government
entities), and on how distribution is to be
performed.

‘“(ii) Appropriate conditions on who may
administer the product with respect to the
emergency use of the product, and on the
categories of individuals to whom, and the
circumstances under which, the product may
be administered with respect to such use.

““(iii) For persons other than manufactur-
ers of the product, appropriate conditions
concerning recordkeeping and reporting, in-
cluding records access by the Secretary, with
respect to the emergency use of the product.

““(iv) With respect to the emergency use of
the product, waive or limit, to the extent ap-
propriate given the circumstances of the
emergency, conditions regarding current
good manufacturing practice otherwise ap-
plicable to the manufacture, processing,
packing, or holding of products subject to
regulation under this Act, including such re-
quirements established in section 501.

““(2) UNAPPROVED USE.—With respect to the
emergency use of a product that is an unap-
proved use of an approved product:

“(A) The Secretary may, for manufactur-
ers of the product who choose to carry out
one or more activities for which the author-
ization is issued, establish any of the condi-
tions described in clauses (i) through (iv) of
paragraph (1)(A).

“(B)(i) If the authorization under this sec-
tion regarding the emergency use authorizes
a change in the labeling of the product, but
the manufacturer of the product chooses not
to make such change, such authorization
may not authorize distributors of the prod-
uct or any other person to alter or obscure
the labeling provided by the manufacturer.

“(if) In the circumstances described in
clause (i), an authorization under this sec-
tion regarding the emergency use may, for
persons who do not manufacture the product
and who choose to act under this clause, au-
thorize such persons to provide information
on the product in addition to the labeling
provided by the manufacturer, subject to
compliance with clause (i). Such additional
information shall not be considered labeling
for purposes of section 502.

“‘(f) DURATION OF AUTHORIZATION.—

““(1) IN GENERAL.—Except as provided in
paragraph (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 sub-
section (g).

‘“(2) CONTINUED USE AFTER END OF EFFEC-
TIVE PERIOD.—Notwitstanding the termi-
nation of the declaration under subsection
(b) or a revocation under subsection (g), an
authorization shall continue to be effective
for continued use with respect to patients to
whom it was administered during the period
described by paragraph (1), to the extent
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found necessary by such patients’ attending
physicians.

““(g) REVOCATION OF AUTHORIZATION.—

““(1) ReEVIEW.—The Secretary shall periodi-
cally review the circumstances and the ap-
propriateness of an authorization under this
section.

““(2) REVOCATION.—The Secretary may re-
voke an authorization under this section if,
in the Secretary’s unreviewable discretion,
the criteria under subsection (c) for issuance
of such authorization are no longer met.

“(h) PuUBLICATION.—The Secretary shall
promptly publish in the Federal Register a
notice of each authorization, and each termi-
nation or revocation of an authorization, and
an explanation of the reasons therefor, under
this section.

““(i) ACTIONS COMMITTED TO AGENCY DISCRE-
TION.—Actions under the authority of this
section by the Secretary, by the Secretary of
Defense, or by the Secretary of Homeland
Security are committed to agency discre-
tion.

“(J) RULES oF CONSTRUCTION.—Nothing in
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 States under article Il, section 2 of
the United States Constitution;

““(2) the authority of the Secretary of De-
fense with respect to the Department of De-
fense, including the armed forces, under
other provisions of Federal law; or

““(3) the authority of the Secretary under
section 319F-2 to manage the stockpile under
such section.

“(K) APPLICATION TO MEMBERS OF ARMED
FORCES.—

‘(1) WAIVER OF REQUIREMENT RELATING TO
OPTION TO REFUSE.—In the case of adminis-
tration of a countermeasure to members of
the armed forces, a requirement, under sub-
section (e)(1)(A)(ii)(111), designed to ensure
that individuals are informed of an option to
accept or refuse administration of a product,
may be waived by the President if the Presi-
dent determines, in writing, that complying
with such requirement is not feasible, is con-
trary to the best interests of the members
affected, or is not in the interests of national
security.

““(2) PROVISION OF INFORMATION TO MEMBER
OF THE ARMED FORCES.—If the Secretary
makes a determination that it is not feasible
for the information required by subsection
(e)(1)(A)(ii) to be provided to a member of
the armed forces prior to the administration
of the product, such information shall be
provided to such member of the armed forces
(or next-of-kin in the case of the death of a
member) to whom the product was adminis-
tered as soon as possible, but not later than
30 days, after such administration. Informa-
tion concerning the administration of the
product shall be recorded in the medical
record of the member.

““(3) EFFECT ON STATUTE PERTAINING TO IN-
VESTIGATIONAL NEW DRUGS.—In the case of an
authorization based on a determination by
the Secretary of Defense under subsection
(b)(1)(B), section 1107 of title 10, United
States Code, shall not apply to use of a prod-
uct that is the subject of such authorization,
within the scope of such authorization and
while such authorization is effective.

“(I) RELATION TO OTHER PROVISIONS.—If a
product is 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 require-
ments pursuant to section 505(i) or 520(g);
and

““(2) shall not be subject to any require-
ments otherwise applicable to clinical inves-
tigations pursuant to other provisions of this
Act.
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““(m) DISCRETION REGARDING USE OF AuU-
THORIZATION.—Nothing in this section pro-
vides the Secretary any authority to require
any person to carry out any activity that be-
comes lawful pursuant to an authorization
under this section, and no person is required
to inform the Secretary that the person will
not be carrying out such activity, except
that a manufacturer of a sole-source unap-
proved product authorized for emergency use
shall notify the Secretary within a reason-
able period of time after the issuance by the
Secretary of such authorization if such man-
ufacturer does not intend to carry out an ac-
tivity or activities under the authorization.
This section does not have any legal effect
on a person who does not carry out any ac-
tivity for which an authorization under this
section is issued, or who carries out such an
activity pursuant to other provisions of this
Act or section 351 of the Public Health Serv-
ice Act.

““(n) ENFORCEMENT.—A person who carries
out an activity pursuant to an authorization
under this section, but who fails to comply
with applicable conditions under subsection
(e), is with respect to that act of noncompli-
ance subject to the provisions of law speci-
fied in subsection (a) and to the enforcement
of such provisions under section 301.”".

SEC. 5. REPORTS REGARDING AUTHORITIES
UNDER THIS ACT.

(a) SECRETARY OF HEALTH AND HUMAN
SERVICES.—

(1) ANNUAL REPORTS ON PARTICULAR EXER-
CISES OF AUTHORITY.—

(A) RELEVANT AUTHORITIES.—The Secretary
of Health and Human Services (referred to in
this subsection as the ‘‘Secretary’) shall
submit reports in accordance with subpara-
graph (B) regarding the exercise of authority
under the following provisions of law:

(i) With respect to section 319F-1 of the
Public Health Service Act (as added by sec-
tion 2 of this Act):

(1) Subsection (b)(1) (relating to increased
simplified acquisition threshold).

(I1) Subsection (b)(2) (relating to proce-
dures other than full and open competition).

(111) Subsection (c) (relating to expedited
peer review procedures).

(ii) With respect to section 319F-2 of the
Public Health Service Act (as added by sec-
tion 3 of this Act):

(1) Subsection (c)(7)(C)(iii) (relating to sim-
plified acquisition procedures).

(1) Subsection (c)(7)(C)(iv) (relating to pro-
cedures other than full and open competi-
tion).

(111) Subsection (c)(7)(C)(v) (relating to pre-
mium provision in multiple-award con-
tracts).

(iii) With respect to section 564 of the Fed-
eral Food, Drug, and Cosmetic Act (as added
by section 4 of this Act):

(1) Subsection (a)(1) (relating to emergency
uses of certain drugs and devices).

(I1) Subsection (b)(1) (relating to a declara-
tion of an emergency).

(111) Subsection (e) (relating to conditions
on authorization).

(B) CONTENTS OF REPORTS.—The Secretary
shall annually submit to the designated con-
gressional committees a report that summa-
rizes—

(i) the particular actions that were taken
under the authorities specified in subpara-
graph (A), including, as applicable, the iden-
tification of the threat agent, emergency, or
the biomedical countermeasure with respect
to which the authority was used;

(ii) the reasons underlying the decision to
use such authorities, including, as applica-
ble, the options that were considered and re-
jected with respect to the use of such au-
thorities;

(iii) the identification of each person or en-
tity that received, or was considered and re-
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jected for, grants, cooperative agreements,
or contracts pursuant to the use of such au-
thorities; and

(iv) whether, with respect to each procure-
ment that is approved by the President
under section 319F-2(c)(6) of the Public
Health Service Act (as added by section 3 of
this Act), a contract was entered into within
one year after such approval by the Presi-
dent.

(2) ANNUAL SUMMARIES REGARDING CERTAIN
ACTIVITY.—The Secretary shall annually sub-
mit to the designated congressional commit-
tees a report that summarizes the activity
undertaken pursuant to the following au-
thorities under section 319F-1 of the Public
Health Service Act (as added by section 2 of
this Act):

(A) Subsection (b)(3) (relating to increased
micropurchase threshold).

(B) Subsection (d) (relating to authority
for personal services contracts).

(C) Subsection (e) (relating to streamlined
personnel authority).

With respect to subparagraph (B), the report
shall include a provision specifying, for the
one-year period for which the report is sub-
mitted, the number of persons who were paid
amounts greater than $100,000 and the num-
ber of persons who were paid amounts be-
tween $50,000 and $100,000.

(b) NATIONAL ACADEMY OF SCIENCES RE-
VIEW.—

(1) IN GENERAL.—Not later than four years
after the date of the enactment of this Act,
the Secretary of Health and Human Services
shall request the National Academy of
Sciences to enter into an agreement for a re-
view of the biomedical countermeasure re-
search and development authorities estab-
lished in this Act to determine whether and
to what extent activities undertaken pursu-
ant to such authorities have enhanced the
development of biomedical countermeasures
affecting national security, and to rec-
ommend any legislative or administrative
changes necessary to improve the ability of
the Secretary to carry out these activities in
the future. The Secretary shall ensure that
the results of the study are submitted to the
designated congressional committees not
later than five years after such date of en-
actment.

(2) CERTAIN CONTENTS.—The report under
paragraph (1) shall include—

(A) a summary of the most recent analysis
by the Department of Homeland Security
and the intelligence community of the do-
mestic threat from chemical, biological, ra-
diological, and nuclear agents;

(B) the Academy’s assessment of the cur-
rent availability of countermeasures to ad-
dress such threats;

(C) the Academy’s assessment of the extent
to which programs and activities under this
Act will reduce any gap between the threat
and the availability of countermeasures to
an acceptable level of risk; and

(D)(i) the Academy’s assessment of threats
to national security that are posed by tech-
nology that will enable, during the 10-year
period beginning on the date of the enact-
ment of this Act, the development of anti-
biotic resistant, mutated, or bioengineered
strains of biological agents; and

(ii) recommendations on short-term and
long-term governmental strategies for ad-
dressing such threats, including rec-
ommendations for Federal policies regarding
research priorities, the development of coun-
termeasures, and investments in technology.

(c) GENERAL ACCOUNTING OFFICE REVIEW.—
Four years after the date of the enactment
of this Act, the Comptroller General of the
United States shall initiate a study—

(1)(A) to review the Secretary of Health
and Human Services’ utilization of the au-
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thorities granted under this Act with respect
to simplified acquisition procedures, proce-
dures other than full and open competition,
increased micropurchase thresholds, per-
sonal services contracts, streamlined per-
sonnel authority, and the purchase of secu-
rity countermeasures under the special re-
serve fund; and

(B) to recommend any legislative or ad-
ministrative changes necessary to improve
the utilization or effectiveness of such au-
thorities in the future;

(2)(A) to review the internal controls insti-
tuted by such Secretary with respect to such
authorities, where required by this Act; and

(B) to recommend any legislative or ad-
ministrative changes necessary to improve
the effectiveness of such controls; and

(3)(A) to review such Secretary’s utiliza-
tion of the authority granted under this Act
to authorize an emergency use of a bio-
medical countermeasure, including the
means by which the Secretary determines
whether and under what conditions any such
authorizations should be granted and the
benefits and adverse impacts, if any, result-
ing from the use of such authority; and

(B) to recommend any legislative or ad-

ministrative changes necessary to improve
the utilization or effectiveness of such au-
thority and to enhance protection of the
public health.
The results of the study shall be submitted
to the designated congressional committees
not later than five years after the date of the
enactment of this Act.

(d) REPORT REGARDING BARRIERS TO PRO-
CUREMENT OF SECURITY COUNTERMEASURES.—

(1) BIOCONTAINMENT FACILITIES.—Not later
than 120 days after the date of the enactment
of this Act, the Secretary of Homeland Secu-
rity and the Secretary of Health and Human
Services shall jointly report to the des-
ignated congressional committees whether
there is a lack of adequate large-scale bio-
containment facilities necessary for the test-
ing of security countermeasures in accord-
ance with Food and Drug Administration re-
quirements.

(2) ADDITIONAL BARRIERS.—Not later than
one year after the date of enactment of this
Act, such Secretaries shall jointly report to
the designated congressional committees
any other potential barriers to the procure-
ment of security countermeasures that have
not been addressed by this Act.

(e) STATUS OF PROGRAM FOR CHEMICAL TER-
RORISM PREPAREDNESS.—Not later than 270
days after the date of the enactment of this
Act, the Secretary of Homeland Security
shall submit to the designated congressional
committees a report describing the status of
the program carried out by the Secretary to
enhance the preparedness of the United
States to respond to terrorist attacks involv-
ing chemical agents.

(f) DESIGNATED CONGRESSIONAL COMMIT-
TEES.—For purposes of this section, the term
““‘designated  congressional committees”
means the following committees of the Con-
gress:

(1) In the House of Representatives: the
Committee on Energy and Commerce, the
Committee on Appropriations, the Com-
mittee on Government Reform, and the Se-
lect Committee on Homeland Security (or
any successor to the Select Committee).

(2) In the Senate: the Committee on
Health, Education, Labor, and Pensions, the
Committee on Appropriations, and the Com-
mittee on Government Affairs.

SEC. 6. OUTREACH.

The Secretary of Health and Human Serv-
ices shall develop outreach measures to en-
sure to the extent practicable that diverse
institutions, including Historically Black
Colleges and Universities and those serving
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large proportions of Hispanics, Native Amer-
icans, Asian-Pacific Americans, or other
underrepresented populations, are meaning-
fully aware of available research and devel-
opment grants, contracts, cooperative agree-
ments, and procurements conducted under
sections 2 and 3 of this Act.

SEC. 7. RECOMMENDATION FOR EXPORT CON-
TROLS ON CERTAIN BIOMEDICAL
COUNTERMEASURES.

Upon the award of any grant, contract, or
cooperative agreement under section 2 or 3 of
this Act for the research, development, or
procurement of a qualified countermeasure
or a security countermeasure (as those terms
are defined in this Act), the Secretary of
Health and Human Services shall, in con-
sultation with the heads of other appropriate
Federal agencies, determine whether the
countermeasure involved in such grant, con-
tract, or cooperative agreement is subject to
existing export-related controls and, if not,
may make a recommendation to the appro-
priate Federal agency or agencies that such
countermeasure should be included on the
list of controlled items subject to such con-
trols.

SEC. 8. ENSURING COORDINATION, COOPERA-
TION AND THE ELIMINATION OF UN-
NECESSARY DUPLICATION IN PRO-
GRAMS DESIGNED TO PROTECT THE
HOMELAND FROM BIOLOGICAL,
CHEMICAL, RADIOLOGICAL, AND NU-
CLEAR AGENTS.

(&) ENSURING COORDINATION OF PRO-
GRAMS.—The Secretary of Health and Human
Services, the Secretary of Homeland Secu-
rity, and the Secretary of Defense shall en-
sure that the activities of their respective
Departments coordinate, complement, and
do not unnecessarily duplicate programs to
identify potential domestic threats from bio-
logical, chemical, radiological or nuclear
agents, detect domestic incidents involving
such agents, analyze such incidents, and de-
velop necessary countermeasures. The afore-
mentioned Secretaries shall further ensure
that information and technology possessed
by the Departments relevant to these activi-
ties are shared with the other Departments.

(b) DESIGNATION OF AGENCY COORDINATION
OFFICER.—The Secretary of Health and
Human Services, the Secretary of Homeland
Security, and the Secretary of Defense shall
each designate an officer or employee of
their respective Departments who shall co-
ordinate, through regular meetings and com-
munications, with the other aforementioned
Departments such programs and activities
carried out by their Departments.

The SPEAKER pro tempore. The gen-
tleman from Louisiana (Mr. TAUZIN)
and the gentleman from Ohio (Mr.
BROWN) each will control 30 minutes.
The gentleman from Virginia (Mr. Tom
DAvis) and the gentleman from Cali-
fornia (Mr. WAXMAN) each will control
7% minutes. The gentleman from Cali-
fornia (Mr. Cox) and the gentleman
from Texas (Mr. TURNER) each will con-
trol 7%z minutes.

The Chair recognize the gentleman
from Louisiana (Mr. TAUZIN).

GENERAL LEAVE

Mr. TAUZIN. Mr. Speaker, | ask
unanimous consent that all Members
may have 5 legislative days within
which to revise and extend their re-
marks and include extraneous material
on H.R. 2122.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Louisiana?

There was no objection.

Mr. TAUZIN. Mr. Speaker,
myself 4 minutes.

I yield
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Today, Mr. Speaker, the House will
address one of President Bush’s top ini-
tiatives in the war against terror,
Project Bioshield.

Mr. Speaker, it is absolutely critical
that America’s public health emer-
gency system be prepared to respond to
new and emerging threats, and we are
here today to take care of that job.
This bipartisan legislation is about the
safety and security of American fami-
lies and of our country. America is
stepping up to the profound threat of
terrorism and other public health
emergencies, and | am proud to report
that H.R. 2122 combines smart policy
and provides additional resources to
prepare the Nation for bioterrorism
threats and for other public health
emergencies.

The chairman and ranking member
of both the committees of jurisdiction
and the Select Committee of Homeland
Security have arrived at this consensus
product that is before us today. | would
like to thank the gentleman from
Michigan (Mr. DINGELL), the gentleman
from Virginia (Mr. Tom DAvis), the
gentleman from California (Mr. WAX-
MAN), the gentleman from California
(Mr. Cox), the gentleman from Texas
(Mr. TURNER) for their cooperation and
hard work on this bill. This bipartisan
spirit is similar to last year’s effort on
the Public Health Security and Bioter-
rorism Preparedness and Response Act
that Senator KENNEDY and | had the
privilege to move through the Congress
last year.

Project Bioshield will spur the re-
search and development of new vac-
cines, drugs, and other counter-
measures to deal with these biological,
chemical, nuclear or radiological
agents that pose a material threat to
our Nation’s security. The list in-
cludes, among other dangerous agents,
such things as anthrax, botulinum
toxin, the plague, ebola, and other
similar viruses, many of which lack
any effective treatment or antidote
today.

The bill before us accomplishes this
goal by doing two important things.
First, it provides the needed flexibility
in a range of areas from government
contracting rules to peer review to per-
sonnel matters in order to speed up
government-sponsored research and de-
velopment into these deadly agents.
Second, it creates a special reserve
fund of money for the government to
purchase these countermeasures that
may ultimately be developed in re-
sponse to the President’s call. Without
this clear commitment of funding in
future years, private sector companies
that are capable of such development
simply will not undertake the heavy
investment and risk associated with
developing products to deal with
agents that do not affect significant
populations today and hopefully never
will.

At our urging, the House has already
provided an advanced appropriations of
$5.6 billion over the next 10 years for
this purpose, and this is all consistent
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with our authorization in the House
budget resolution.

The bill also provides new authority
to the Secretary of Health and Human
Services to authorize in times of emer-
gency the use of unapproved products
whose benefits in treating or pre-
venting infection outweigh the risk.
Under current law, the only way an in-
dividual can receive an unapproved
product is pursuant to a clinical inves-
tigation. But in time of national emer-
gency, when this Nation is under at-
tack, it may be necessary to give such
investigational drugs on a large scale
basis to millions of Americans. H.R.
2122 provides that if there is such an
emergency, and if no adequate alter-
native therapy is available, the Sec-
retary can authorize the use of a drug,
device, or vaccine in such a flexible
manner.

While we have made improvements
to the administration’s initial proposal
in certain areas, our bill stays close to
that original proposal, granting all the
additional flexibilities and authorities
requested by the President and even
expanding them in some cases to fur-
ther encourage companies to heed our
call for innovation.

Once again, | want to applaud the
leadership of President Bush and the
truly bipartisan work of this body
across multiple committees of jurisdic-
tion to protect our country and to pro-
mote public health security from the
many new dangers that we face today.

Mr. Speaker, | reserve the balance of
my time.

Mr. BROWN of Ohio. Mr. Speaker, |
yield myself 3%2 minutes.

Mr. Speaker, this legislation is the
product of a good-faith bipartisan proc-
ess. | want to thank the gentleman
from Louisiana (Mr. TAuzIN), the gen-
tleman from Florida (Mr. BILIRAKIS), as
well as the ranking member, the gen-
tleman from Michigan (Mr. DINGELL),
for their work on this bill.

The United States and the global
community of which we are part can
only benefit from the development of
bioterrorism countermeasures. Because
the very existence of countermeasures
renders bioterrorism less lethal and,
therefore, less attractive to would-be
terrorists, new countermeasures, there-
fore, serve a dual purpose. They are
both an antidote and a deterrent to fu-
ture attacks.

For the sake of national and inter-
national security, it makes sense to in-
vest in both basic and advanced re-
search aimed at producing new bioter-
rorism countermeasures. When an op-
portunity to produce one of these coun-
termeasures presents itself, it makes
sense to capitalize quickly on that op-
portunity. That is the logic behind this
legislation.

The bill establishes an expedited
process for Federal support of counter-
measure research and a procurement
process to encourage private sector in-
vestment in this research. At the same
time, Mr. Speaker, the legislation is
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not a blank check. Congress has a re-
sponsibility to weigh competing fund-
ing priorities and set funding levels ap-
propriately.

In that context, it is appropriate to
reiterate a concern that | raised last
week while we debated the Labor,
Health and Human Services appropria-
tions bill. Bioterrorism funding is es-
sential and important. The legislation
before us is essential and important,
but our investment in bioterrorism
should not and must not come at the
expense of research focusing on cancer
and other health threats.

Let me repeat that. Our investment
in bioterrorism should not and must
not come at the expense of research fo-
cusing on cancer and other health
threats. The appropriations bill we
passed last week here funds the Na-
tional Institutes of Health at a level
barely sufficient to support existing re-
search projects, much less new re-
search. That is a direct outgrowth from
the tax cut that this Congress passed
recently and the tax cuts for the
wealthiest, most privileged citizens
this Congress passed 2 years ago. It
means we have not had enough money
to appropriate for basic research, for
medical research for the National In-
stitutes of Health. It means it may be
difficult for us in the future to deal
with bioterrorism funding as fully as
we should.

This Congress has made choices by
giving tax cuts to the wealthiest, most
privileged citizens, and as a result has
made far too many cuts in health care;
and health care is clearly inadequately
funded, as our committee has discussed
over and over again.

Mr. Speaker, finding ways to prevent
and to treat and to cure disease is an
enduring national priority. Interest in
it does not wax, does not wane. Our in-
vestment in it should not either. We
need to make these decisions in a way
that serves the public and serves the
interest of more medical research. We
have a responsibility to balance prior-
ities to provide adequate resources to
prepare the country for a possible bio-
terrorist attack while maintaining
strong support for other medical re-
search priorities.

Mr. Speaker, | hope we can work on
a bipartisan basis to restore the mo-
mentum that we once had behind
groundbreaking medical research while
continuing to move forward in the area
of bioterrorism preparedness. This leg-
islation before us today promotes the
latter goal, and | urge my colleagues to
support it. | thank the gentleman from
Louisiana (Mr. TAUZzIN), the gentleman
from Florida (Mr. BILIRAKIS), the gen-
tleman from Michigan (Mr. DINGELL),
the gentleman from Massachusetts
(Mr. MARKEY), and others who worked
on this legislation.

Mr. Speaker, | yield 5 minutes to the
gentleman from Massachusetts (Mr.
MARKEY), my good friend.

Mr. MARKEY. Mr. Speaker, | thank
the gentleman from Ohio (Mr. BROWN)
for yielding me time.
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I rise for the purpose of entering into
a colloquy with the gentleman from
Louisiana (Mr. TAUZIN).

I want to commend the chairman and
his staff along with the gentleman
from California (Mr. Cox); the ranking
member, the gentleman from Michigan
(Mr. DINGELL); and the gentleman from
Ohio (Mr. BROWN); and the ranking
member, the gentleman from Texas
(Mr. TurRNER) for all of their hard work
and for working with me and my staff
in a bipartisan fashion that ultimately
led to a resolution of all of the con-
cerns which | raised with the legisla-
tion.

I do have, however, two outstanding
issues that | wish to clarify at this
time. Mr. Speaker, | have concerns
that relate to the emergency use sec-
tion of Project Bioshield. Specifically,
I want to be sure that once a declara-
tion of an emergency is terminated or
revoked, that current law applies and
it will then be impermissible for any-
one to move such drugs, devices or bio-
logics in interstate commerce without
going through the proper approval
process. Is this the case under the leg-
islation?

Mr. TAUZIN. Mr. Speaker, will the
gentleman yield?

Mr. MARKEY. | yield to the gen-
tleman from Louisiana.

Mr. TAUZIN. The gentleman is cor-
rect. Like you, | too want to ensure
that unapproved products are available
in times of emergency. And while we
allow the FDA to make products avail-
able during such time of emergency,
absent such emergency, current law ap-
plies. We do allow for the shipments of
such  therapies in limited cir-
cumstances, namely, where a physician
authorizes the continued treatment of
an individual who initially received the
drug during an emergency. However,
this is the only exception. Absent that,

present law applies to these unap-
proved products.

Mr. MARKEY. | thank the gen-
tleman.

Secondly, | very much appreciate the
gentleman’s work on crafting language
to ensure that the countermeasures de-
veloped under this legislation are,
where necessary, subject to the same
export control laws and regulations as
other chemical and biological agents
and their associated countermeasures.
One of the new responsibilities the Sec-
retary of HHS is directed to assume is
to review new countermeasures both in
the R&D phase as well as in the pro-
curement phase of the Bioshield Pro-
gram. The Secretary is encouraged to
consult with other Federal agencies
who play a role in setting export con-
trol policy and to recommend whether
the new countermeasure or counter-
measure R&D should be added to the
various lists of controlled technologies
that cannot be transferred to other
countries without prior permission.

Is it your understanding that the
Secretary should do this as expedi-
tiously as possible, and that each bene-
ficiary of Bioshield funds be directed as
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part of the contract or grant to abide
by all applicable U.S. export laws gov-
erning the transfer of technology and
R&D?

Mr. TAUZIN. The gentleman is abso-
lutely correct. The Secretary should
perform these reviews as expeditiously
as possible once the R&D or procure-
ment has started so as to prevent any
exports of countermeasures or counter-
measure R&D that could harm our U.S.
national security.

Mr. MARKEY. | just want to thank
the chairman. He has worked very hard
and long on this legislation. I want to
thank the gentleman’s staff and
Kendra Bodner from my staff for work-
ing out this language.

Mr. TAUZIN. Let me thank the gen-
tleman from Massachusetts (Mr. MAR-
KEY). He raised a great number of con-
cerns as we went true this process. |
want to thank the gentleman for the
way in which he worked with Members
on both sides of the aisle so we cannot
only take care of those concerns but
produce a great product for the secu-
rity of our country, and he has added
immeasurably to that effort.

Mr. MARKEY. Good job, Mr. Chair-
man, and good job to everyone who has
worked on this bill on both sides of the
aisle.

Mr. TAUZIN. Mr. Speaker, | yield 3
minutes to the gentleman from Ohio
(Mr. LATOURETTE).

Mr. LATOURETTE. Mr. Speaker, |
thank the chairman for yielding to me
for the purpose of a colloquy in order
to clarify the intent of two provisions.

This legislation authorizes the direc-
tor of the National Institute of Aller-
gies and Infectious Diseases to issue
grants to non-Federal entities for the
construction and operation of special-
ized research facilities. A second provi-
sion of the bill authorizes the Sec-
retary of HHS to take control of these
facilities in the event or threat of bio-
terror emergency.

As you know, the Public Buildings
Act of 1959, which is under the exclu-
sive jurisdiction of the Committee on
Transportation and Infrastructure,
governs the construction, acquisitions,
repair and alteration of public build-
ings, including many laboratories and
research facilities.

Mr. Chairman, am | correct that
nothing in this legislation exempts the
Secretary of HHS or the director of the
institute from the requirements of the
Public Buildings Act?

Mr. TAUZIN. Mr. Speaker, will the
gentleman yield?

Mr. LATOURETTE. | vyield to the
gentleman from Louisiana.

Mr. TAUZIN. The gentleman is abso-
lutely correct. These provisions do not
preempt the Public Buildings Act to
the extent that it would otherwise
apply to such activities.
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Mr. LATOURETTE. Mr. Speaker, it is
also my understanding that the facili-
ties authority granted to the Secretary
of HHS and the Director of the Insti-
tute of Diseases is intended only for
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special use facilities, which do not
meet the definition of a public building
under the Public Buildings Act. Is that
also correct?

Mr. TAUZIN. Mr. Speaker, if the gen-
tleman will continue to yield, that is
also correct. The Project Bioshield Act
authorizes the construction of highly
specialized laboratories, all of which 1
would expect to be biosafety level 3 or
4 laboratories unsuitable for general
purpose use. Project Bioshield does not
authorize the construction of ‘“‘public

buildings” as defined by the Public
Buildings Act of 1959.
Mr. LATOURETTE. Mr. Speaker,

lastly, it is my understanding that the
march in authority granted the Sec-
retary of HHS is intended to give the
Secretary control of these facilities for
a limited period of time only. Is that
also correct?

Mr. TAUZIN. If the gentleman would
continue to yield, that is also correct.
The authority allows the Secretary to
take control of these facilities only
during, and as necessary to respond to,
public health emergencies affecting na-
tional security. Under the Bioterrorism
Response Act passed last year, a public
health emergency can be declared by
the Secretary for up to 90 days at a
time; and although the Secretary may
extend the designation for multiple 90-
day periods, it is not the intention of
this legislation to allow the Secretary
to control a facility for the useful life
of that facility.

Mr. LATOURETTE. Mr. Speaker, |
thank the chairman for the clarifica-
tion.

Mr. BROWN of Ohio. Mr. Speaker, |
reserve the balance of my time.

Mr. TAUZIN. Mr. Speaker, | yield
myself such time as | may consume.

(Mr. TAUZIN asked and was given
permission to revise and extend his re-
marks, and include extraneous mate-
rial.)

Mr. TAUZIN. Mr. Speaker, | think we
have a couple of other Members who
need to do colloquies.

While we are waiting, | wanted to
take this time, Mr. Speaker, to refer to
a letter received today from the Sec-
retary of Health and Human Services,
Secretary Tommy Thompson, dated
July 16, 2003; and | want to place the
letter in the RECORD at this point.

THE SECRETARY OF HEALTH
AND HUMAN SERVICES,
Washington, DC, July 16, 2003.
Hon. BiLLY TAUZIN,
Chairman, Committee on Energy and Commerce,
House of Representatives, Washington, DC.

DEAR CHAIRMAN TAuzIN: Thank you for
your leadership on H.R. 2122, the Project Bio-
Shield Act of 2003. This legislation is a crit-
ical step toward strengthening our ability to
protect Americans against chemical, biologi-
cal, radiological and nuclear threats.

H.R. 2122 would: (1) speed the Government’s
ability to turn promising scientific discov-
eries into necessary countermeasures by one-
third or more; (2) authorize funding to pur-
chase critical new countermeasures targeted
against the most worrisome threats; and (3)
allow the Food and Drug Administration to
make promising treatments quickly avail-
able to Americans in emergency situations.
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I would like to address two issues that
have arisen as the House takes up this vital
priority. First, | share Representative
Wamp’s interest in building domestic capac-
ity to produce countermeasures. In imple-
menting Project BioShield, | will do every-
thing in my power to purchase from domes-
tic sources. To have a secure supply, we
must build capacity within the United
States and my department is committed to
achieving that objective. The essential pur-
pose of Project BioShield is to ensure we
have necessary and timely countermeasures.
We cannot achieve this goal by relying on
foreign sources. Building a robust domestic
capacity to produce countermeasures is,
therefore, at the very heart of Project Bio-
Shield.

Second, | agree with Representative Jack-
son-Lee that the Strategic National Stock-
pile must serve all areas of the Nation, in-
cluding rural areas. The Centers for Disease
Control and Prevention has positioned stock-
pile assets to deliver needed medical supplies
anywhere in the country within 12 hours. |
have a personal understanding of the chal-
lenges that rural areas face and share Rep-
resentative Jackson-Lee’s interest in rural
America. My department is pro-actively
working with state and local health depart-
ments to ensure the effective and timely de-
livery of stockpile assets to both rural and
urban parts our Nation.

If 1 can provide you or the members of the
Committee with any further information or
if 1 can otherwise be of assistance, please do
not hesitate to contact me.

Sincerely,
ToMMY G. THOMPSON.

Mr. Speaker, | wanted to refer to it
because the Secretary refers to several
concerns raised by other Members of
the House, of which | also share with
him, and | think we will have a col-
loguy on one of those.

The first is a concern by the gen-
tleman from Tennessee (Mr. WAMP)
whose interest is in building domestic
capacity to produce countermeasures;
and, indeed, the Secretary indicates in
his letter that it is indeed his desire to
make sure those countermeasures are
developed within this country. We can-
not achieve the goal of securing our
country if indeed we rely upon foreign
sources for these measures; and, there-
fore, the building of robust domestic
capacity to produce these counter-
measures is at the very heart of the
Bioshield Project.

I wanted to assure my friend, the
gentleman from Tennessee (Mr. WAMP),
that | share the Secretary’s comments
and his intentions in that regard.

Secondly, the gentlewoman from
Texas (Ms. JACKSON-LEE) was con-
cerned that strategic national stock-
pile must be developed in such a way as
to serve rural areas of the country, not
simply the urban areas of our country,
because rural areas can be affected by
these bioterrorism threats just as eas-
ily, obviously, as urban areas. The Sec-
retary indicates that the Centers for
Disease Control and Prevention has po-
sitioned stockpile assets anywhere in
the country, delivery within 12 hours,
in effect making sure that rural areas
are not left out of the protection of
this bill and the other bioterrorism
bills that have passed the House and
are part of the Centers for Disease Con-
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trol stockpiles and distribution sys-
tem.

So that those two concerns by our
colleagues are addressed in this letter,
and | wanted to share with those col-
leagues my agreement with the Sec-
retary on both of those points.

Mr. Speaker, | reserve the balance of
my time.

Mr. BROWN of Ohio. Mr. Speaker, |
yield myself as much time as | may
consume.

Mr. Speaker, | share the comments
both of the chairman of the committee
and Secretary Thompson in his letter
that the chairman just mentioned.

| applaud the gentleman from Ten-
nessee’s (Mr. WAMP) interest in build-
ing domestic capacity; and in terms of
purchasing from domestic sources, |
think that is an important thing that
this Congress too often forgets. When
we look at our trade policy, often that
tends to favor investors and tends
often to hurt workers, both in this
country and internationally, whether
it is the Singapore-Chile agreement
coming up or whether it is the fast
track authority that this Congress |
think wrongly gave the President fair-
ly recently.

| also support the efforts of the gen-
tlewoman from Texas (Ms. JACKSON-
LEE) from Houston in terms of serving
all the Nation, including rural areas. |
think that our ability to deliver all
kinds of health care, all kinds of public
health care, especially in rural areas
and urban areas alike, is especially im-
portant.

And | want to reiterate from my
opening comments, Mr. Speaker, that
while Bioshield is so very, very, very
important and it gives us great oppor-
tunity to further develop our public
health system, it is important that we
keep in mind our long-standing, day-
to-day public health system.

Bioshield can serve some synergism
with the public health system as long
as we keep focussed on the Centers for
Disease Control, as long as we keep fo-
cused on local public health depart-
ments, because that has served the
public very well, this public health sys-
tem. It is too often starved, too often
woefully, inadequately funded. | would
hope that the synergism we can create
with Bioshield and with public health
will serve this country well, both in
terms of deterring as an antidote and
as a deterrence for bioterrorism at-
tacks and in terms of the day-to-day
issue of public health, whether it is
lead-based paints, whether it is elimi-
nating the discrepancy between rich
and poor and the health care they get,
whether it is providing safe drinking
water and clean air and all the things
that public health provide to us.

Mr. Speaker, | reserve the balance of
my time.

Mr. TAUZIN. Mr. Speaker, | yield
myself such time again as | may con-
sume.

(Mr. TAUZIN asked and was given
permission to revise and extend his re-
marks, and include extraneous mate-
rial.)
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Mr. TAUZIN. Mr. Speaker, | insert at
this point into the RECORD of these pro-
ceedings a statement of administration
policy in strong support of this bill.

EXECUTIVE OFFICE OF THE PRESI-
DENT, OFFICE OF MANAGEMENT
AND BUDGET,

Washington, DC, July 16, 2003.

STATEMENT OF ADMINISTRATION PoLICY

The Administration supports House pas-
sage of H.R. 2122, Project BioShield Act of
2003. This bill would implement a Presi-
dential initiative to help spur the develop-
ment and availability of next generation
countermeasures against biological, chem-
ical, nuclear, and radiological weapons. Spe-
cifically, H.R. 2122 would: (1) speed the Gov-
ernment’s ability to turn promising sci-
entific discoveries into necessary counter-
measures by one-third or more; (2) authorize
funding to purchase critical new counter-
measures targeted against the most worri-
some threats; and (3) allow the Food and
Drug Administration to make promising
treatments quickly available to Americans
in emergency situations. Project BioShield
is critical for strengthening our ability to
protect Americans against biological, chem-
ical, radiological, and nuclear terrorist
threats.

The Administration notes that provisions
on submission of legislative proposals, and of
reports on options considered and rejected,
should reflect Constitutional principles re-
garding Executive-originated legislative pro-
posals and protecting Executive delibera-
tions.

Mr. Speaker, | again center Congress’
attention on the concerns that our col-
league from Tennessee (Mr. WAMP)
raises regarding the lack of domestic
capacity to develop and produce new
vaccines and countermeasures, indeed
the concern he has that we might end
up relying upon foreign sources for
these critical supplies.

Let me first say that | share that
concern about our lack of a robust do-
mestic vaccine industry. | know that
the Secretary of Health and Human
Services shares that concern.

| also know that one of the primary
purposes behind Project Bioshield is to
help the Nation address this important
problem by giving incentives to all
companies, but especially our domestic
pharmaceutical companies, to invest in
this capacity, in this vaccine antidote
producing capacity so that we have do-
mestic supplies and domestic counter-
measures available without relying
upon foreign sources to protect this
country in case of a domestic attack.

I just read from the Secretary’s let-
ter his commitment to do exactly that,
to use this Act to make sure that we
incentivize the capacity of our country
to produce those vaccines and those
countermeasures, those antidotes,
whatever may be required, in case of
the unbelievable attack upon our coun-
try with some of these awful agents,
and | am confident the Secretary will
implement the Act with that goal in
mind.

We obviously on the Committee on
Energy and Commerce will aggres-
sively oversight the implementation of
this Act so that we are satisfied that
we are, in fact, encouraging domestic
corporations to compete for these con-
tracts.
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Mr. Speaker, | reserve the balance of
my time.

Mr. BROWN of Ohio. Mr. Speaker, |
have no other speakers, and | am will-
ing to yield back if the gentleman from
Louisiana (Mr. TAUZIN) is.

Mr. TAUZIN. Mr. Speaker, | am
pleased to yield 2 minutes to the gen-
tleman from Georgia (Mr. NORWOOD), a
distinguished member of our com-
mittee.

Mr. NORWOOD. Mr. Speaker, | rise
out of breath simply to urge my col-
leagues to vote for this. This is an
enormous undertaking. The Secretary
has done a great job for us. | think all
Americans | know are as concerned
about bioterrorism as any part of ter-
rorism out there.

I thank the chairman for bringing
this bill, and hopefully everybody here
will help him and help the Secretary
move this thing forward.

Mr. BROWN of Ohio. Mr. Speaker, |
yield 3 minutes to the gentleman from
California (Mr. WAXMAN).

Mr. WAXMAN. Mr. Speaker, | thank
the gentleman for yielding time to me.

I have had the opportunity to review
this legislation from the prospect of
two committees, as a member of the
Committee on Energy and Commerce,
which looks at the health impact of the
threat of bioterrorism, as well as the
Committee on Government Reform;
and given the serious threat of bioter-
rorism, the development of effective
countermeasures is vital to our na-
tional security.

Project Bioshield represents the ad-
ministration’s proposal to encourage
the development of these products, and
I fully support the intent of this legis-
lation. | also agree with its premise
that when the market cannot foster
the development of critical products by
itself, the government must rise to the
challenge.

This bill is the product of collabora-
tion between the majority and minor-
ity of three separate committees. Al-
though the final bill may not be per-
fect, | believe the end product is one
that all Members should support.

The bill before us today includes sev-
eral significant improvements from
earlier proposals. For example, it in-
cludes important protections against
waste and abuse that are standard for
government contracts, such as pre-
serving the government’s rights to re-
view contractors’ books and records.

The bill also permits the use of cer-
tain streamlined procurement proce-
dures but only if the Secretary deter-
mines that there is a pressing need to
do so. In emergency situations, we
should not impede the development of
necessary products. However, any ex-
ception from the standard procurement
procedures should be made only when
necessary and should be subject to re-
view. This proposal preserves that
standard.

The provisions of Bioshield author-
izing the emergency distribution of un-
approved drugs and devices, whose
risks and benefits are not fully tested,
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impose an unprecedented responsibility
on the government. The FDA must be
vigilant in protecting the public
against unnecessary risks from these
products.

In part because of these concerns, the
bill has been modified to require that
health care providers and patients be
informed that the products have not
been approved and of their risks. The
bill also has been modified to require
that manufacturers monitor and report
adverse reactions to the products and
keep other appropriate records about
the use of the products.

These conditions are essential for the
safe use of unapproved products, and
they should be imposed in all cases, ex-
cept in truly extraordinary cir-
cumstances.

In addition, the Secretary is author-
ized to limit the distribution of the
products, to limit who may administer
the products, to waive good manufac-
turing practice requirements only
when absolutely necessary, and to re-
quire recordkeeping by others in the
chain of distribution.

We expect the Secretary to consider
the need for these additional condi-
tions in each case and to impose them
to the full extent necessary to protect
the public from the risks of these prod-
ucts.

The bill before us today is an im-
provement over the original proposal,
and it deserves our support.

Mr. TAUZIN. Mr. Speaker, | am
pleased to yield 2 minutes to the gen-
tleman from Florida (Mr. BILIRAKIS),
the distinguished chairman of the Sub-
committee on Health of the Committee
on Energy and Commerce, who cele-
brates his birthday today.

Mr. BILIRAKIS. Mr. Speaker, | ap-
preciate the gentleman, my good
friend, the chairman for recognizing
me, and | speak in support of the
Project Bioshield Act of 2003.

Mr. Speaker, in 2001, we really
learned about the real threat of ter-
rorism and the importance of being
adequately prepared for an attack. The
possibility that our enemies might at-
tack us with biological, chemical or ra-
diological weapons still remains, unfor-
tunately, a significant threat.

During the last Congress, the Com-
mittee on Energy and Commerce
worked together in a bipartisan fashion
to produce the Public Health Security
and Bioterrorism Response Act which
became law in June of 2002. | was proud
to have been a small part of this impor-
tant effort. However, while our legisla-
tion has helped get critical resources
out to the States and moved us closer
to the reality of a more comprehensive
strategic national stockpile, more still
needs to be done.

I am pleased to have worked with my
colleagues and the Bush administra-
tion to develop legislation that would
help make the vision of Project Bio-
shield a reality. As we have heard, this
initiative is designed to speed the de-
velopment and availability of medical
countermeasures that will help us re-
spond to any future terrorist attacks.



July 16, 2003

The bill will also provide the Federal
Government with tools to help encour-
age our research-driven pharma-
ceutical, biotechnology and medical
technology to develop new counter-
measures where none exists today.

It remains our responsibility to do
what we can to ensure that the United
States is ready for whatever biological,
chemical or radiological threat we
might face.
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It is for that reason that | join the
others in urging my colleagues to join
us in supporting the Project BioShield
Act of 2003.

Mr. WAXMAN. Mr. Speaker, | control
the time on behalf of the Democrats on
the Committee on Government Reform,
and | ask unanimous consent to yield
the time that we have to the gen-
tleman from Ohio (Mr. BROWN) to con-
trol that time.

The SPEAKER pro tempore (Mr.
GILCHREST). Is there objection to the
request of the gentleman from Cali-
fornia?

There was no objection.

The SPEAKER pro tempore. The gen-
tleman from Ohio (Mr. BROwN) will be
recognized for an additional 7% min-
utes.

Mr. BROWN of Ohio. Mr. Speaker,
could you tell us how much time |
have, the Committee on Energy and
Commerce and the Committee on Gov-
ernment Reform, and how much time
the gentleman from Louisiana (Mr.
TAUZIN) has?

The SPEAKER pro tempore. The gen-
tleman from Ohio (Mr. BROWN) has 24Y>
minutes remaining, and the gentleman
from Louisiana (Mr. TAUzIN) has 16%
minutes remaining.

Mr. TAUZIN. Mr. Speaker, | yield 3
minutes to the gentleman from Con-
necticut (Mr. SHAYS).

Mr. SHAYS. Mr. Speaker, | rise to
engage the chairman of the Committee
on Energy and Commerce, the gen-
tleman from Louisiana (Mr. TAUZIN), in
a colloquy.

Mr. Speaker, | am concerned that
certain provisions of section 4 of the
bill will unfairly treat the men and
women of our armed services. Specifi-
cally, the bill would create a new sec-
tion 564 of the Federal Food, Drug and
Cosmetic Act that would allow the ap-
plication of medical products to the
general population in emergencies, but
only with appropriate safeguards. New
subsection (k) of the act, however,
seems to allow the President to waive
or the Secretary of HHS to modify the
application of these safeguards for
military personnel. Can the chairman
enlighten me as to his intent in this
provision?

Mr. TAUZIN. Mr. Speaker, will the
gentleman yield?

Mr. SHAYS. | yield to the gentleman
from Louisiana.

Mr. TAUZIN. Mr. Speaker, | will be
happy to speak to that.

New subsection (k) permits the Presi-
dent to waive, in writing, only the con-
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sent portion of the conditions of au-
thorization set forth in section 564(e)
with respect to armed services per-
sonnel, and only to the extent that
complying with the requirement is not
feasible, is contrary to the best inter-
ests of the personnel, or is not in the
interest of national security.

It is not my intent that the President
may ever waive pursuant to subsection
(k) the other conditions. They are that
the individual to whom the product is
to be administered is informed, one,
that the Secretary has authorized the
emergency use of a product, and, two,
about the significant known and poten-
tial benefits and risks of the use of the
product. The committee intends, ab-
sent extraordinary circumstances, that
such information be provided to indi-
viduals prior to receiving the unap-
proved product.

After the gentleman raised these
issues with us, we took a closer look at
the language, and | acknowledge that
there is a crossreference in new section
564(k)(2) that could be confusing. |
want to continue to work with the gen-
tleman and the gentleman from New
York (Mr. TowNs), who | know cares
deeply about this issue, along with you
and many of us, to make sure that the
final version of this bill from the con-
ference that we will have with the Sen-
ate, | am sure, provides that our mili-
tary are informed of the drugs that are
given before these drugs are adminis-
tered.

Let me also assure the gentleman
from Connecticut that we understand
the importance of the protections for
military personnel receiving unap-
proved countermeasures contained in
current law, title X, section 1107; and
we intend the waiver authority in this
bill to be used only in the very extraor-
dinary circumstances that we describe
in the bill.

Mr. SHAYS. Mr. Speaker, reclaiming
my time, | thank the gentleman for his
explanation, and | look forward to
working with him to make sure that
we clear this matter up in conference
with the Senate.

Mr. TAUZIN. Mr. Speaker, if the gen-
tleman will continue to yield, | thank
my friend and give him that assurance.

Mr. BROWN of Ohio. Mr. Speaker, |
reserve the balance of my time.

Mr. TAUZIN. Mr. Speaker, | yield 2
minutes to the gentleman from Nevada
(Mr. GIBBONS).

Mr. GIBBONS. Mr. Speaker, | want
to thank my friend, the chairman, for
yielding me this time. | rise in support
of Project BioShield. It is a very im-
portant step for the Department of
Homeland Security.

Project BioShield aims to rapidly
transfer technology into products that
can be used to protect individuals
against biological and chemical agents
used as weapons of terrorism or mass
destruction. The emphasis is on rapid
introduction of new countermeasures
into actual use, as many technologies
currently under development need to
be transitioned through regulatory
commercial or regulatory cycles.
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The Homeland Security Act gave the
Department of Homeland Security re-
sponsibility for integrating intel-
ligence information and assessing ter-
rorist threats and vulnerabilities. This
information makes full use of the De-
partment’s capabilities. Identifying the
most urgent threats and setting re-
search priorities will be vital to meet-
ing the bioterror threat.

Obtaining the best intelligence and
performing accurate threat assessment
is absolutely critical. By properly un-
derstanding the threats that confront
us, we can allocate our resources and
focus our efforts where they are most
needed, on agents for which the risk
and potential consequence of attack
are greatest.

BioShield tasks the Secretary of the
Department of Homeland Security with
using the best information available to
identify the greatest threats to the na-
tional security. Incorporated into the
bill are several provisions that will
strengthen the Secretary’s threat as-
sessment capabilities.

This legislation, Mr. Speaker, pro-
vides the Secretary of the Department
of Homeland Security the authority
and resources needed to quickly hire
the necessary bioterror analysts and
rapidly build a bioterror intelligence
infrastructure.

I urge all my colleagues to support
H.R. 2122, the Project BioShield Act of
2003.

Mr. BROWN of Ohio. Mr. Speaker, |
rise again in support of this bill, and 1
ask unanimous consent that | be al-
lowed to yield my remaining 24%> min-
utes to the gentleman from New Jersey
(Mr. ANDREWS) with permission that he
be allowed to yield said time.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Ohio?

There was no objection.

The SPEAKER pro tempore. The gen-
tleman from New Jersey (Mr. AN-
DREWS) is recognized for the remaining
time.

Mr. ANDREWS. Mr. Speaker, | yield
myself such time as | may consume;
and | thank my friend, the gentleman
from Ohio (Mr. BROWN), for yielding me
this time. | assure my colleagues | will
not personally take all 24 minutes; |
will reserve the right to yield to other
Members, and the gentleman from
Texas (Mr. TURNER) should be here
forthrightly and he will be yielding.

Mr. Speaker, I want to thank the
gentleman from Louisiana (Mr. TAu-
ZIN) and the leadership of the gen-
tleman from Michigan (Mr. DINGELL)
on our side of the aisle, the other com-
mittees of jurisdiction, the gentleman
from California (Mr. Cox), and the gen-
tleman from Texas (Mr. TURNER) for
bringing this very important legisla-
tion to the floor.

Mr. Speaker, | think that history
will reflect that this is our genera-
tion’s version of the Manhattan
Project. These are uncharted scientific
waters. It is a world that we have not
yet become accustomed to navigating.
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It is the world of massive biological at-
tack against the United States of
America. | have supreme confidence
that we will be able to meet and deter
such an attack, but only if we are able
to engage the machinery of the best
minds in our universities and our com-
panies, iIn our government, and
throughout society.

I believe that is exactly what this
legislation does. It brings to the fore-
front the abilities of our researchers, of
our scientists, of our entrepreneurs, of
our public officials to systematically
identify the biological risks that our
country faces, to methodically analyze
the best opportunities for addressing
those biological risks, and to use a
process that will effectively meet those
risks.

I commend the authors for properly
balancing the mechanisms of money,
market, and exclusivity. It is very im-
portant there be adequate resources for
the companies who we are asking to
engage in this so that they will in fact
engage in it. It is important that we
create a market, because it is our fer-
vent wish that there will never be a
market for these products. We hope
they are never needed. But in the ab-
sence of that market, it is important
the law contain a specific guarantee to
move forward.

Finally, with respect to exclusivity
and insulation from antitrust consider-
ations, it is very important that those
who are willing to risk their capital
and their energy to come up with these
agents are afforded the protection of
the law.

Mr. TAUZIN. Mr. Speaker, will the
gentleman yield?

Mr. ANDREWS. 1 yield to the gen-
tleman from Louisiana.

Mr. TAUZIN. Mr. Speaker, | thank
the gentleman and will be happy to
enter into a discussion with him.

Let me first thank him for the excel-
lent statement he has made. | think
the gentleman is correct. | think it is
as important to our country as perhaps
the Manhattan Project was. | remem-
ber when Speaker O’Neill used to re-
mind this House that partisanship
ended at the water’s edge. He meant to
tell us that when it came to protecting
our country, we were not Democrats or
Republicans, we were Americans. And
where the water’s edge used to be the
boundary of the threats against our
country, because of 9-11, we now under-
stand the water’s edge is no longer the
boundary. Within our country we now
face these potential threats.

So | thank the gentleman. And, in-
deed, the bill is designed to do exactly
that, to balance those important ele-
ments of the equation and to make
sure we incentivize the private market-
place, but also provide the public mon-
ies, $5.6 billion over 10 years, to make
sure we have the available money in a
trust fund, through our budget resolu-
tion, appropriated through our process,
to make sure we can acquire those
countermeasures, stockpile them, dis-
tribute them around the country, as
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the Secretary is prepared to do, to
make sure that those countermeasures
are available.

It also balances the need to build in
our own country the capability of
building those vaccines and counter-
measures that otherwise would never
be built. Because who would, in the pri-
vate sector, want to build a vaccine for
the plague today, without this par-
ticular legislation? So | thank the gen-
tleman.

Mr. ANDREWS. Mr. Speaker, re-
claiming my time, | agree with the
chairman. | think he is correct that bi-
partisanship cannot simply begin at
the water’s edge in a world where the
battlefield is here. And there is a vir-
tual battlefield that we are all, unfor-
tunately, living in.

I would like to make two other
points before | stop. The first is that |
very much appreciate the inclusion
into this bill, with the help of the gen-
tleman from California (Mr. Cox), lan-
guage that | suggested with respect to
making it clear that when there is a
termination for reason of convenience
by the government, that all of the nor-
mal cost recovery rights that would ac-
crue to the vendor in fact accrue under
this bill. 1 very much appreciate that
inclusion.

Mr. TAUZIN. Mr. Speaker, will the
gentleman yield?

Mr. ANDREWS. | yield to the gen-
tleman from Louisiana.

Mr. TAUZIN. Mr. Speaker, | want to
thank the gentleman for that lan-
guage. The neat thing about the way
this bill has been processed is that all
through the process Democrats and Re-
publicans have assisted in building it
into a much better bill. And the lan-
guage the gentleman has added to the
bill is an extraordinary addition to the
bill, and | thank him for it.

Mr. ANDREWS. Reclaiming my time
once again, Mr. Speaker, | appreciate
the chairman’s cooperation in that re-
gard.

Second, | would like to say it is very
important that the chairman has very
skillfully, along with the ranking
member, assured that there will be
continuing oversight by the Congress
of the activities under this bill. We had
to strike the proper balance here be-
tween a guaranteed funding stream so
that the companies involved in this
would know that their investment
would in fact be recovered, but at the
same time not yielding the important
oversight function that this Congress
should exercise. And | commend the
chairman and the ranking member and
all the authors for making that the
case.

Mr. Speaker, | reserve the balance of
my time.

Mr. TAUZIN. Mr. Speaker, | would
ask how much time is available on
both sides at this point.

The SPEAKER pro tempore. The gen-
tleman from Louisiana (Mr. TAUZIN)
has 11%2 minutes remaining, and the
gentleman from New Jersey (Mr. AN-
DREWS) has 19%> minutes remaining.
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Mr. TAUZIN. Mr. Speaker, | com-
mended the gentleman from Virginia
(Mr. TomMm DAvis) and the gentleman
from California (Mr. Cox) previously,
along with the ranking members for
their extraordinary work we did to-
gether; and | now ask unanimous con-
sent to yield the balance of my time to
the gentleman from Virginia (Mr. Tom
DAvis) so that Chairman Davis can
control the balance of that time.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Louisiana?

There was no objection.

Mr. TOM DAVIS of Virginia. Mr.
Speaker, as | understand it, | would
have the time yielded to the Com-
mittee on Government Reform in addi-
tion to the time yielded to me by the
Committee on Energy and Commerce?

The SPEAKER pro tempore. The gen-
tleman is correct.

Mr. TOM DAVIS of Virginia. Mr.
Speaker, | yield 3 minutes to the gen-
tleman from New York (Mr. BOEH-
LERT).

(Mr. BOEHLERT asked and was given
permission to revise and extend his re-
marks.)

Mr. BOEHLERT. Mr. Speaker, we
live in a different world than we did 2
years ago, a world where the threat of
attack from biological and chemical
agents remains high. Here on Capitol
Hill we know this all too well. We were
all victims of a vicious attack using
anthrax and poisoning our own postal
system. The attack shut down half of
an entire branch of our government
and lives were lost. A very real threat
became a sad reality.

Project BioShield will take the nec-
essary steps to provide greater protec-
tion for Americans from those mali-
cious attacks, to research, develop,
manufacture and stockpile effective
drugs and vaccines. In order to make
this plan a reality, the Department of
Health and Human Services and the
National Institutes of Health must
have a strong infrastructure of labora-
tories and facilities designed for re-
search on the most dangerous of patho-
gens.

The research stage of this process is
the most important part of developing
a broad and effective basis for this
project. In my own district, there is an
effort underway to build a national bio-
containment laboratory to be adminis-
tered by the National Institute of Al-
lergy and Infectious Diseases. This
state-of-the-art facility would take on
the daunting task of testing these dan-
gerous agents that could threaten our
communities, and they have got the
charge to come up with the vaccines
and drugs necessary to effectively deal
with them. | am fully supportive of
this plan and hope this critical facility
will soon call upstate New York home.

Development of these vital medical
countermeasures to biological and
chemical agents can take years. With
the building of new facilities to do the
research and expedite the development
of vaccines, more diseases may one day
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be eradicated or at least treatable to
avoid mass casualty from any type of
attack.

I am pleased that Project BioShield
may offer assistance to enterprising
companies like Viral Therapeutics of
Ithaca, New York, that are currently
producing needed vaccines and is inter-
ested in answering the call to expand
research and development as well as
production.

[ 1445

Mr. Speaker, I am proud of my serv-
ice on the Select Committee on Home-
land Security and our determined ef-
fort to give the American people what
they desire and deserve, a comprehen-
sive and balanced effort to protect
them from the evils of biological and
chemical weapons. This legislation is
designed to do exactly that. | commend
all those involved with the formulation
of this bipartisan product for the
American good.

Mr. ANDREWS. Mr. Speaker, | yield
4 minutes to the gentleman from
Rhode Island (Mr. LANGEVIN), who has
had experience in State government
with homeland security, who has had
experience here on the Committee on
Armed Services and now on the Select
Committee on Homeland Security.

Mr. LANGEVIN. Mr. Speaker, |
thank the gentleman for yielding me
this time on this incredibly important
issue.

Mr. Speaker, | rise today in strong
support of the Project BioShield Act.
Bioterrorism is a national threat to
our national security, and | believe it
is our job as the Members of the United
States Congress to instill confidence in
the American people that a coordi-
nated, concerted effort is being made
to combat this threat.

We have some incredibly talented
people in this country in the public and
in the private sector, and this joint
partnership will ensure that we are
moving ahead to effectively protect the
American people from the potential of
a bioterrorism attack.

While Project BioShield is not the
only answer, it is certainly an impor-
tant step toward that goal, and | hope
Congress will continue to provide the
funding and the oversight that the
project needs to be effective.

However, | must mention my ongoing
concern with the operation of Depart-
ment of Homeland Security’s informa-
tion analysis and infrastructure pro-
tection directorate. This is truly a life-
and-death issue. If this unit is not run-
ning effectively, then the rest of DHS
is at a tremendous disadvantage in de-
termining how to allocate resources
and where to focus energies.

The proper implementation of
Project BioShield requires a reliable
and comprehensive threat assessment
from the information analysis team, a
team that should include bioterror ex-
perts, while working closely with their
peers at CDC and NIH to identify the
most pressing dangers.

Mr. ANDREWS. Mr. Speaker, will the
gentleman yield?
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Mr. LANGEVIN. | yield to the gen-
tleman from New Jersey.

Mr. ANDREWS. Mr. Speaker, | very
much appreciate the point the gen-
tleman is making. The BioShield
Project is built on a foundation of ac-
curate assessment of the threats that
we face. For example, if there is an as-
sessment that we face a significant
threat from botulism, the full re-
sources of this bill are applied to find-
ing an antidote to botulism.

The gentleman’s point is very well
taken. If the threat assessment is
flawed, then we run the risk of either
spending money on a threat that is not
very viable, or failing to spend energy
and money on a threat that is viable
that we have failed to detect.

So we can employ the very best re-
sources of our scientists, our engineers,
our researchers, our entrepreneurs, but
have them working on the wrong prob-
lem if there is not an adequate intel-
ligence-gathering capability and then
an adequate response to that intel-
ligence-gathering capability shared
with the Department of Homeland Se-
curity. | think the gentleman’s point is
very well taken.

Mr. LANGEVIN. Mr. Speaker, |
thank the gentleman from New Jersey
(Mr. ANDREwsS) for interjecting that
point, and | wholeheartedly concur.

The proper implementation of
Project BioShield requires a reliable
and comprehensive threat assessment
from the information analysis team, a
team that should include bioterror ex-
perts working closely with their peers
at agencies like CDC and NIH to iden-
tify the most pressing dangers and de-
velop a plan to combat them.

Mr. Speaker, | urge my colleagues to
support this legislation and hope that
DHS will do its part to make Project
BioShield as effective as possible.

Mr. TOM DAVIS of Virginia. Mr.
Speaker, | yield myself such time as |
may consume.

Mr. Speaker, | rise in support of H.R.
2122, the Project BioShield Act. This
bill provides the government with the
necessary tools to develop and pur-
chase vaccines and other drugs to pro-
tect Americans in the event of a bioter-
rorist attack.

The President first announced this
proposal during his 2003 State of the
Union address. It is the cornerstone of
the administration’s strategy to pre-
pare our Nation against the possibility
of a bioterrorist attack. The bill we are
considering today was introduced by
the gentleman from Louisiana (Mr.
TAUZIN), chairman of the Committee
on Energy and Commerce, and was re-
ferred to the committee, as well as the
Committee on Government Reform
which | chair, and the Select Com-
mittee on Homeland Security. It is a
good bill which serves a compelling na-
tional interest.

As we tragically learned during the
fall of 2001, our Nation is vulnerable to
biological terrorism. Letters laced
with anthrax caused the deaths of five
individuals and thousands more had to
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be treated. The death toll could have
been higher if there had not been an ef-
fective countermeasure to treat that
form of anthrax. Unfortunately, there
has been little progress in treatment
for other deadly diseases, like small-
pox, Ebola and plague, which effect
few, if any, Americans.

The reality is that there is little
manufacturer interest in developing
necessary treatments for these diseases
because there is no significant com-
mercial market existing outside of gov-
ernment. The absence of financial in-
centives has provided drug companies
with little reason to make the substan-
tial investment that would be required
to develop treatments for these deadly
diseases.

Should the United States be attacked
with any of these deadly pathogens,
the needs for vaccines, tests and treat-
ments would be great, and it would be
immediate. H.R. 2122 is designed to en-
sure that our country is prepared. The
bill provides the Secretary of Health
and Human Services with a number of
flexible acquisition tools based on ex-
isting streamlined procedures to pro-
mote research and development and
procurement of necessary drugs and
vaccines. These tools are instrumental
to the success of the BioShield pro-
gram.

For example, the bill increases the
simplified acquisition threshold for re-
search and development projects from
the current level of $100,000 to $25 mil-
lion. This increase will help the Sec-
retary promote sophisticated research
and development projects by stream-
lining the acquisition process. The bill
also authorizes the procurement of bio-
medical countermeasures, again using
tailored, flexible acquisition tools for
inclusion in the Nation’s stockpile
using a special reserve fund.

The Secretary would also have expe-
dited authorities to award research
grants and hire technical experts and
consultants. During national emer-
gencies, the bill would permit the gov-
ernment to make available new and
promising treatments prior to approval
by the Food and Drug Administration.
The Committee on Government Re-
form, which | chair, held a hearing to
examine the BioShield proposal on
April 4, 2003. Witnesses from the gov-
ernment, academia, and pharma-
ceutical and biotech companies were
supportive of the bill. They all recog-
nize the need to create incentives for
manufacturers to develop biomedical
countermeasures.

Our committee favorably reported
the bill on May 22. Working in a bipar-
tisan fashion with the gentleman from
California (Mr. WAXMAN), we unani-
mously adopted some amendments to
ensure greater accountability in the
acquisition process and to clarify the
circumstances when biocounter-
measures can be processed.

Specifically, the amendments we ap-
proved permit the use of simplified ac-
quisition procedures only when the
Secretary of Health and Human Serv-
ices determines there is a pressing need
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for the procurement of specific coun-
termeasures. The bill commits deci-
sions about research and development
projects to the discretion of the Sec-
retary of Health and Human Services.
However, we approved an amendment
which preserves a limited right for
companies to appeal to the General Ac-
counting Office contracting decisions
made by the Secretary, but appeals
could not be used to stall the research
and development procurement process.

We also made some technical changes
that seek to clarify the circumstances
when the Secretary could use other
than fully competitive procedures for
research and development and produc-
tion contracts.

Mr. ANDREWS. Mr. Speaker, will the
gentleman yield?

Mr. TOM DAVIS of Virginia. | yield
to the gentleman from New Jersey.

Mr. ANDREWS. Mr. Speaker, | would
like to thank the chairman for working
with the gentleman from California
(Mr. Cox) and the gentleman from
Texas (Mr. TURNER) on the issue of ter-
mination for convenience. We think it
is a very important clarification that if
there is a termination by the govern-
ment for reasons of convenience, the
companies involved in the project can
recover their costs under the normal
rules for that. | know that the gentle-
man’s committee was involved in mak-
ing that possible, and | wanted to
thank him for his cooperation.

Mr. TOM DAVIS of Virginia. Mr.
Speaker, the gentleman is correct, and
it makes them more likely to be in-
volved in this process.

We think that all of these amend-
ments, and | thank the gentleman from
California (Mr. WaxmAN) for working
with us as well, have been agreed to by
the majority and the minority on the
various committees; and they are part
of the bill that we are considering
today.

Since our markup, we have continued
to work on this bill in a bipartisan
fashion. This issue is really too impor-
tant to play party politics with. We
have worked out language to ensure
that the rights of contractors with re-
spect to payment are protected in the
event they are terminated for conven-
ience. This is a good bill and deserves
our support.

Mr. Speaker, | reserve the balance of
my time.

Mr. ANDREWS. Mr. Speaker, | ask
unanimous consent to yield the bal-
ance of my time to the gentleman from
Texas (Mr. TURNER) and that he may
further allocate that time.

The SPEAKER pro tempore (Mr.
GILCHREST). Is there objection to the
request of the gentleman from New
Jersey?

There was no objection.

Mr. TURNER of Texas. Mr. Speaker,
I yield myself such time as | may con-
sume.

To win the war on terror, we must do
everything we can to protect the Amer-
ican people from the threat posed by
terrorists using weapons of mass de-
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struction. We know that our forces in
Afghanistan uncovered plans by al
Qaeda to engage in bioterrorism. We
know from recent arrests in Europe
that terrorist groups have the means
and the will to carry out such attacks.
It is without question that bioter-
rorism is a clear and present danger to
the American people, perhaps one of
our greatest threats.

In response to this threat, the admin-
istration is proposing this legislation,
commonly known as Project BioShield.
This bill is a first step toward ensuring
that we protect Americans from the
horror of bioterrorism. The purpose of
the BioShield legislation is to provide
incentives to private companies to
produce the medicines, the vaccines,
the antidotes we need to counter a bio-
logical attack.

Quite frankly, this concept is an ex-
periment, a grand experiment, but no
less an experiment. We do not know if
the incentives will drive our pharma-
ceutical industry to invest the re-
sources needed to truly prepare our
country for the full range of possible
biological attacks. If we do, we will
have been successful and our country
will be better off. If they do not, our
country will remain dangerously vul-
nerable.

I support Project BioShield because |
believe this is an experiment worth
conducting; but from the beginning of
this process, | have been working to
build mechanisms into the legislation
that would monitor whether the legis-
lation is truly making our Nation
safer.

For example, the Select Committee
on Homeland Security added a require-
ment that the Secretary of Health and
Human Services report annually if the
President has identified biological
agents that are threats to the United
States, but no private company has
contracted to produce a counter-
measure. Thus, if there is a bioterrorist
threat to the American people and pri-
vate industry will not rise to the chal-
lenge of searching for a cure, we have
the right to know about it.

These concerns were shared by the
gentleman from California (Mr. Cox),
chairman of the Select Committee on
Homeland Security. They were also
shared by the gentleman from Lou-
isiana (Chairman TAuUzIN) of the Com-
mittee on Energy and Commerce and
the ranking member, the gentleman
from Michigan (Mr. DINGELL).

If BioShield does not work as we
hope it will, we will need plan B. Thus,
I am very pleased that the legislation
contains clear authority that allows
the government to operate an emer-
gency program to develop and produce
vaccines. In my view, this is so very
important because protecting our pop-
ulation is our first responsibility. If
the private sector is not producing the
medicines we need and we find our-
selves under the threat of biological at-
tack, then the government needs to
have the authority to do the job di-
rectly.
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The language that has been inserted
in the legislation gives the President,
the Secretary of Health and Human
Services, the Secretary of Homeland
Security the necessary authority to
take action in the event that this ex-
periment with the private sector fails
to produce the results we all hope it
will produce.
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My final concern, Mr. Speaker, is
that Project BioShield, despite its cre-
ative name, is really a fairly modest
proposal. If we are lucky at the end of
10 years, we will have some vaccines to
address a few of the possible pathogens
that terrorists could use during a bio-
terror attack. But the potential prob-
lems are much more expansive. Terror-
ists may soon be able to genetically
manipulate biological agents so they
are resistant to our current stockpile
of antibodies and perhaps to the vac-
cines we develop.

This possibility presents a daunting
threat to our Nation. That is why |
would like to see a much more robust
proposal than the one before us today,
an approach that moves us faster and
stronger toward creating a comprehen-
sive defense to the full range of threats
we face from bioterrorism. Based on
the information that we all know
about, we clearly need a Manhattan
Project to prepare this country to deal
with the vast array and the diverse
types of biological threats that we may
face in the years ahead.

Time and time again when faced with
such a great challenge, the government
has played a central role in organizing
a massive response. When war threat-
ened to consume the world, we put an
end to it through the success of the
original Manhattan Project. When we
raced the Russians to the stars, the
Apollo Project put a man on the Moon.
It will take these kinds of bold actions,
this kind of bold leadership and deep
resolve to prevail in the war on terror.

Mr. Speaker, I wholeheartedly sup-
port this current legislation, but | also
believe that our Nation must take even
stronger steps much sooner in order to
protect us and to secure us in the days
ahead.

Mr. Speaker, | reserve the balance of
my time.

Mr. TOM DAVIS of Virginia. Mr.
Speaker, | yield 4 minutes to the gen-
tleman from Connecticut (Mr. SHAYS),
the distinguished vice chairman of the
Committee on Government Reform.

Mr. SHAYS. Mr. Speaker, | appre-
ciate my chairman yielding me this
time.

Throughout committee consideration
of H.R. 2122, | expressed some skep-
ticism about both the short- and long-
term impact of the proposed approach
on our ability to develop, procure and
use new medical countermeasures
against chemical, biological or radio-
logical weapons. Thanks to the work of
the Committee on Energy and Com-
merce, the Committee on Government
Reform and the Select Committee on
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Homeland Security, the bill before us
today represents a substantial im-
provement over the original proposal.
This bill would create agile, proactive
capabilities in meeting the threat of
unconventional weapons, capabilities
we do not have today.

Part of the value of Project Bio-
Shield would be purely deterrent. Just
having the ability to develop and
stockpile vaccines and antidotes de-
creases the likelihood, or the lethality,
of a biological attack.

However, as | indicated in my earlier
colloquy with Chairman TAUzIN, any
authority to actually use experimental
drugs or medical devices in emergency
situations has to be defined and wield-
ed with nothing less than surgical pre-
cision. Prior informed consent in con-
nection with the administration of ex-
perimental therapy is a basic human
right, a right no one should be asked to
surrender except under the most ex-
traordinary of circumstances. For ex-
ample, if a patient is unconscious and
cannot give consent or be informed be-
fore onset of a life-threatening disease
or event, medical ethics allow use of an
experimental therapy.

Mere military inconvenience can
never justify waiving consent or failing
to inform service members about med-
ical countermeasures. No loosely de-
fined concept of feasibility should
allow the Secretary of HHS to waive or
delay the requirement to provide essen-
tial information on medical risks and
benefits prior to administration of a
drug or vaccine, as could happen under
the language in this bill Chairman
TAUZIN has agreed to revisit. If the
medicine can get to the front, there
should always be room in the transport
for the leaflet describing its dosage,
interactions and contraindications.

In the 1991 Persian Gulf War, sol-
diers, sailors, aircrews and Marines
were ordered to take experimental
drugs and vaccines. Despite Pentagon
promises to provide critical medical in-
formation and keep accurate medical
records, very little information was
provided and very few records survived
the trip home. That cannot happen
again. In the course of 14 hearings on
the subsequent health problems of Gulf
War veterans, the Government Reform
subcommittee | chair reached this
stark conclusion: ‘“‘Unless providing
medical information to service mem-
bers is mandatory, it’s just too easy for
the military, in the heat of battle, to
decide it’s just not feasible.”

In the war against terrorism, we are
all on the front lines. The citizen-sol-
diers of our all-voluntary Armed
Forces fight and die to protect our
rights and freedoms. They should not
be asked to surrender those funda-
mental rights under different, less rig-
orous, circumstances than those they
left behind.

Again, | appreciate the very good
work of Chairman TAuzIN, Chairman
DAvis and Chairman Cox and their re-
spective ranking members; and | look
forward to a conference agreement that
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relies on the protections of current law
and requires prior notification of serv-
ice members whenever an unapproved
drug or device has to be used.

Mr. TURNER of Texas. Mr. Speaker,
I yield 4 minutes to the distinguished
gentlewoman from the Virgin Islands
(Mrs. CHRISTENSEN).

Mrs. CHRISTENSEN. Mr. Speaker, |
rise today as a member of the Select
Committee on Homeland Security and
also of the Subcommittee on Emer-
gency Preparedness and Response in
qualified support of the Project Bio-
Shield Act of 2003, the purpose of which
is to increase the development of coun-
termeasures to bioterrorism and facili-
tate their approval for use in mass pro-
duction so that they would be readily
available when needed.

While research and development of
such products is extremely important,
I remain very concerned that a com-
mensurate amount of time and effort
has not been devoted to furthering our
public health security, a broader, more
basic and more immediate issue.

Through the four or five hearings on
Project BioShield, 1 joined several
other of my colleagues in calling atten-
tion to the inadequacies and defi-
ciencies that exist throughout the pub-
lic health system in this country, espe-
cially in rural and minority commu-
nities.

With the focus on cost containment
rather than care, our lack of focus on
prevention and our failure to insure ev-
eryone’s equal access to quality health
care, added to the system’s continued
deterioration because of repeated fund-
ing cuts and misguided departmental
policies, our Nation’s public health in-
frastructure today is in worse shape
than ever.

Project BioShield, though, is impor-
tant because it will help to make sure
that we have the vaccines and other
countermeasures as quickly as possible
in the case of a bioterrorism attack.
But all of those fancy medicines and
other agents will be worthless to you
and me and to the people we serve
without an intact public health sys-
tem.

The recent bipartisan commission’s
report, “First Responders Underfunded
and Unprepared,” documents the dire
need of our public health and other re-
sponders in stark and frightening
terms. | am still waiting for a formal
hearing on their findings, and we
should not be afraid to have the report
aired. We should really be more afraid
not to pay attention to its findings and
its recommendations.

Mr. Speaker, 1 am happy that the
gentlewoman from Texas (Ms. JACK-
SON-LEE) and | were able to amend the
bill in committee to ensure that the
historically black colleges and univer-
sities and other minority-serving insti-
tutions of higher learning will be pro-
vided with special outreach to ensure
their participation in this program to
the fullest extent possible. This is an
extremely important provision, and |
thank our chair and ranking member
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and Chairman TAuzIN for working with
us to include it in the bill.

Mr. Speaker, today | know that we
will pass this bill, but what | and other
health providers, public health experts
and officials and the people of this
country want to know is that we will
always move just as determinedly and
expeditiously to fully fund the
strengthening of our public health sys-
tem, the training of our first respond-
ers and provide them with the tools
and facilities they need to protect us in
those first critical hours where lives
can and must be saved.

I want to take this opportunity to
thank and commend Chairman Cox and
Ranking Member TuURNER for their
guiding what is often not an easy com-
mittee to guide and for their shep-
herding of this bill through that com-
mittee.

I ask the support of my colleagues
for Project BioShield, but I also ask
that when this is passed that we move
on from here to soon pass ‘“‘Project
Public Health.”

Mr. TOM DAVIS of Virginia. Mr.
Speaker, | yield the balance of my time
to the gentleman from California (Mr.
Cox).

Mr. COX. Mr. Speaker, I want to
thank the chairman not only for yield-
ing time but for the exceptional work
that the Committee on Government
Reform has done both on the majority
and minority sides to bring us to this
point; likewise, the Committee on En-
ergy and Commerce, of which I am a
member, and Chairman TAuzIN and
Chairman DINGELL for their extraor-
dinary leadership and commitment to
bringing this bill to the floor; and my
ranking member on the Select Com-
mittee on Homeland Security, which |
chair, the gentleman from Texas (Mr.
TURNER), who is with me on the floor
now.

This has been a bipartisan effort for
one simple reason. The terrorists do
not discriminate between Democrats
and Republicans. They certainly are
not going to protect us because we are
on one or another side of this debate.
We are all in their sights. The commit-
tees of jurisdiction working closely to-
gether have managed to create a proc-
ess in bringing this bill to the floor
that has been focused on producing the
best possible policy and thus the best
possible security for our country. It is
not focused on Capitol Hill turf battles.
This type of cooperation serves as a
model for our efforts to make America
more secure against terrorist attack.

In the fall of 2001, we caught a
glimpse of the terrible potential of a
bioterror attack when anthrax attacks
were loosed on the Nation’s capital. A
broader attack on the American popu-
lation, on our armed services involving
one of the many biologic agents for
which we have no antidote could be
devastating. The potential toll in lives
would far exceed what happened on
September 11, 2001. We must, of course,
do all we can to prevent such attacks,
but ultimately we must be prepared.
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Because no scheme of prevention, no
matter how expert and reliable our in-
telligence collection and analysis, is
going to be perfect. We must be pre-
pared.

This legislation, the BioShield
Project launched in this bill, will pro-
vide the resources and authorities we
need to develop the next generation of
biological countermeasures. It will
help to ensure that we avoid the kind
of catastrophe we are contemplating
here on the floor today in the future.

The ability of the Secretary of Home-
land Security to identify from around
the world the most serious potential
biological threats to our population is
key to making Project BioShield effec-
tive, and it is key to the vital task
that we have of meeting this threat. To
do that, Secretary Ridge will have to
get the very best intelligence avail-
able. By learning everything we can
about the biological weapon threats
that confront us, we can allocate our
resources and focus our efforts where
they will be most effective. By identi-
fying the bioterror agents for which
the risks and potential consequences of
attacks are greatest, we can use these
substantial new first responder re-
sources most wisely.

That brings us, therefore, to the cre-
ation of Project BioShield in fulfill-
ment of President Bush’s charge to this
Congress in his State of the Union mes-
sage. Both President Bush and Vice
President CHENEY have made this a pri-
ority, and we are responding in this
Congress.

The BioShield Project is by far the
most expansive, broadest, largest first
responder program initiated in the his-
tory of our country. It is budgeted for
$5.6 billion, but we have made it very
plain that, through the appropriations
process and through the budget proc-
ess, we will put the resources behind
this program that are needed to de-
velop the antidotes and, if a presi-
dential decision on a recommendation
of both the Secretary of Health and
Human Services and the Secretary of
Homeland Security is made, if the
President decides to stockpile enough
antidotes, vaccines to immunize the
entire American population in the
event of a catastrophe.

The Secretary of Homeland Security
as part of this process is charged with
identifying the most significant bio-
logical, chemical and nuclear agents
that threaten the American popu-
lation. Because our ability to collect,
analyze and put to use timely and ac-
curate intelligence information is at
the very heart of doing this job, cer-
tainly in preventing a biological at-
tack but also of being prepared to re-
spond to it, in this legislation we have
given the Secretary of Homeland Secu-
rity the information analysis tools
that he needs.
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This bill is very important to the Se-
lect Committee on Homeland Security.
We worked hard to get it right. We
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have held extensive hearings and near-
ly 3 months of work in three of our sub-
committees and twice in the full com-
mittee. We conducted a series of over-
sight hearings which examined the new
Department’s ability to carry out its
threat assessment function; and as a
result, we have incorporated into the
bill several provisions designed to
strengthen the Secretary’s threat as-
sessment capabilities. We have given
the Secretary the authority and the re-
sources he needs to quickly hire the
necessary bioterror analysts and to
rapidly build a bioterror intelligence
infrastructure. The Select Committee
on Homeland Security added these pro-
visions to this bill.

This legislation greatly increases our
ability to conduct bioterror research
against the most urgent threats identi-
fied by the Department of Homeland
Security. But most importantly, rather
than trying to create a parallel govern-
ment bioterror industry, or | should
say bioterror response industry, Bio-
Shield will draw on the expertise and
resources of the private sector.

Our American industries lead the
world in these categories. And our
health care innovation, our free mar-
kets, our strong patent protections
have led American industry to spend
more on research and development on
new products and treatments than all
of Europe and Japan combined. To
make the progress that is necessary in
these noncommercial areas that are so
essential to national security, it is es-
sential we tap into this strength in the
private sector. To accomplish this, the
legislation establishes a reserve fund
that will be available to stockpile secu-
rity countermeasures that are pro-
duced against government require-
ments, even though these counter-
measures do not presently exist.

We want to stimulate the invention,
the productivity, the research that is
necessary to find these antidotes, these
vaccines to bioweapons that exist but
for which countermeasures do not pres-
ently exist. The gentleman from Lou-
isiana (Chairman TAuzIN) and | worked
with the gentleman from Kentucky
(Chairman ROGERS) of the new Appro-
priations Homeland Security Sub-
committee to provide this funding in a
10-year advance appropriation. This
money will remain available for a full
decade, creating, in essence, a home-
land security market for the develop-
ment of critical security counter-
measures for which no commercial
market exists. The knowledge that
funding will be available for a full dec-
ade and not be subject to the annual
appropriations process will encourage
the biotech industry to devote re-
sources to develop and produce the
next generation of treatments for bio-
terror agents.

So once again | want to thank the
Members on both sides who have
worked so hard on this legislation for
their spirit of cooperation, of bipar-
tisan cooperation; and | strongly urge
my colleagues to support this very im-
portant legislation.
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Mr. Speaker, | reserve the balance of
my time.

I inquire how much time | have re-
maining.

The SPEAKER pro tempore (Mr.
GILCHREST). The gentleman from Cali-
fornia (Mr. Cox) has 6 minutes remain-
ing.

Mr. COX. Mr. Speaker, is that 6 min-
utes the time that was earlier yielded
to me by the gentleman from Virginia
(Mr. Tom DAVIS)?

The SPEAKER pro tempore. The gen-
tleman from Virginia (Mr. Tom DAVIS)
yielded 7 minutes, with a total of 14%-
minutes.

Mr. COX. So the time that we are
speaking of, Mr. Speaker, comprises
also the time allotted for purposes of
debate to the Select Committee on
Homeland Security?

The SPEAKER pro tempore. That is
correct.

Mr. TURNER of Texas. Mr. Speaker,
I yield 6 minutes to the gentleman
from New Jersey (Mr. PASCRELL), one
of the most vigorous advocates for
equipping and training first responders
to protect America.

Mr. PASCRELL. Mr. Speaker, the
tragic events of September 11, and the
anthrax attacks shortly thereafter, re-
inforced the possibility of a widespread
bioterrorist strike on America; and
that is very real. There was a report
submitted to us by Warren Rudman,
who was the chairman of the Inde-
pendent Task Force on Emergency Re-
sponders dealing with this subject very
recently, and in that report it says the
following: public health labs in most
States still lack basic equipment and
expertise to adequately respond to a
chemical or a biological attack, and 75
percent of State laboratories report
being overwhelmed by too many test-
ing requests.

In fact, Mr. Speaker, we were told of
this threat well before 9-11. In January
of 2001, a report submitted by the Na-
tional Intelligence Council stated that
the number of players, that is, state
players and nonstate players, bioter-
rorism sponsored by state govern-
ments, bioterrorism sponsored by
nonstate terrorist organizations
throughout the world possessing or
seeking to acquire a biological weapon,
that group is growing despite the fact
that biological weapons are banned by
international treaty.

We were warned of this in January,
2001. While Congress has made progress
over the last 18 months on expanding
our vaccine stockpile, an enormous
amount of work still remains. The
Project BioShield Act of 2003 is so im-
portant because it encourages the de-
velopment for new countermeasures
against a bioterror attack in a com-
prehensive manner. This committee,
the Select Committee on Homeland Se-
curity, was given a rude awakening
upon hearing the testimony of Mr.
Paul Redmond, the assistant secretary
for information analysis at the Depart-
ment of Homeland Security. We
learned that Mr. Redmond’s office had



July 16, 2003

only one person working under him on
the bioterror threat and that Mr.
Redmond had limited access to the in-
telligence himself. Imagine, we are
asking two people to protect 290 mil-
lion Americans about a possible bio-
logical threat they do not know about.

The Cox-Turner amendment, ap-
proved by our committee, correctly
concentrates on increasing not only ac-
cess to intelligence but an increase in
the staff of those folks who collect in-
telligence. Specifically, it requires that
the Secretary of the Department of
Health and Human Services be pro-
vided all intelligence information from
all other agencies relating to the
threats regardless of classification and
regardless of whether the Secretary
has requested the information.

This bill is not just about creating a
significant stockpile of vaccines and
medical devices. It is about making
sure that our first responders do have
the tools to effectively operate their
attack. Mr. Speaker, they will be the
first ones there, be it a firefighter, be it
a cop, be it someone working in emer-
gency services. They will be the first
one there; and if they do not know
what they are doing, if we do not train
them, if we do not provide the training,
we are doing a disservice to them and
we are certainly putting them in
harm’s way. A nurse or a doctor will be
able to immediately provide a vaccine
and prevent the spread. A fireman will
have a mask to breathe purified air
while a building with biological agents
burns.

This bill will make those and other
lifesaving tools available so we can
begin to protect ourselves, protect our
children and our grandchildren from
the threats of today and the
unfathomable biological threat of to-
morrow. This is just the beginning, Mr.
Speaker. There is a great deal that we
still do not know. When one reads the
report of the National Intelligence
Council on biological warfare, one un-
derstands what scale we are talking
about and what a delayed onset is and
what a delayed response will lead to.
Most biological agents cause symptoms
that have a delayed onset ranging from
a few hours to many days. This is seri-
ous business. The fact that an attack
has taken place can be masked, and the
identification of the perpetrators
would be extremely difficult to find
out. I am confident, Mr. Speaker, that
H.R. 2122 will help, will help protect
every American against the unimagi-
nable.

The importance of Project BioShield
cannot be overstated, and | congratu-
late the leadership of both parties for
bringing it to the floor today.

Mr. COX. Mr. Speaker, | yield 3 min-
utes to the distinguished gentlewoman
from the State of Washington (Ms.
DUNN), the vice chairman of the full
Select Committee on Homeland Secu-
rity.

Ms. DUNN. Mr. Speaker, | rise today
in support of the Project BioShield Act
of 2003. As the Members have heard
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today, Mr. Speaker, from the debate we
have had on the floor, this is truly bi-
partisan legislation. It is also a major
step towards giving Americans nec-
essary protections to address the bio-
logical and the chemical threats that
exist today. H.R. 2122 will provide for
private companies the incentives they
need to develop vaccines for biological
agents. It also will increase our na-
tional pharmaceutical stockpile, and it
will provide DHS, the Department of
Homeland Security, better intelligence
capabilities so that they can protect
against biological and chemical at-
tacks.

Earlier this year, President Bush an-
nounced his intentions to develop a
vaccination program that would pro-
tect against an attack involving bio-
logical and chemical weapons. For
months, three committees, including
my committee, the Select Committee
on Homeland Security, have held nu-
merous hearings to consider the best
ways to protect our constituents. | be-
lieve it is time to pass this legislation.
Mr. Speaker, this bill will provide $5.6
billion over a 10-year period to develop
vaccines to protect against some of the
most dangerous biological agents that
this country and this world has ever
known. These funds are necessary to
create an incentive for private compa-
nies to do research and development on
drugs that might not normally be in
demand in the marketplace. | believe
this investment is worthwhile, consid-
ering the possible effects of a large-
scale biological attack.

In addition to authorizing funds for
this program, the BioShield program
also addresses the sharing of intel-
ligence. In order to develop an effective
vaccination program, the Department
of Homeland Security must have the
intelligence capabilities to predict
what the real threats are thought to
be. By understanding the threats, DHS
can focus its resources on those areas
of highest vulnerability to the people
who live in this country.

This legislation will authorize spe-
cific funds to be used by DHS for terror
threat assessment. In addition, it will
require other intelligence agencies
such as the CIA to share timely infor-
mation and threat analyses with the
Department of Homeland Security.

One of the lessons we learned from
the anthrax attacks during the fall of
2001 is the importance of responding to
a biological attack quickly in order to
minimize the damage it causes. While
it is indeed tragic that during those at-
tacks five people died, we all have to
appreciate that. It could have been far
worse if the vaccine had not imme-
diately been available. H.R. 2122 will
help us be prepared to respond quickly
to agents such as ebola, plague and
smallpox. | ask that we answer the
President’s call to develop the Bio-
Shield Project and that people support
and that we pass H.R. 2122.

Mr. TURNER of Texas. Mr. Speaker,
I yield 5 minutes to the gentlewoman
from Texas (Ms. JACKSON-LEE), one of
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the foremost leaders in trying to pre-
pare her city and this country to pro-
tect us against the threat of bioter-
rorism.

(Ms. JACKSON-LEE of Texas asked
and was given permission to revise and
extend her remarks.)

Ms. JACKSON-LEE of Texas. Mr.
Speaker, | thank the distinguished gen-
tleman from Texas for yielding me this
time.

This is an important statement, if
you will, an actuality of the work that
the Select Committee on Homeland Se-
curity has done along with collabo-
rative efforts of our respective commit-
tees of jurisdiction.
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Let me again thank the gentleman
from Texas (Mr. TURNER) for his work
and the chairman for his work and re-
alize that, as we begin this debate or as
we engage in this debate, we need to do
much more.

I rise to support this legislation be-
cause it takes America one step closer
to being prepared in dealing with a bio-
chemical terrorist attack. But as we
consider this legislation, Mr. Speaker,
I think it is important to note that,
while America is on the trail, on the
pathway, on the journey toward being
safe, we are still not safe. We remain
vulnerable. Our ports are not secure,
our critical infrastructures are not se-
cure, our communities are not pro-
tected from biochemical agents, but
H.R. 2122 will help to make America
safer.

The purpose of this Act is to enhance
research, development, procurement,
and use of biomedical countermeasures
to respond to public health threats af-
fecting national security and for other
purposes. What it begins to do, Mr.
Speaker, is to focus our attention nar-
rowly on the question of what do we do
if we are subjected to a bioterrorist at-
tack. What kind of chemicals, if you
will, will thwart the attack? What kind
of research needs to be done in advance
of the diabolical thoughts of anyone
who would want to perpetrate a ter-
rorist act with some chemical yet un-
known?

We already have had the experience
of the fear and the intimidation of an-
thrax. We have already had the terrible
situation of people who had nothing
better to do or wanted to intimidate or
scare or frighten, use anything from
salt to sugar to powder to suggest that
they were utilizing anthrax. We know
what can be done through a bioter-
rorist attack or the suggestion that
there would be an attack by some sort
of chemical.

Biological weapons pose a particu-
larly dangerous threat. Biological
weapons are highly portable and dif-
ficult to detect. So this concept of Bio-
Shield is more than overdue. Its time
has come. Bioterrorism attacks not
only pose a danger to human lives,
they also have the ability to cripple
the operation of our society and se-
verely harm our economy.



H6938

After 9/11, when we were allowed to
fly home from Washington, | held one
of the first town hall meetings with
over 400 people on September 14, 2001,
on a Sunday, in fact, to be able to
bring some sort of order to people’s
thoughts, the fear that was going on,
the actual intimidation as far away as
Houston. There were all Kkinds of sug-
gestions that Houston was next in line,
that Houston was about to be attacked.

But, shortly thereafter, | also held a
meeting with my first responders. As
we were having a meeting, my haz-
ardous materials team had to run out
to a hospital about 50 miles down from
where our meeting was being held be-
cause a woman drove to the hospital
saying that she had anthrax; someone
had put anthrax in her apartment or in
her home. And without the under-
standing of what anthrax represents
and the hospital officials not yet expe-
rienced, took whatever she had
through the hospital, up the stairs, or
wherever, up the elevator and, by its
very exposure, caused the hazardous
materials team to have to run out and
shut down the hospital. A crippling ef-
fect, maybe just one hospital, but it
shows the magnitude of what can hap-
pen if we are dealing with bioterrorism.

We all recall the primary and sec-
ondary impact of the anthrax attacks
in 2001. The attacks involved a series of
letters mailed in pre-stamped enve-
lopes to places like Florida and New
York and to the offices of Senator Tom
DASCHLE and PATRICK LEAHY. Those
kinds of incidences prove that it is
vital that we focus on the research as-
pect. I am gratified that my colleagues
saw the importance of spreading the
knowledge, the research, the input, the
collaboration throughout our Nation.

Therefore, we have included language
to make sure that we include histori-
cally black, Hispanic-serving, Native
American, and Pacific Islander institu-
tions, that they are able to be exposed,
if you will, to the various opportunities
to engage in high-level research so
that, as they are able to relate to dif-
ferent cultures and different commu-
nities, they, too, can be a part of secur-
ing the homeland.

It is important as well, as | noted in
an amendment that | was going to pro-
pose, that the stockpiles of chemicals
that will thwart bioterrorist attacks
that are in this country should be stra-
tegically placed, that they can reach
any urban center and any rural area,
any hamlet, any town, any village. |
am glad to note by a letter that has
been submitted into the RECORD dated
July 16, 2003, that the Secretary of
Health and Human Services recognizes
that my letter had merit and that he
will continue to monitor and be as-
tutely aware of whether or not the
stockpiles we have are sufficient,
whether they are within the sufficient
depth, and whether they will be able to
protect all of America.

Let me conclude, Mr. Speaker, by
simply saying that | rise to support
this legislation with the knowledge
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that we will be inclusive and that the
idea is not only to secure the places we
know and that are renowned but to se-
cure the places where people live and
to make sure that the home front and
the home neighborhoods are secure in
our country.

I ask my colleagues to support this
legislation.

Mr. Speaker, | rise today in support of H.R.
2122, the “Project Bioshield Act of 2003.” |
support this important legislation because it
takes America one-step closer to being pre-
pared to deal with a biochemical terrorist at-
tack. As we consider this legislation, Mr.
Speaker, America is still not safe. We remain
vulnerable. Our ports are not secure. Our crit-
ical infrastructure is not secure. Our commu-
nities are not protected from biochemical
agents. H.R. 2122, will help to make America
safer.

The purpose of the Project BioShield Act of
2003 is to “enhance the research, develop-
ment, procurement and use of biomedical
countermeasures to respond to public health
threats affecting national security, and for
other purposes.” The stated purpose of H.R.
2122 is a noble one given the danger posed
by biochemical weapons.

The threat of bioterrorism is substantial, and
protecting America from biochemical agents
and terrorist attacks must be one of our chief
concerns as we continue our work of pro-
tecting our homelands. Biological weapons
pose a particularly dangerous threat. Biologi-
cal weapons are highly portable and difficult to
detect.

Bioterrorism attacks not only pose a danger
to human lives, they also have the ability to
cripple the operation of our society and se-
verely harm our economy. We all recall the
primary and secondary impact of the anthrax
attacks in 2001. The attacks involved a series
of letters mailed in pre-stamped envelopes to
media outlets in Florida and New York and to
the offices of Senators THOMAS DASCHLE and
PATRICK J. LEAHY (D-VT). The anthrax attacks
killed five Americans and left 13 others se-
verely ill. The five people who died from inha-
lation anthrax included two postal workers at
the Brentwood postal facility in Washington, a
Florida photojournalist, a New York hospital
worker and a 94-year-old woman in Con-
necticut. Thousands more were exposed to
the lethal bacteria. The letters passed through
various post offices and postal distribution
centers along the East Coast leaving a trail of
contamination. Buildings from the Brentwood
mail facility, to the Congressional office build-
ings, to NBC headquarters had to cease oper-
ations.

The threat of bioterrorism did not end in
September of 2001. As recently as April 22nd
of this year in Tacoma, WA, we had a bioter-
rorism scare. A white powder was found in
two envelopes, and 94 people had to be evac-
uated from a mail distribution facility. Initial
tests of the powder tested positive for bio-
toxins that cause bubonic plague or botulism.
Four people at the facility had to be decon-
taminated. The same day, a suspicious pow-
der was found in a Federal Express cargo
area at Southwest Florida International Airport,
in Fort Myers, FL. Six people were taken to a
hospital for possible decontamination, includ-
ing one who suffered burning eyes and nose.

We are presently faced with the threat of a
worldwide SARS outbreak. The inability of
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many foreign countries to adequately deal with
that outbreak raises questions about our own
preparedness. What about other infectious dis-
eases like tuberculosis? There are many ail-
ments that our medical professionals are
struggling to control. We must do better in the
ares of biological weapons.

The ease with which biological weapons can
be manufactured is also a danger. The equip-
ment and ingredients needed to manufacture
many biological agents can be purchased over
the Internet. Additionally, as our failure to ap-
prehend those responsible for the 2001 an-
thrax attacks illustrates, biological terrorists
can operate with more secrecy than traditional
terrorists.

Positive strides have been made in the var-
ious biochemical fields. We have improved our
ability to secure our borders and prevent
deadly materials from entering our country.
However, it is unrealistic to expect no biologi-
cal weapons to enter the United States. Last
year alone 30 million tons of cocaine was
smuggled into the United States. If we can't
stop 30 million tons of cocaine from crossing
our borders, how can we expect to stop a vial
filled with anthrax, botulism, or smallpox? A
vial that could kill hundreds or possibly thou-
sands.

To adequately protect our homeland from
bioterrorist attacks we must address these and
many other concerns in the Project Bioshield
bill. The provisions of Project Bioshield provide
a good start to protecting Americans from a
bioterrorist attack but work remains. Presently
Project Bioshield’s provisions grant the Na-
tional Institutes of Health new powers, through
grants and contract awards, to speed effective
research and development efforts on bioter-
rorism countermeasures. Project Bioshield
also creates a long-term funding mechanism
for the development of medical counter-
measures, and empowers the government to
purchase safe and effective vaccines. Finally,
Project Bioshield authorizes the Food and
Drug Administration use promising, yet
uncertified, biological treatments in the case of
emergencies.

The research, development, and procure-
ment provisions of the Project Bioshield bill
are instrumental to the development of coun-
termeasures for protecting our communities.
The development of effective vaccines will
mean the difference between life and death.
There needs to be research and development
participation from diverse institutions nation-
wide, so that the expertise of as many biologi-
cal and chemical industry leaders can be uti-
lized. During markup of this legislation in the
Select Committee on Homeland Security, | ne-
gotiated the inclusion of language to ensure
that Historically Black Colleges and Univer-
sities, and institutions serving large popu-
lations of Native Americans, Hispanic Ameri-
cans, and Asian Pacific Americans are mean-
ingfully aware of research and development
grants. Provisions such as this not only in-
clude diverse scientists in the research and
development process, they facilitate dispersal
of information to all communities.

Protecting our communities is the most chal-
lenging and most important responsibility of
the federal Department of Homeland Security,
the House and Senate Select Committees on
Homeland Security, and all Members of this
Congress. An ongoing failure of all agencies
responsible for homeland security is our inabil-
ity to equip our local communities with the
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funds and supplies needed to counter a ter-
rorist attack now. During recent on-site re-
views in Colorado and California, | spoke with
first responders and individuals responsible for
securing our ports. | also organized a briefing
with testimony on the issue of homeland secu-
rity in Houston, TX, in April. During each of
these events, America’'s first responders
echoed the same sentiment: they lack the
funding and equipment to deal with a terrorist
attack.

The Project Bioshield bill is an opportunity
to correct this continuing failure. If is insuffi-
cient to simply research and develop bioter-
rorism countermeasures. We must also get
those countermeasures into the hands of the
health professionals and other first responders
responsible for administering vaccines to the
victims of bioterror attacks. We must not
delay. First responders need these supplies
immediately.

Mr. Speaker, | believe the provision of H.R.
2122, the Project Bioshield bill, are good first
steps in protecting Americans from biological
attacks. However, | feel that our country is still
not safe and that many protections need to be
established to fully protect our communities
from biochemical attacks.

Mr. COX. Mr. Speaker, | yield 2 min-
utes to the gentleman from Arizona
(Mr. SHADEGG), the chairman of the
Subcommittee on Emergency Pre-
paredness and Response.

Mr. SHADEGG. Mr. Speaker, | thank
the gentleman for yielding me this
time.

As a member of both the Select Com-
mittee on Homeland Security and the
Committee on Energy Commerce, | rise
in strong support of H.R. 2122, the
Project BioShield Act.

Mr. Speaker, today, the House takes
an important step toward preparing
our Nation for the threat of bioter-
rorism. Clearly, we are living in a
transformational era. Thirty years ago,
none of us knew what biotechnology or
genomics were, but, today, combined
with our country’s unparalleled leader-
ship in semiconductors and computing
power, we are on the verge of breath-
taking breakthroughs in the field of
bioscience.

Congress has played an important
role not only by doubling the funding
for the National Institutes of Health,
but also by committing $6 billion in fis-
cal year 2003 to develop strategies and
countermeasures to protect the Amer-
ican public from bioterror attacks.

Even though we are in a better posi-
tion in terms of preparedness than we
were just a few months ago prior to the
anthrax attacks here on Capitol Hill,
we have much more to do. Project Bio-
Shield is a critically important step in
that process. In many ways, it will
serve as our Nation’s primary response
to bioterror.

Mr. Speaker, the Subcommittee on
Emergency Preparedness and Response
of the Select Committee on Homeland
Security, which | chair, held several
hearings on this issue; and, during that
process, we learned that having meas-
ures to counter bioterror threats will
actually serve as a deterrent to those
threats, as would-be terrorists see that
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America can be protected against bio-
agents which al Qaeda or other terror-
ists would use against us.

By providing a steady stream of fund-
ing for countermeasures, increased re-
search capability at NIH, and expedited
distribution during emergencies,
project BioShield is a forward-thinking
solution to bioterrorism.

Mr. Speaker, our subcommittee
worked hard on this legislation. | be-
lieve it takes an important step in the
right direction. I commend the full
committee chairman and the other
committees for their work on it, and |
urge my colleagues to support the
Project BioShield Act and to support
H.R. 2122.

Mr. COX. Mr. Speaker, | vyield 1
minute to the gentleman from Florida
(Mr. LINCOLN DiAz-BALART), the chair-
man of the Select Committee on Home-
land Security Subcommittee on Rules.

Mr. LINCOLN DIAZ-BALART of
Florida. Mr. Speaker, | thank the gen-
tleman for yielding me this time.

For years the National Institutes of
Health have served as our Pentagon in
the war against disease. | think Ameri-
cans, as well as people around the
world, have benefited. Now, we must
call upon, and we do so in this impor-
tant piece of legislation, for the NIH to
utilize its expertise and innovation, the
expertise and innovation of all of its
scientists to guard this Nation against
the horrors that a serious biological at-
tack would mean.

We have already seen, Mr. Speaker, a
biological attack on this country. We
know the great damage that it can
cause. So what this legislation is doing
is taking another important step, tak-
ing another important step by this
Congress to protect the Nation from
the great damage that a biological at-
tack would cause.

I thank the gentleman from Cali-
fornia (Chairman Cox) and the entire
committee for its hard work in bring-
ing forth this important piece of legis-
lation today.

Mr. TURNER of Texas. Mr. Speaker,
may | inquire of the time remaining on
both sides?

The SPEAKER pro tempore (Mr.
GILCHREST). The gentleman from Texas
(Mr. TURNER) has 3 minutes remaining.
The time of the gentleman from Cali-
fornia (Mr. Cox) has expired.

Mr. TURNER of Texas. Mr. Speaker,
I yield myself 1¥2 minutes.

Mr. Speaker, let me first commend
the gentleman from California (Chair-
man Cox), along with the gentleman
from Michigan (Mr. DINGELL), the
ranking member, and the gentleman
from Louisiana (Chairman TAUZzIN), the
gentleman from Virginia (Chairman
DAvis), and the gentleman from Cali-
fornia (Mr. WAXMAN) for their excellent
work on putting together this legisla-
tion in a bipartisan way. | know we all
appreciate the work that Secretary
Thompson and Secretary Ridge did on
behalf of the President on this very im-
portant initiative.

I hope that we are successful with
this legislation, and | hope that the de-
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sired result can be accomplished. But |
also want to end with a caution that
the ability of our enemies in the years
ahead to develop, alter, and modify bi-
ological pathogens will be at a level
unknown to us today. | urge all of us to
commit ourselves to the task of devel-
oping the agility and the responsive-
ness that we need to address those
threats that we inevitably will face in
the future.

The Washington Post today spoke in
an editorial entitled ‘““New Bugs’ that
it is important for us to shorten the
time frame from the identification of a
dangerous pathogen to the develop-
ment of a drug or antidote. The short-
ening of this time span will require a
tremendous commitment on the part of
the American people and our govern-
ment, and | hope this step that we take
today will be but a first step in ensur-
ing that we can adequately meet the
biological threat that this Nation will
face in the future.

Mr. Speaker, | yield the balance of
my time to the distinguished gen-
tleman from California (Mr. Cox), the
chairman of the Select Committee on
Homeland Security.

Mr. COX. Mr. Speaker, | thank the
gentleman from Texas for yielding me
the remaining time.

I want to take a moment to say not
only how productive it was to work
with the gentleman from Texas but
what a pleasure it has been, because
both sides of the aisle, the Republicans
and the Democrats, have worked to-
gether, as we should, after September
11 to put our Nation’s security first.

| hope that our Nation never sees the
kind of bioterror attack that we have
been discussing on the floor here today.
It is our job to be prepared against that
eventuality. The legislative steps that
we are taking today, the resources that
we are providing, the intelligence in-
frastructure that we are building, the
stockpile of vaccines and antidotes
that we may requisition under Project
BioShield are all intended to protect
against mass casualties that would re-
sult in the event of a terrorist attack
that we hope to prevent and we hope
never to see in this country.

After September 11, | daresay every
Member of this body determined that
we will win this war against these ter-
rorists. They are not superhuman.
They are individuals. They do not have
infinite capabilities. They have finite
resources. We can find them, we can de-
feat them, and we shall. And we will be
prepared. That is the purpose of this
legislation today. | strongly urge a
vote in support.

Mrs. LOWEY. Mr. Speaker, | support Project
BioShield.

Over the last few months. | have been hav-
ing meetings with local officials, first respond-
ers, hospitals, and school superintendents, to
talk about how we can better prepare for the
unimaginable, improve emergency planning,
implement 21st century communication sys-
tems, and foster better cooperation among
local, state, and federal public health and
safety officials.
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But all of these efforts won't amount to
much if we do not have the right tools to coun-
teract biological, chemical, radiological, or nu-
clear agents, and the diseases caused by
such agents. And that's the crux of this legis-
lation.

With that said, | continue to have some con-
cerns about whether this bill will be enough of
an engine to spur research within the pharma-
ceutical industry and if our public health sys-
tem is prepared and ready to assume the new
products developed by BioShield.

During the drafting process of this bill, a
number of expert witnesses stated that Project
BioShield might not be tempting enough bait
to entice the pharmaceutical industry to bite.
These fears are legitimate. And that is why |
am pleased that the bill includes a provision
allowing the federal government to assume
this work in-hours if private industry does not
or cannot produce countermeasures fast
enough.

On the other hand, if BioShield is success-
ful, which | know we all hope it will be, and
new countermeasures are developed, the suc-
cess of these products depend on our public
health systems’ ability to distribute and deliver
these serums to the general public in a timely,
safe, and orderly fashion. In the case of small-
pox, the cost of vaccinating—roughly $200 per
vaccination because of screening, testing, post
vaccination surveillance, and treatment of ad-
verse reactions—has been a significant im-
pediment to the program. Thus, the key to ef-
fective countermeasures depends on a lot of
factors and costs other than buying counter-
measures and putting them in the Strategic
National Stockpile.

As | have discussed with my colleagues and
Administration officials during both Homeland
Security Committee and Labor HHS Appro-
priations Subcommittee hearings, the bioter-
rorism grants provided through the Centers for
Disease Control and Prevention and Health
Resources Services Administration have not
been adequate, particularly in the context of
the current economy and failing state budgets.
Basic health care programs are starved for
cash for their core public health missions while
also trying to take on treater responsibilities in
the terrorism preparedness arena.

So today, | want to go on record with my
colleagues that we must be prepared to better
invest in our public health network if we truly
want a sound and secure homeland.

Despite these criticisms, the BioShield pro-
posal is a well-intended one, and a vitally im-
portant component in the fight agaisnt ter-
rorism. The reality is: the more counter-
measures we have, the less capable terrorists
will be. And one way or another Project Bio-
Shield is going to make that happen.

Mr. KENNEDY of Rhode Island. Mr. Speak-
er, | rise in support of the BioShield legislation,
and commend the committees for their dili-
gence in meeting the challenge of bioter-
rorism.

While this bill is an important step in ensur-
ing our nation’s preparedness for bioterrorism,
I am concerned that it does not fully meet our
needs. This act does well in raising our de-
fenses against the “bio,” but does nothing to
defend against the “terror.”

Mr. Speaker, the point of all terrorism, in-
cluding bioterrorism, is not primarily to inflict
physical damage, but to undermine our social,
political, and economic vibrancy. Whether ter-
rorists succeed depends not only on our ability
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to prevent or mitigate the physical impact of
their acts, but whether we can prevent or miti-
gate the paralysis, panic, and demoralization
they seek to create.

Tom Kean, Rudolph Giuliani, the National
Academy of Sciences, first responders, and
others have talked about the need to build re-
silience in our communities. Our preparedness
efforts must include plans to ensure that offi-
cials’ communications calm instead of panic.
We need to make sure that the public, first re-
sponders, teachers, and others have the prop-
er information delivered in an appropriate way
about threats, safety measures, and emer-
gency plans. If we do not specifically address
the social and behavioral impacts of terrorism
and the threat of terrorism, the measure we
debate today and our other preparations will
not be as effective as they could be.

| support this bill as component of our de-
fense against biological terrorism, and hope
that we can take the important next step as
well.

Mr. DINGELL. Mr. Speaker, | rise in support
of the Project Bioshield Act of 2003. This leg-
islation reflects bipartisan negotiations that
have significantly improved the language sub-
mitted to us by the Administration. That is a
credit to the Committee on Energy and Com-
merce and to other committees and col-
leagues. | commend the good work of all who
participated in this endeavor.

Project Bioshield is unfortunately a nec-
essary measure in view of the increased risk
of harm to Americans in this era of heightened
threats to our national security. There are no
effective therapies for many of the “select
agents” that have been identified as potential
instrumentalities of terrorism. The basic pur-
pose of Project Bioshield is to support re-
search that will lead to the development and
availability in the Strategic National Stockpile
of “countermeasures” to combat public health
emergencies that threaten our national secu-
rity.

The bill has three basic features: enhanced
countermeasure research; procurement of
countermeasures; and emergency regulatory
authority for approval and use of drugs, bio-
logics, and devices that are qualified counter-
measures. The Committees’ work clarified,
modified, and otherwise improved on the Ad-
ministration’s proposal in each of these areas.

Significantly, the bill before us contains an
additional section that enhances accountability
for actions taken pursuant to Project Bioshield.
Congress will receive comprehensive informa-
tion, not less than annually, on the major ac-
tivities authorized by this act. In addition, the
General Accounting Office and the National
Academy of Sciences will provide reports on
key economic and scientific elements of this
program after it has been in effect for several
years.

Finally, | commend Chairman TAuUzIN of the
Committee on Energy and Commerce and my
other colleagues for deciding to proceed with
an authorization for funding, rather than with
the mandatory appropriation sought by the Ad-
ministration. Bioshield should not automatically
be given a higher priority over other national
security or public health matters.

This is a good bill, and is a worthy continu-
ation of our important, and bipartisan work on
bioterrorism preparedness. | urge all of my
colleagues to vote for this bill.

Mr. NUSSLE. Mr. Speaker, | rise today to
speak on H.R. 2122, the Project BioShield Act
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of 2003. This Act would amend the Public
Health Service Act to authorize appropriations
to procure security countermeasures to treat,
identify, and prevent the public health con-
sequences of bio-terrorism.

Project BioShield has been described by
President Bush as “a key part of our all-out ef-
fort to prepare for the threat of bio-terror.” So
| am pleased that the Project BioShield Act of
2003 will be voted on today in this House.

The framework for this bill was initially es-
tablished in the FY 04 Budget Resolution that
was adopted in April. The budget resolution
set aside $5.593 billion over ten years to es-
tablish a program to accelerate the research,
development and acquisition of biomedical
threat countermeasures. Recognizing the im-
portance of this legislation, it took the some-
what usual step of establishing firewalls
around these funds to ensure they are not
used for any other purpose.

| am very pleased that the bill we are con-
sidering today is consistent with the budget
resolution. It would authorize appropriations of
$5.6 billion for fiscal years 2004 through 2013.
As some of my colleagues may be aware, the
House already passed appropriations for this
bill as part of the Appropriations bill for Energy
and Water. Accordingly, as provided by the
budget resolution, | adjusted the 302(a) alloca-
tion to the Appropriations Committee to ac-
commodate the appropriations for this impor-
tant bill.

| would also like to comment on the funding
mechanism for BioShield. At the time the
budget resolution was adopted, it was unclear
whether this program would be funded through
annual appropriations or with a permanent in-
definite appropriation. Both the Budget and
Appropriations Committees expressed a pref-
erence for subjecting the program to periodic
review of the annual appropriation process.
The Administration preferred a new entitle-
ment that would be automatically funded with-
out further legislative action.

| believe the funding mechanism in this bill
strikes the right balance. It would fund Project
BioShield through what is effectively a multi-
year appropriation that would give the Admin-
istration flexibility in the amount that is obli-
gated in each year. It subjects the program to
periodic Congressional review through the ap-
propriations process but provides the pharma-
ceutical companies that develop the counter-
measures the assurance of future funding.

In conclusion, speaking for myself, and my
colleagues, H.R. 2122 reflects our strongest
support for those necessary efforts to protect
our people and our way of life.

Mr. VAN HOLLEN. Mr. Speaker, | rise today
as the Representative of the Congressional
District that is the intended home of a key
component of the Project Bioshield Act, a
$186 million bio-defense laboratory that is
planned to be built on the northeast corner of
the National Institutes of Health campus in Be-
thesda, Maryland. While | support the Bio-
shield initiative, | have serious concerns about
the proposed location of the bio-defense lab-
oratory.

Many of my constituents have expressed to
me their concerns about the potential safety
risks that the location of this laboratory poses
to our community, and the possibility that it
could become a target for terrorist attacks.
Given that our government determined—even
before this new laboratory was proposed—that
a perimeter fence is required to safeguard the
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buildings and employees at the National Insti-
tutes of Health. | believe a number of ques-
tions must be answered before we proceed
further with the plan to locate the laboratory
on the NIH campus.

| have written to the Director of the National
Institutes of Health and asked him to address
the following issues:

(1) The property of locating this laboratory in
an urban setting like Bethesda, as opposed to
at Fort Detrick, where a bio-safety level 3 lab-
oratory is already under construction;

(2) if located on the Bethesda campus,
whether it can be located centrally on the
campus, either in a new building or by ren-
ovating an existing building and relocating the
offices and laboratories of that building to a
building in the location chosen for Building 33;
and

(3) the precautions that will be taken to en-
sure that, in the event of a terrorist attack or
human error, that any potential risk to our
community presented by the presence of this
laboratory on the Bethesda campus is mini-
mized or eliminated.

Mr. Speaker, | know that all of my col-
leagues in this House are united in our com-
mon effort to combat terrorism. But we owe it
to our constituents to approach this endeavor
carefully. | urge my colleagues and the Admin-
istration to consider all options so that we do
right by all Americans.

Mr. COX. Mr. Speaker, | yield back
the balance of my time.

The SPEAKER pro tempore. Pursu-
ant to the order of the House of Tues-
day, July 15, 2003, the previous question
is ordered on the bill, as amended.

The question is on the engrossment
and third reading of the bill.

The bill was ordered to be engrossed
and read a third time, was read the
third time.

The SPEAKER pro tempore. The
question is on the passage of the bill.
The question was taken; and the

Speaker pro tempore announced that
the ayes appeared to have it.

Mr. COX. Mr. Speaker, on that | de-
mand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, further pro-
ceedings on this question will be post-
poned.

——
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PROVIDING FOR CONSIDERATION
OF H.R. 2691, DEPARTMENT OF
INTERIOR AND RELATED AGEN-
CIES APPROPRIATIONS ACT, 2004

Mr. HASTINGS of Washington. Mr.
Speaker, by direction of the Com-
mittee on Rules, | call up House Reso-
lution 319 and ask for its immediate
consideration.

The Clerk read the resolution, as fol-
lows:

H. REs. 319

Resolved, That at any time after the adop-
tion of this resolution the Speaker may, pur-
suant to clause 2(b) of rule XVIII, declare the
House resolved into the Committee of the
Whole House on the state of the Union for
consideration of the bill (H.R. 2691) making
appropriations for the Department of the In-
terior and related agencies for the fiscal year
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ending September 30, 2004, and for other pur-
poses. The first reading of the bill shall be
dispensed with. All points of order against
consideration of the bill are waived. General
debate shall be confined to the bill and shall
not exceed one hour equally divided and con-
trolled by the chairman and ranking minor-
ity member of the Committee on Appropria-
tions. After general debate the bill shall be
considered for amendment under the five-
minute rule. Points of order against provi-
sions in the bill for failure to comply with
clause 2 of rule XXI are waived except as fol-
lows: page 84, line 21, through page 89; page
90, line 4 through line 9. During consider-
ation of the bill for amendment, the Chair-
man of the Committee of the Whole may ac-
cord priority in recognition on the basis of
whether the Member offering an amendment
has caused it to be printed in the portion of
the Congressional Record designated for that
purpose in clause 8 of rule XVIII. Amend-
ments so printed shall be considered as read.
During consideration of the bill, points of
order against amendments for failure to
comply with clause 2(e) of rule XXI are
waived. At the conclusion of consideration of
the bill for amendment the Committee shall
rise and report the bill to the House with
such amendments as may have been adopted.
The previous question shall be considered as
ordered on the bill and amendments thereto
to final passage without intervening motion
except one motion to recommit with or with-
out instructions.

The SPEAKER pro tempore (Mr.
GILCHREST). The gentleman from Wash-
ington (Mr. HASTINGS) is recognized for
1 hour.

Mr. HASTINGS of Washington. Mr.
Speaker, for the purpose of debate
only, | yield the customary 30 minutes
to the gentlewoman from New York
(Ms. SLAUGHTER), pending which 1 yield
myself such time as | may consume.
During consideration of this resolu-
tion, all time yielded is for the purpose
of debate only.

(Mr. HASTINGS of Washington asked
and was given permission to revise and
extend his remarks.)

Mr. HASTINGS of Washington. Mr.
Speaker, House Resolution 319 is an
open rule providing for the consider-
ation of H.R. 2691, the Department of
Interior and Related Agencies Appro-
priations Act of 2004. The rule provides
for 1 hour of general debate equally di-
vided and controlled by the chairman
and ranking minority member of the
Committee on Appropriations. The rule
waives all points of order against con-
sideration; and under the rules of
House, the bill shall be read for amend-
ment by paragraph.

The rule waives points of order
against provisions in the bill for failure
to comply with clause 2 of rule XXI,
prohibiting unauthorized appropria-
tions or legislative provisions in an ap-
propriations bill, except as specified in
the resolution.

The rule further waives points of
order against amendments for failure
to comply with clause 2(e) of rule XXI,
prohibiting designated emergencies in
reported appropriations bills.

Finally, the rule authorizes the Chair
to accord priority in recognition to
Members who have preprinted their
amendments in the CONGRESSIONAL
RECORD and provides one motion to re-
commit with or without instructions.
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Mr. Speaker, H.R. 2691 provides fund-
ing for the Department of Interior as
well as various agencies and programs
and Departments of Agriculture, En-
ergy, Health and Human Services. H.R.
2691 appropriates $19.6 billion in new
budget authority, which is $186 million
less than last year’s enacted level and
$110 million more than the President’s
request. Almost half of the bill’s fund-
ing finances the Interior Department’s
programs to manage and study the Na-
tion’s animal, plant and mineral re-
sources and support programs bene-
fiting Native Americans.

Among the bill’s many provisions are
several of special interest to residents
of central Washington and my district,
including $2.5 billion for Wildland Fire
Fighting and the National Fire Plan.
This funding will increase firefighting

readiness, hazardous fuels reduction,
and forest health restoration activi-
ties.

As a Member whose district includes
significant Federal land holdings, | am
particularly pleased that payment in
lieu of taxes, or PILT, is funded at $225
million, which is $5 million above the
current enacted level and $25 million
above the administration’s request.

In the area of fisheries management,
the committee is to be commended for
providing $113 million for fisheries, an
increase of nearly $10 million over the
administration’s request, which in-
cludes an increase of $3 million for the
Washington State Hatchery Improve-
ment Project.

It should also be noted that the bill
includes $4.6 million for the Partners of
Fish and Wildlife Program, of which
$1.4 million goes to the Washington Re-
gional Fisheries Enhancement pro-
grams.

Finally, Mr. Speaker, | commend the
gentleman from North Carolina (Mr.
TAYLOR) for his efforts to focus atten-
tion to the critically important task of
maintaining our national parks.

The bill includes $682 million to at-
tack the enormous backlog of badly
needed maintenance at our national
park facilities.

Mr. Speaker, this bill is a bill which
carefully balances a number of impor-
tant objectives, including natural re-
sources protections and providing ac-
cess for the public to our Nation’s
many significant parks and refuges. It
makes real progress in management of
forests, fisheries. And rangeland; and it
does so in a cost-effective way in these
challenging budgetary times.

Accordingly, Mr. Speaker, | urge my
colleagues to support the rule and the

underlying bill.

Mr. Speaker, | reserve the balance of
my time.

Ms. SLAUGHTER. Mr. Speaker, |

yield myself such time as |1 may con-
sume, and | thank the gentleman from
Washington for yielding me the cus-
tomary 30 minutes.

(Ms. SLAUGHTER asked and was
given permission to revise and extend
her remarks.)

Ms. SLAUGHTER. Mr. Speaker,
former President Theodore Roosevelt,
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