§247d-7f

§ 247d-7f. Collaboration and coordination

(a) Limited antitrust exemption

(1) Meetings and consultations to discuss secu-
rity countermeasures, qualified counter-
measures, or qualified pandemic or epi-
demic product development

(A) Authority to conduct meetings and con-
sultations

The Secretary, in coordination with the
Attorney General and the Secretary of
Homeland Security, may conduct meetings
and consultations with persons engaged in
the development of a security counter-
measure (as defined in section 247d-6b of this
title), a qualified countermeasure (as defined
in section 247d-6a of this title), or a qualified
pandemic or epidemic product (as defined in
section 247d-6d of this title) for the purpose
of the development, manufacture, distribu-
tion, purchase, or storage of a counter-
measure or product. The Secretary may con-
vene such meeting or consultation at the re-
quest of the Secretary of Homeland Secu-
rity, the Attorney General, the Chairman of
the Federal Trade Commission (referred to
in this section as the ‘‘Chairman’’), or any
interested person, or upon initiation by the
Secretary. The Secretary shall give prior no-
tice of any such meeting or consultation,
and the topics to be discussed, to the Attor-
ney General, the Chairman, and the Sec-
retary of Homeland Security.

(B) Meeting and consultation conditions

A meeting or consultation conducted
under subparagraph (A) shall—

(i) be chaired or, in the case of a con-
sultation, facilitated by the Secretary;

(ii) be open to persons involved in the de-
velopment, manufacture, distribution, pur-
chase, or storage of a countermeasure or
product, as determined by the Secretary;

(iii) be open to the Attorney General, the
Secretary of Homeland Security, and the
Chairman;

(iv) be limited to discussions involving
covered activities; and

(v) be conducted in such manner as to
ensure that no national security, confiden-
tial commercial, or proprietary informa-
tion is disclosed outside the meeting or
consultation.

(C) Limitation

The Secretary may not require partici-
pants to disclose confidential commercial or
proprietary information.

(D) Transcript

The Secretary shall maintain a complete
verbatim transcript of each meeting or con-
sultation conducted under this subsection.
Such transcript (or a portion thereof) shall
not be disclosed under section 552 of title 5
to the extent that the Secretary, in con-
sultation with the Attorney General and the
Secretary of Homeland Security, determines
that disclosure of such transcript (or portion
thereof) would pose a threat to national se-
curity. The transcript (or portion thereof)
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with respect to which the Secretary has
made such a determination shall be deemed
to be information described in subsection
(b)(3) of such section 552.
(E) Exemption

(i) In general

Subject to clause (ii), it shall not be a
violation of the antitrust laws for any per-
son to participate in a meeting or con-
sultation conducted in accordance with
this paragraph.

(ii) Limitation

Clause (i) shall not apply to any agree-
ment or conduct that results from a meet-
ing or consultation and that is not covered
by an exemption granted under paragraph
.

(2) Submission of written agreements

The Secretary shall submit each written
agreement regarding covered activities that is
made pursuant to meetings or consultations
conducted under paragraph (1) to the Attorney
General and the Chairman for consideration.
In addition to the proposed agreement itself,
any submission shall include—

(A) an explanation of the intended purpose
of the agreement;

(B) a specific statement of the substance of
the agreement;

(C) a description of the methods that will
be utilized to achieve the objectives of the
agreement;

(D) an explanation of the necessity for a
cooperative effort among the particular par-
ticipating persons to achieve the objectives
of the agreement; and

(E) any other relevant information deter-
mined necessary by the Attorney General, in
consultation with the Chairman and the
Secretary.

(3) Exemption for conduct under approved
agreement

It shall not be a violation of the antitrust
laws for a person to engage in conduct in ac-
cordance with a written agreement to the ex-
tent that such agreement has been granted an
exemption under paragraph (4), during the pe-
riod for which the exemption is in effect.

(4) Action on written agreements

(A) In general

The Attorney General, in consultation
with the Chairman, shall grant, deny, grant
in part and deny in part, or propose modi-
fications to an exemption request regarding
a written agreement submitted under para-
graph (2), in a written statement to the Sec-
retary, within 15 business days of the receipt
of such request. An exemption granted under
this paragraph shall take effect imme-
diately.

(B) Extension

The Attorney General may extend the 15-
day period referred to in subparagraph (A)
for an additional period of not to exceed 10
business days.

(C) Determination

An exemption shall be granted regarding a
written agreement submitted in accordance
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with paragraph (2) only to the extent that
the Attorney General, in consultation with
the Chairman and the Secretary, finds that
the conduct that will be exempted will not
have any substantial anticompetitive effect
that is not reasonably necessary for ensur-
ing the availability of the countermeasure
or product involved.
(5) Limitation on and renewal of exemptions

An exemption granted under paragraph (4)
shall be limited to covered activities, and such
exemption shall be renewed (with modifica-
tions, as appropriate, consistent with the find-
ing described in paragraph (4)(C)), on the date
that is 3 years after the date on which the ex-
emption is granted unless the Attorney Gen-
eral in consultation with the Chairman deter-
mines that the exemption should not be re-
newed (with modifications, as appropriate)
considering the factors described in paragraph
4).

(6) Authority to obtain information

Consideration by the Attorney General for
granting or renewing an exemption submitted
under this section shall be considered an anti-
trust investigation for purposes of the Anti-
trust Civil Process Act (156 U.S.C. 1311 et seq.).
(7) Limitation on parties

The use of any information acquired under
an agreement for which an exemption has been
granted under paragraph (4), for any purpose
other than specified in the exemption, shall be
subject to the antitrust laws and any other ap-
plicable laws.

(8) Report

Not later than one year after the date of en-
actment of this Act! and biannually there-
after, the Attorney General and the Chairman
shall report to Congress on the use of the ex-
emption from the antitrust laws provided by
this subsection.

(b) Sunset

The applicability of this section shall expire
after March 31, 2025.
(c) Definitions
In this section:
(1) Antitrust laws
The term ‘‘antitrust laws”—

(A) has the meaning given such term in
subsection (a) of section 12 of title 15, except
that such term includes section 45 of title 15
to the extent such section 45 of title 15 ap-
plies to unfair methods of competition; and

(B) includes any State law similar to the
laws referred to in subparagraph (A).

(2) Countermeasure or product

The term ‘‘countermeasure or product’ re-
fers to a security countermeasure, qualified
countermeasure, or qualified pandemic or epi-
demic product (as those terms are defined in
subsection (a)(1)).

(3) Covered activities
(A) In general
Except as provided in subparagraph (B),
the term ‘‘covered activities’ includes any

1See References in Text note below.

TITLE 42—THE PUBLIC HEALTH AND WELFARE

§247d-7f

activity relating to the development, manu-
facture, distribution, purchase, or storage of
a countermeasure or product.

(B) Exception

The term ‘‘covered activities’ shall not in-
clude, with respect to a meeting or consulta-
tion conducted under subsection (a)(1) or an
agreement for which an exemption has been
granted under subsection (a)(4), the fol-
lowing activities involving 2 or more per-
sons:

(i) Exchanging information among com-
petitors relating to costs, profitability, or
distribution of any product, process, or
service if such information is not reason-
ably necessary to carry out covered activi-
ties—

(I) with respect to a countermeasure or
product regarding which such meeting or
consultation is being conducted; or

(IT) that are described in the agree-
ment as exempted.

(ii) Entering into any agreement or en-
gaging in any other conduct—

(I) to restrict or require the sale, li-
censing, or sharing of inventions, devel-
opments, products, processes, or services
not developed through, produced by, or
distributed or sold through such covered
activities; or

(IT) to restrict or require participation,
by any person participating in such cov-
ered activities, in other research and de-
velopment activities, except as reason-
ably necessary to prevent the misappro-
priation of proprietary information con-
tributed by any person participating in
such covered activities or of the results
of such covered activities.

(iii) Entering into any agreement or en-
gaging in any other conduct allocating a
market with a competitor that is not ex-
pressly exempted from the antitrust laws
under subsection (a)(4).

(iv) Exchanging information among com-
petitors relating to production (other than
production by such covered activities) of a
product, process, or service if such infor-
mation is not reasonably necessary to
carry out such covered activities.

(v) Entering into any agreement or en-
gaging in any other conduct restricting,
requiring, or otherwise involving the pro-
duction of a product, process, or service
that is not expressly exempted from the
antitrust laws under subsection (a)(4).

(vi) Except as otherwise provided in this
subsection, entering into any agreement or
engaging in any other conduct to restrict
or require participation by any person par-
ticipating in such covered activities, in
any unilateral or joint activity that is not
reasonably necessary to carry out such
covered activities.

(vii) Entering into any agreement or en-
gaging in any other conduct restricting or
setting the price at which a counter-
measure or product is offered for sale,
whether by bid or otherwise.
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Editorial Notes
REFERENCES IN TEXT

The Antitrust Civil Process Act, referred to in sub-
sec. (a)(6), is Pub. L. 87-664, Sept. 19, 1962, 76 Stat. 548,
which is classified principally to chapter 34 (§1311 et
seq.) of Title 15, Commerce and Trade. For complete
classification of this Act to the Code, see Short Title
note set out under section 1311 of Title 15 and Tables.

The date of enactment of this Act, referred to in sub-
sec. (a)(8), probably means the date of enactment of
Pub. L. 109-417, which was approved Dec. 19, 2006. This
section was originally enacted as section 405 of Pub. L.
109417, prior to renumbering as section 319L.-1 of act
July 1, 1944, ch. 373.

CODIFICATION

Section was formerly set out as a note under section
247d-6a of this title prior to renumbering by Pub. L.
116-22.

PRIOR PROVISIONS

A prior section 247d-7f, act July 1, 1944, ch. 373, title
II1, §319M, as added Pub. L. 109417, title IV, §402, Dec.
19, 2006, 120 Stat. 2872; amended Pub. L. 113-5, title IV,
§404, Mar. 13, 2013, 127 Stat. 197, which related to Na-
tional Biodefense Science Board and working groups,
was transferred to section 247d-7g of this title.

AMENDMENTS

2024—Subsec. (b). Pub. L. 118-158 substituted ‘‘March
31, 2025 for ‘‘December 31, 2024"".

Pub. L. 11842 substituted ‘December 31, 2024’ for
“March 8, 2024”.

Pub. L. 118-35 substituted ‘‘March 8, 2024 for ‘‘Janu-
ary 19, 2024”.

2023—Subsec. (b). Pub. L. 118-22 substituted ‘‘after
January 19, 2024’ for ‘‘at the end of the 17-year period
that begins on the date of enactment of this Act”.

2019—Subsec. (a)(1)(A). Pub. L. 116-22, §701(e)(1)(A),
substituted ‘“The Secretary, in coordination’ for ‘“‘The
Secretary of Health and Human Services (referred to in
this subsection as the ‘Secretary’), in coordination”
and made technical amendments to references in origi-
nal act which appear in text as references to sections
247d-6b, 247d-6a, and 247d-6d of this title.

Subsec. (b). Pub. L. 116-22, §701(e)(1)(B), substituted
“17-year” for ‘‘12-year’’.

2013—Subsec. (b). Pub. L. 113-5 substituted ‘12-year”
for ‘‘6-year’’.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2013 AMENDMENT

Pub. L. 113-5, title IV, §402(e)(2), Mar. 13, 2013, 127
Stat. 195, provided that: “This subsection [amending
this section] shall take effect as if enacted on Decem-
ber 17, 2012.”

§247d-7g. National Biodefense Science Board
and working groups
(a) In general
(1) Establishment and function

The Secretary shall establish the National
Biodefense Science Board (referred to in this
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section as the ‘““Board’) to provide expert ad-
vice and guidance to the Secretary on sci-
entific, technical and other matters of special
interest to the Department of Health and
Human Services regarding current and future
chemical, biological, nuclear, and radiological
agents, whether naturally occurring, acci-
dental, or deliberate.

(2) Membership

The membership of the Board shall be com-
prised of individuals who represent the Na-
tion’s preeminent scientific, public health, and
medical experts, as follows—

(A) such Federal officials as the Secretary
may determine are necessary to support the
functions of the Board;

(B) four individuals representing the phar-
maceutical, biotechnology, and device indus-
tries;

(C) four individuals representing academia;
and

(D) five other members as determined ap-
propriate by the Secretary, of whom—

(i) one such member shall be a practicing
healthcare professional;

(ii) one such member shall be an indi-
vidual from an organization representing
healthcare consumers;

(iii) one such member shall be an indi-
vidual with pediatric subject matter exper-
tise; and

(iv) one such member shall be a State,
tribal, territorial, or local public health
official.

Nothing in this paragraph shall preclude a
member of the Board from satisfying two or
more of the requirements described in sub-
paragraph (D).

(3) Term of appointment

A member of the Board described in subpara-
graph (B), (C), or (D) of paragraph (2) shall
serve for a term of 3 years, except that the
Secretary may adjust the terms of the initial
Board appointees in order to provide for a
staggered term of appointment for all mem-
bers.

(4) Consecutive appointments; maximum terms

A member may be appointed to serve not
more than 3 terms on the Board and may serve
not more than 2 consecutive terms.

(5) Duties

The Board shall—

(A) advise the Secretary on current and fu-
ture trends, challenges, and opportunities
presented by advances in biological and life
sciences, biotechnology, and genetic engi-
neering with respect to threats posed by nat-
urally occurring infectious diseases and
chemical, biological, radiological, and nu-
clear agents;

(B) at the request of the Secretary, review
and consider any information and findings
received from the working groups estab-
lished under subsection (b);

(C) at the request of the Secretary, provide
recommendations and findings for expanded,
intensified, and coordinated biodefense re-
search and development activities; and
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