
Page 309 TITLE 42—THE PUBLIC HEALTH AND WELFARE § 247d–7e 

tials, licenses, accreditations, or hospital privi-
leges. 

(k) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated $5,000,000 
for each of fiscal years 2019 through 2023. 

(July 1, 1944, ch. 373, title III, § 319I, as added 
Pub. L. 107–188, title I, § 107, June 12, 2002, 116 
Stat. 608; amended Pub. L. 109–417, title III, 
§ 303(b), Dec. 19, 2006, 120 Stat. 2857; Pub. L. 113–5, 
title II, § 203(b)(1), Mar. 13, 2013, 127 Stat. 175; 
Pub. L. 116–22, title II, § 207(a), June 24, 2019, 133 
Stat. 926.)

Editorial Notes 

AMENDMENTS 

2019—Pub. L. 116–22, § 207(a)(1), substituted ‘‘volunteer 
health professional’’ for ‘‘health professions volun-
teers’’ in section catchline. 

Subsec. (a). Pub. L. 116–22, § 207(a)(2), inserted at end 
‘‘Such health care professionals may include members 
of the National Disaster Medical System, members of 
the Medical Reserve Corps, and individual health care 
professionals.’’

Subsec. (i). Pub. L. 116–22, § 207(a)(3), inserted at end 
‘‘In order to inform the development of such mecha-
nisms by States, the Secretary shall make available in-
formation and material provided by States that have 
developed mechanisms to waive the application of li-
censing requirements to applicable health professionals 
seeking to provide medical services during a public 
health emergency. Such information shall be made 
publicly available in a manner that does not com-
promise national security.’’

Subsec. (k). Pub. L. 116–22, § 207(a)(4), substituted 
‘‘2019 through 2023’’ for ‘‘2014 through 2018’’. 

2013—Subsec. (k). Pub. L. 113–5 substituted ‘‘$5,000,000 
for each of fiscal years 2014 through 2018’’ for ‘‘$2,000,000 
for fiscal year 2002, and such sums as may be necessary 
for each of the fiscal years 2003 through 2011’’. 

2006—Subsecs. (a), (b). Pub. L. 109–417, § 303(b)(2), 
added subsecs. (a) and (b) and struck out former sub-
secs. (a) and (b) which related to establishment of a 
verification system and provisions regarding its 
promptness and efficiency. 

Subsec. (c). Pub. L. 109–417, § 303(b)(3), substituted 
‘‘network’’ for ‘‘system’’. 

Subsecs. (d) to (k). Pub. L. 109–417, § 303(b)(1), (4), (5), 
added subsecs. (d) to (i), redesignated former subsecs. 
(e) and (f) as (j) and (k), respectively, substituted ‘‘2011’’ 
for ‘‘2006’’ in subsec. (k), and struck out heading and 
text of former subsec. (d). Text read as follows: ‘‘The 
Secretary may encourage each State to provide legal 
authority during a public health emergency for health 
professionals authorized in another State to provide 
certain health services to provide such health services 
in the State.’’

§ 247d–7c. Supplies and services in lieu of award 
funds 

(a) In general 

Upon the request of a recipient of an award 
under any of sections 247d through 247d–7b of 
this title or section 247d–7d of this title, the Sec-
retary may, subject to subsection (b), provide 
supplies, equipment, and services for the pur-
pose of aiding the recipient in carrying out the 
purposes for which the award is made and, for 
such purposes, may detail to the recipient any 
officer or employee of the Department of Health 
and Human Services. 

(b) Corresponding reduction in payments 

With respect to a request described in sub-
section (a), the Secretary shall reduce the 

amount of payments under the award involved 
by an amount equal to the costs of detailing per-
sonnel and the fair market value of any sup-
plies, equipment, or services provided by the 
Secretary. The Secretary shall, for the payment 
of expenses incurred in complying with such re-
quest, expend the amounts withheld. 

(July 1, 1944, ch. 373, title III, § 319J, as added 
Pub. L. 107–188, title I, § 110, June 12, 2002, 116 
Stat. 611.) 

§ 247d–7d. Security for countermeasure develop-
ment and production 

(a) In general 

The Secretary, in consultation with the Attor-
ney General and the Secretary of Defense, may 
provide technical or other assistance to provide 
security to persons or facilities that conduct de-
velopment, production, distribution, or storage 
of priority countermeasures (as defined in sec-
tion 247d–6(e)(4) of this title). 

(b) Guidelines 

The Secretary may develop guidelines to en-
able entities eligible to receive assistance under 
subsection (a) to secure their facilities against 
potential terrorist attack. 

(July 1, 1944, ch. 373, title III, § 319K, as added 
Pub. L. 107–188, title I, § 124, June 12, 2002, 116 
Stat. 614; amended Pub. L. 116–22, title VII, 
§ 705(a)(2), June 24, 2019, 133 Stat. 964.)

Editorial Notes 

AMENDMENTS 

2019—Subsec. (a). Pub. L. 116–22 substituted ‘‘section 
247d–6(e)(4)’’ for ‘‘section 247d–6(h)(4)’’. 

§ 247d–7e. Biomedical Advanced Research and 
Development Authority 

(a) Definitions 

In this section: 

(1) BARDA 

The term ‘‘BARDA’’ means the Biomedical 
Advanced Research and Development Author-
ity. 

(2) Fund 

The term ‘‘Fund’’ means the Biodefense 
Medical Countermeasure Development Fund 
established under subsection (d). 

(3) Other transactions 

The term ‘‘other transactions’’ means trans-
actions, other than procurement contracts, 
grants, and cooperative agreements. 

(4) Qualified countermeasure 

The term ‘‘qualified countermeasure’’ has 
the meaning given such term in section 
247d–6a of this title. 

(5) Qualified pandemic or epidemic product 

The term ‘‘qualified pandemic or epidemic 
product’’ has the meaning given the term in 
section 247d–6d of this title. 

(6) Advanced research and development 

(A) In general 

The term ‘‘advanced research and develop-
ment’’ means, with respect to a product that 



Page 310TITLE 42—THE PUBLIC HEALTH AND WELFARE§ 247d–7e 

is or may become a qualified counter-
measure or a qualified pandemic or epidemic 
product, activities that predominantly—

(i) are conducted after basic research and 
preclinical development of the product; 
and 

(ii) are related to manufacturing the 
product on a commercial scale and in a 
form that satisfies the regulatory require-
ments under the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. 301 et seq.] or 
under section 262 of this title. 

(B) Activities included 

The term under subparagraph (A) in-
cludes—

(i) testing of the product to determine 
whether the product may be approved, 
cleared, or licensed under the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 
301 et seq.] or under section 262 of this title 
for a use that is or may be the basis for 
such product becoming a qualified coun-
termeasure or qualified pandemic or epi-
demic product, or to help obtain such ap-
proval, clearance, or license; 

(ii) design and development of tests or 
models, including animal models, for such 
testing; 

(iii) activities to facilitate manufacture 
of the product on a commercial scale with 
consistently high quality, as well as to im-
prove and make available new tech-
nologies to increase manufacturing surge 
capacity; 

(iv) activities to support, maintain, and 
improve domestic manufacturing surge ca-
pacity and capabilities, as appropriate, in-
cluding through the utilization of ad-
vanced manufacturing and platform tech-
nologies, to increase the availability of 
products that are or may become qualified 
countermeasures or qualified pandemic or 
epidemic products; 

(v) activities to improve the shelf-life of 
the product or technologies for admin-
istering the product; and 

(vi) such other activities as are part of 
the advanced stages of testing, refinement, 
improvement, manufacturing, or prepara-
tion of the product for such use and as are 
specified by the Secretary. 

(7) Security countermeasure 

The term ‘‘security countermeasure’’ has 
the meaning given such term in section 
247d–6b of this title. 

(8) Research tool 

The term ‘‘research tool’’ means a device, 
technology, biological material (including a 
cell line or an antibody), reagent, animal 
model, computer system, computer software, 
or analytical technique that is developed to 
assist in the discovery, development, or manu-
facture of qualified countermeasures or quali-
fied pandemic or epidemic products. 

(9) Program manager 

The term ‘‘program manager’’ means an in-
dividual appointed to carry out functions 
under this section and authorized to provide 

project oversight and management of strategic 
initiatives. 

(10) Person 

The term ‘‘person’’ includes an individual, 
partnership, corporation, association, entity, 
or public or private corporation, and a Fed-
eral, State, or local government agency or de-
partment. 

(b) Strategic plan for countermeasure research, 
development, and procurement 

(1) In general 

Not later than 6 months after December 19, 
2006, the Secretary shall develop and make 
public a strategic plan to integrate biodefense 
and emerging infectious disease requirements 
with the advanced research and development, 
strategic initiatives for innovation, support 
for domestic manufacturing surge capacity 
and capabilities, and the procurement of quali-
fied countermeasures and qualified pandemic 
or epidemic products. The Secretary shall 
carry out such activities as may be prac-
ticable to disseminate the information con-
tained in such plan to persons who may have 
the capacity to substantially contribute to the 
activities described in such strategic plan. The 
Secretary shall update and incorporate such 
plan as part of the National Health Security 
Strategy described in section 300hh–1 of this 
title. 

(2) Content 

The strategic plan under paragraph (1) shall 
guide—

(A) research and development, conducted 
or supported by the Department of Health 
and Human Services, of qualified counter-
measures and qualified pandemic or epi-
demic products against possible biological, 
chemical, radiological, and nuclear agents 
and to emerging infectious diseases; 

(B) innovation in technologies that may 
assist advanced research and development of 
qualified countermeasures and qualified pan-
demic or epidemic products (such research 
and development referred to in this section 
as ‘‘countermeasure and product advanced 
research and development’’); 

(C) activities to support, maintain, and 
improve domestic manufacturing surge ca-
pacity and capabilities, as appropriate, in-
cluding through the utilization of advanced 
manufacturing and platform technologies, to 
increase the availability of products that are 
or may become qualified countermeasures or 
qualified pandemic or epidemic products; 
and 

(D) procurement of such qualified counter-
measures and qualified pandemic or epi-
demic products by such Department. 

(c) Biomedical Advanced Research and Develop-
ment Authority 

(1) Establishment 

There is established within the Department 
of Health and Human Services the Biomedical 
Advanced Research and Development Author-
ity. 

(2) In general 

Based upon the strategic plan described in 
subsection (b), the Secretary shall coordinate 
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the acceleration of countermeasure and prod-
uct advanced research and development by—

(A) facilitating collaboration between the 
Department of Health and Human Services 
and other Federal agencies, relevant indus-
tries, academia, and other persons, with re-
spect to such advanced research and develop-
ment; 

(B) promoting countermeasure and prod-
uct advanced research and development, in-
cluding through the establishment and 
maintenance of domestic manufacturing 
surge capacity and capabilities, consistent 
with subsection (a)(6)(B)(iv); 

(C) facilitating contacts between inter-
ested persons and the offices or employees 
authorized by the Secretary to advise such 
persons regarding requirements under the 
Federal Food, Drug, and Cosmetic Act [21 
U.S.C. 301 et seq.] and under section 262 of 
this title; and 

(D) promoting innovation to reduce the 
time and cost of countermeasure and prod-
uct advanced research and development. 

(3) Director 

The BARDA shall be headed by a Director 
(referred to in this section as the ‘‘Director’’) 
who shall be appointed by the Secretary and 
to whom the Secretary shall delegate such 
functions and authorities as necessary to im-
plement this section, including the execution 
of procurement contracts, grants, and cooper-
ative agreements pursuant to this section. 

(4) Duties 

(A) Collaboration 

To carry out the purpose described in para-
graph (2)(A), the Secretary shall—

(i) facilitate and increase the expeditious 
and direct communication between the De-
partment of Health and Human Services 
and relevant persons with respect to coun-
termeasure and product advanced research 
and development, including by—

(I) facilitating such communication re-
garding the processes for procuring such 
advanced research and development with 
respect to qualified countermeasures and 
qualified pandemic or epidemic products 
of interest; 

(II) soliciting information about and 
data from research on potential qualified 
countermeasures and qualified pandemic 
or epidemic products and related tech-
nologies; 

(III) facilitating such communication, 
as appropriate, regarding manufacturing 
surge capacity and capabilities with re-
spect to qualified countermeasures and 
qualified pandemic or epidemic products 
to prepare for, or respond to, a public 
health emergency or potential public 
health emergency; and 

(IV) facilitating such communication, 
as appropriate and in a manner that does 
not compromise national security, with 
respect to potential eligibility for the 
material threat medical countermeasure 
priority review voucher program under 
section 565A of the Federal Food, Drug, 
and Cosmetic Act [21 U.S.C. 360bbb–4a];

(ii) at least annually—
(I) convene meetings with representa-

tives from relevant industries, academia, 
other Federal agencies, international 
agencies as appropriate, and other inter-
ested persons; 

(II) sponsor opportunities to dem-
onstrate the operation and effectiveness 
of relevant biodefense countermeasure 
technologies; and 

(III) convene such working groups on 
countermeasure and product advanced 
research and development as the Sec-
retary may determine are necessary to 
carry out this section;

(iii) communicate regularly with entities 
in receipt of an award pursuant to sub-
paragraph (B)(v), and facilitate commu-
nication between such entities and other 
entities in receipt of an award pursuant to 
subparagraph (B)(iv), as appropriate, for 
purposes of planning and response regard-
ing the availability of countermeasures 
and the maintenance of domestic manufac-
turing surge capacity and capabilities, in-
cluding any planned uses of such capacity 
and capabilities in the near- and mid-term, 
and identification of any significant chal-
lenges related to the long-term mainte-
nance of such capacity and capabilities; 
and 

(iv) carry out the activities described in 
section 247d–7f of this title. 

(B) Support advanced research and develop-
ment 

To carry out the purpose described in para-
graph (2)(B), the Secretary shall—

(i) conduct ongoing searches for, and 
support calls for, potential qualified coun-
termeasures and qualified pandemic or epi-
demic products; 

(ii) direct and coordinate the counter-
measure and product advanced research 
and development activities of the Depart-
ment of Health and Human Services; 

(iii) establish strategic initiatives to ac-
celerate countermeasure and product ad-
vanced research and development (which 
may include advanced research and devel-
opment for purposes of fulfilling require-
ments under the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. 301 et seq.] or sec-
tion 262 of this title) and innovation in 
such areas as the Secretary may identify 
as priority unmet need areas; 

(iv) award contracts, grants, cooperative 
agreements, and enter into other trans-
actions, for countermeasure and product 
advanced research and development; and 

(v) award contracts, grants, and coopera-
tive agreements and enter into other 
transactions to support, maintain, and im-
prove domestic manufacturing surge ca-
pacity and capabilities, including through 
supporting flexible or advanced manufac-
turing, to ensure that additional capacity 
is available to rapidly manufacture prod-
ucts that are or may become qualified 
countermeasures or qualified pandemic or 
epidemic products in the event of a public 
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health emergency declaration or signifi-
cant potential for a public health emer-
gency. 

(C) Facilitating advice 

To carry out the purpose described in para-
graph (2)(C) the Secretary shall—

(i) connect interested persons with the 
offices or employees authorized by the 
Secretary to advise such persons regarding 
the regulatory requirements under the 
Federal Food, Drug, and Cosmetic Act [21 
U.S.C. 301 et seq.] and under section 262 of 
this title related to the approval, clear-
ance, or licensure of qualified counter-
measures or qualified pandemic or epi-
demic products; 

(ii) with respect to persons performing 
countermeasure and product advanced re-
search and development funded under this 
section, enable such offices or employees 
to provide to the extent practicable such 
advice in a manner that is ongoing and 
that is otherwise designed to facilitate ex-
peditious development of qualified coun-
termeasures and qualified pandemic or epi-
demic products that may achieve such ap-
proval, clearance, or licensure; and 

(iii) consult with the Commissioner of 
Food and Drugs, pursuant to section 
565(b)(2) of the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. 360bbb–4(b)(2)], to 
ensure that facilities performing manufac-
turing, pursuant to an award under sub-
paragraph (B)(v), are in compliance with 
applicable requirements under such Act 
and this chapter, as appropriate, including 
current good manufacturing practice pur-
suant to section 501(a)(2)(B) of the Food, 
Drug, and Cosmetic Act [21 U.S.C. 
351(a)(2)(B)]; and 

(D) Supporting innovation 

To carry out the purpose described in para-
graph (2)(D), the Secretary may award con-
tracts, grants, and cooperative agreements, 
or enter into other transactions, such as 
prize payments, to promote—

(i) innovation in technologies that may 
assist countermeasure and product ad-
vanced research and development, includ-
ing to improve manufacturing capacities 
and capabilities for medical counter-
measures; 

(ii) research on and development of re-
search tools and other devices and tech-
nologies; and 

(iii) research to promote strategic initia-
tives, such as rapid diagnostics, broad 
spectrum antimicrobials, vaccine-manu-
facturing technologies, dose-sparing tech-
nologies, efficacy-increasing technologies, 
platform technologies, technologies to ad-
minister countermeasures, and tech-
nologies to improve storage and transpor-
tation of countermeasures. 

(E) Medical countermeasures innovation 
partner 

(i) In general 

To support the purposes described in 
paragraph (2), the Secretary, acting 

through the Director of BARDA, may 
enter into an agreement (including 
through the use of grants, contracts, coop-
erative agreements, or other transactions 
as described in paragraph (5)) with an inde-
pendent, nonprofit entity to—

(I) foster and accelerate the develop-
ment and innovation of medical counter-
measures and technologies that may as-
sist advanced research and the develop-
ment of qualified countermeasures and 
qualified pandemic or epidemic products, 
including through the use of strategic 
venture capital practices and methods; 

(II) promote the development of new 
and promising technologies that address 
urgent medical countermeasure needs, as 
identified by the Secretary; 

(III) address unmet public health needs 
that are directly related to medical 
countermeasure requirements, such as 
novel antimicrobials for multidrug re-
sistant organisms and multiuse platform 
technologies for diagnostics, prophy-
laxis, vaccines, and therapeutics; and 

(IV) provide expert consultation and 
advice to foster viable medical counter-
measure innovators, including helping 
qualified countermeasure innovators 
navigate unique industry challenges 
with respect to developing chemical, bio-
logical, radiological, and nuclear coun-
termeasure products. 

(ii) Eligibility 

(I) In general 

To be eligible to enter into an agree-
ment under clause (i) an entity shall—

(aa) be an independent, nonprofit en-
tity; 

(bb) have a demonstrated record of 
being able to create linkages between 
innovators and investors and leverage 
such partnerships and resources for the 
purpose of addressing identified stra-
tegic needs of the Federal Government; 

(cc) have experience in promoting 
novel technology innovation; 

(dd) be problem-driven and solution-
focused based on the needs, require-
ments, and problems identified by the 
Secretary under clause (iv); 

(ee) demonstrate the ability, or the 
potential ability, to promote the devel-
opment of medical countermeasure 
products; 

(ff) demonstrate expertise, or the ca-
pacity to develop or acquire expertise, 
related to technical and regulatory 
considerations with respect to medical 
countermeasures; and 

(gg) not be within the Department of 
Health and Human Services.

(II) Partnering experience 

In selecting an entity with which to 
enter into an agreement under clause (i), 
the Secretary shall place a high value on 
the demonstrated experience of the enti-
ty in partnering with the Federal Gov-
ernment to meet identified strategic 
needs. 
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(iii) Not agency 

An entity that enters into an agreement 
under clause (i) shall not be deemed to be 
a Federal agency for any purpose, includ-
ing for any purpose under title 5. 

(iv) Direction 

Pursuant to an agreement entered into 
under this subparagraph, the Secretary, 
acting through the Director of BARDA, 
shall provide direction to the entity that 
enters into an agreement under clause (i). 
As part of this agreement the Director of 
BARDA shall—

(I) communicate the medical counter-
measure needs, requirements, and prob-
lems to be addressed by the entity under 
the agreement; 

(II) develop a description of work to be 
performed by the entity under the agree-
ment; 

(III) provide technical feedback and ap-
propriate oversight over work carried 
out by the entity under the agreement, 
including subsequent development and 
partnerships consistent with the needs 
and requirements set forth in this sub-
paragraph; 

(IV) ensure fair consideration of prod-
ucts developed under the agreement in 
order to maintain competition to the 
maximum practical extent, as applicable 
and appropriate under applicable provi-
sions of this section; and 

(V) ensure, as a condition of the agree-
ment that the entity—

(aa) has in place a comprehensive set 
of policies that demonstrate a commit-
ment to transparency and account-
ability; 

(bb) protects against conflicts of in-
terest through a comprehensive set of 
policies that address potential con-
flicts of interest, ethics, disclosure, 
and reporting requirements; 

(cc) provides monthly accounting on 
the use of funds provided under such 
agreement; and 

(dd) provides on a quarterly basis, re-
ports regarding the progress made to-
ward meeting the identified needs set 
forth in the agreement.

(v) Supplement not supplant 

Activities carried out under this sub-
paragraph shall supplement, and not sup-
plant, other activities carried out under 
this section. 

(vi) No establishment of entity 

To prevent unnecessary duplication and 
target resources effectively, nothing in 
this subparagraph shall be construed to 
authorize the Secretary to establish with-
in the Department of Health and Human 
Services an entity for the purposes of car-
rying out this subparagraph. 

(vii) Transparency and oversight 

Upon request, the Secretary shall pro-
vide to Congress the information provided 
to the Secretary under clause (iv)(V)(dd). 

(viii) Independent evaluation 

Not later than 4 years after December 13, 
2016, the Comptroller General of the 
United States shall conduct an inde-
pendent evaluation, and submit to the Sec-
retary and the appropriate committees of 
Congress a report, concerning the activi-
ties conducted under this subparagraph. 
Such report shall include recommenda-
tions with respect to any agreement or ac-
tivities carried out pursuant to this sub-
paragraph. 

(ix) Sunset 

This subparagraph shall have no force or 
effect after September 30, 2028. 

(F) Strategic initiatives 

The Secretary, acting through the Direc-
tor of BARDA, may implement strategic ini-
tiatives, including by building on existing 
programs and by awarding contracts, grants, 
and cooperative agreements, or entering 
into other transactions, to support innova-
tive candidate products in preclinical and 
clinical development that address priority, 
naturally occurring and man-made threats 
that, as determined by the Secretary, pose a 
significant level of risk to national security 
based on the characteristics of a chemical, 
biological, radiological or nuclear threat, or 
existing capabilities to respond to such a 
threat (including medical response and 
treatment capabilities and manufacturing 
infrastructure). Such initiatives shall accel-
erate and support the advanced research, de-
velopment, and procurement of counter-
measures and products, as applicable, to ad-
dress areas including—

(i) chemical, biological, radiological, or 
nuclear threats, including emerging infec-
tious diseases, for which insufficient ap-
proved, licensed, or authorized counter-
measures exist, or for which such threat, 
or the result of an exposure to such threat, 
may become resistant to countermeasures 
or existing countermeasures may be ren-
dered ineffective; 

(ii) threats that consistently exist or 
continually circulate and have a signifi-
cant potential to become a pandemic, such 
as pandemic influenza, which may include 
the advanced research and development, 
manufacturing, and appropriate stock-
piling of qualified pandemic or epidemic 
products, and products, technologies, or 
processes to support the advanced research 
and development of such countermeasures 
(including multiuse platform technologies 
for diagnostics, vaccines, and therapeutics; 
virus seeds; clinical trial lots; novel virus 
strains; and antigen and adjuvant mate-
rial); and 

(iii) threats that may result primarily or 
secondarily from a chemical, biological, 
radiological, or nuclear agent, or emerging 
infectious diseases, and which may present 
increased treatment complications such as 
the occurrence of resistance to available 
countermeasures or potential counter-
measures, including antimicrobial resist-
ant pathogens. 
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(G) Annual reports by award recipients 

As a condition of receiving an award under 
subparagraph (B)(v), a recipient shall de-
velop and submit to the Secretary annual re-
ports related to the maintenance of such ca-
pacity and capabilities, including ensuring 
that such capacity and capabilities are able 
to support the rapid manufacture of counter-
measures as required by the Secretary. 

(5) Transaction authorities 

(A) Other transactions 

(i) In general 

The Secretary shall have the authority 
to enter into other transactions (as defined 
in subsection (a)(3)) under this subsection. 

(ii) Limitations on authority 

(I) In general 

To the maximum extent practicable, 
competitive procedures shall be used 
when entering into transactions to carry 
out projects under this subsection. 

(II) Written determinations required 

The authority of this subparagraph 
may be exercised for a project that is ex-
pected to cost the Department of Health 
and Human Services in excess of 
$100,000,000 only upon a written deter-
mination by the Assistant Secretary for 
Financial Resources, that the use of such 
authority is essential to promoting the 
success of the project. The authority of 
the Assistant Secretary for Financial 
Resources under this subclause may not 
be delegated. 

(iii) Authority during a public health emer-
gency 

(I) In general 

Notwithstanding clause (ii), the Sec-
retary, shall, to the maximum extent 
practicable, use competitive procedures 
when entering into transactions to carry 
out projects under this subsection for 
purposes of a public health emergency 
declared by the Secretary under section 
247d of this title. Any such transactions 
entered into during such public health 
emergency shall not be terminated sole-
ly due to the expiration of such public 
health emergency, if such public health 
emergency ends before the completion of 
the terms of such agreement. 

(II) Report 

After the expiration of the public 
health emergency declared by the Sec-
retary under section 247d of this title, 
the Secretary shall provide a report to 
the Committee on Health, Education, 
Labor, and Pensions of the Senate and 
the Committee on Energy and Commerce 
of the House of Representatives regard-
ing the use of any funds pursuant to the 
authority under subclause (I), including 
any outcomes, benefits, and risks associ-
ated with the use of such funds, and a de-
scription of the reasons for the use of 
such authority for the project or 
projects. 

(iv) Guidelines 

The Secretary shall establish guidelines 
regarding the use of the authority under 
clause (i). Such guidelines shall include 
auditing requirements. 

(B) Expedited authorities 

(i) In general 

In awarding contracts, grants, and coop-
erative agreements, and in entering into 
other transactions under subparagraph (B) 
or (D) of paragraph (4), the Secretary shall 
have the expedited procurement authori-
ties, the authority to expedite peer review, 
and the authority for personal services 
contracts, supplied by subsections (b), (c), 
and (d) of section 247d–6a of this title. 

(ii) Application of provisions 

Provisions in such section 247d–6a of this 
title that apply to such authorities and 
that require institution of internal con-
trols, limit review, provide for Federal 
Tort Claims Act coverage of personal serv-
ices contractors, and commit decisions to 
the discretion of the Secretary shall apply 
to the authorities as exercised pursuant to 
this paragraph. 

(iii) Authority to limit competition 

For purposes of applying section 
247d–6a(b)(1)(D) of this title to this para-
graph, the phrase ‘‘BioShield Program 
under the Project BioShield Act of 2004’’ 
shall be deemed to mean the counter-
measure and product advanced research 
and development program under this sec-
tion. 

(iv) Availability of data 

The Secretary shall require that, as a 
condition of being awarded a contract, 
grant, cooperative agreement, or other 
transaction under subparagraph (B) or (D) 
of paragraph (4), a person make available 
to the Secretary on an ongoing basis, and 
submit upon request to the Secretary, all 
data related to or resulting from counter-
measure and product advanced research 
and development carried out pursuant to 
this section. 

(C) Advance payments; advertising 

The Secretary may waive the require-
ments of section 3324(a) of title 31 or section 
6101 of title 41 upon the determination by 
the Secretary that such waiver is necessary 
to obtain countermeasures or products under 
this section. 

(D) Milestone-based payments allowed 

In awarding contracts, grants, and cooper-
ative agreements, and in entering into other 
transactions, under this section, the Sec-
retary may use milestone-based awards and 
payments. 

(E) Foreign nationals eligible 

The Secretary may under this section 
award contracts, grants, and cooperative 
agreements to, and may enter into other 
transactions with, highly qualified foreign 
national persons outside the United States, 
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1 So in original. Probably should be ‘‘paragraph (4)(B)(v),’’. 

alone or in collaboration with American par-
ticipants, when such transactions may inure 
to the benefit of the American people. 

(F) Establishment of research centers 

The Secretary may assess the feasibility 
and appropriateness of establishing, through 
contract, grant, cooperative agreement, or 
other transaction, an arrangement with an 
existing research center in order to achieve 
the goals of this section. If such an agree-
ment is not feasible and appropriate, the 
Secretary may establish one or more feder-
ally-funded research and development cen-
ters, or university-affiliated research cen-
ters, in accordance with section 3304(a)(3) of 
title 41. 

(G) Government purpose 

In awarding contracts, grants, and cooper-
ative agreements under this section, the 
Secretary shall provide a clear statement of 
defined Government purpose related to ac-
tivities included in subsection (a)(6)(B) for a 
qualified countermeasure or qualified pan-
demic or epidemic product. 

(H) Supporting warm-base and surge capac-
ity and capabilities 

Pursuant to an award under subparagraph 
(B)(v),1 the Secretary may make payments 
for activities necessary to maintain domes-
tic manufacturing surge capacity and capa-
bilities supported under such award to en-
sure that such capacity and capabilities are 
able to support the rapid manufacture of 
countermeasures as required by the Sec-
retary to prepare for, or respond to, an exist-
ing or potential public health emergency or 
otherwise address threats that pose a signifi-
cant level of risk to national security. The 
Secretary may support the utilization of 
such capacity and capabilities under awards 
for countermeasure and product advanced 
research and development, as appropriate, to 
provide for the maintenance of such capac-
ity and capabilities. 

(6) At-risk individuals 

In carrying out the functions under this sec-
tion, the Secretary may give priority to the 
advanced research and development of quali-
fied countermeasures and qualified pandemic 
or epidemic products that are likely to be safe 
and effective with respect to children, preg-
nant women, older adults, and other at-risk 
individuals with relevant characteristics that 
warrant consideration during the process of 
researching and developing such counter-
measures and products. 

(7) Personnel authorities 

(A) Specially qualified scientific and profes-
sional personnel 

(i) In general 

In addition to any other personnel au-
thorities, the Secretary may—

(I) without regard to those provisions 
of title 5 governing appointments in the 
competitive service, appoint highly 

qualified individuals to scientific or pro-
fessional positions in BARDA, such as 
program managers, to carry out this sec-
tion; and 

(II) compensate them in the same man-
ner and subject to the same terms and 
conditions in which individuals ap-
pointed under section 9903 of such title 
are compensated, 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. 

(ii) Manner of exercise of authority 

The authority provided for in this sub-
paragraph shall be exercised subject to the 
same limitations described in section 
247d–6a(e)(2) of this title. 

(iii) Term of appointment 

The term limitations described in sec-
tion 9903(c) of title 5 shall apply to ap-
pointments under this subparagraph, ex-
cept that the references to the ‘‘Sec-
retary’’ and to the ‘‘Department of De-
fense’s national security missions’’ shall 
be deemed to be to the Secretary of Health 
and Human Services and to the mission of 
the Department of Health and Human 
Services under this section. 

(B) Special consultants 

In carrying out this section, the Secretary 
may appoint special consultants pursuant to 
section 209(f) of this title. 

(C) Limitation 

(i) In general 

The Secretary may hire up to 100 highly 
qualified individuals, or up to 50 percent of 
the total number of employees, whichever 
is less, under the authorities provided for 
in subparagraphs (A) and (B). 

(ii) Report 

The Secretary shall report to Congress 
on a biennial basis on the implementation 
of this subparagraph. 

(d) Fund 

(1) Establishment 

There is established the Biodefense Medical 
Countermeasure Development Fund, which 
shall be available to carry out this section in 
addition to such amounts as are otherwise 
available for this purpose. 

(2) Funding 

To carry out the purposes of this section, 
there is authorized to be appropriated to the 
Fund $611,700,000 for each of fiscal years 2019 
through 2023, such amounts to remain avail-
able until expended. 

(e) Inapplicability of certain provisions 

(1) Disclosure 

(A) Nondisclosure of information 

(i) In general 

Information described in clause (ii) shall 
be deemed to be information described in 
section 552(b)(3) of title 5. 
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(ii) Information described 

The information described in this clause 
is information relevant to programs of the 
Department of Health and Human Services 
that could compromise national security 
and reveal significant and not otherwise 
publicly known vulnerabilities of existing 
medical or public health defenses against 
chemical, biological, radiological, or nu-
clear threats, and is comprised of—

(I) specific technical data or scientific 
information that is created or obtained 
during the countermeasure and product 
advanced research and development car-
ried out under subsection (c); 

(II) information pertaining to the loca-
tion security, personnel, and research 
materials and methods of high-contain-
ment laboratories conducting research 
with select agents, toxins, or other 
agents with a material threat deter-
mination under section 247d–6b(c)(2) of 
this title; or 

(III) security and vulnerability assess-
ments. 

(B) Review 

Information subject to nondisclosure 
under subparagraph (A) shall be reviewed by 
the Secretary every 5 years, or more fre-
quently as determined necessary by the Sec-
retary, to determine the relevance or neces-
sity of continued nondisclosure. 

(C) Reporting 

One year after June 24, 2019, and annually 
thereafter, the Secretary shall report to the 
Committee on Health, Education, Labor, and 
Pensions of the Senate and the Committee 
on Energy and Commerce of the House of 
Representatives on the number of instances 
in which the Secretary has used the author-
ity under this subsection to withhold infor-
mation from disclosure, as well as the na-
ture of any request under section 552 of title 
5 that was denied using such authority. 

(D) Sunset 

This paragraph shall cease to have force or 
effect after March 31, 2025. 

(2) Review 

Notwithstanding section 1013 of title 5, a 
working group of BARDA under this section 
and the National Biodefense Science Board 
under section 247d–7g of this title shall each 
terminate on the date that is 5 years after the 
date on which each such group or Board, as ap-
plicable, was established. Such 5-year period 
may be extended by the Secretary for one or 
more additional 5-year periods if the Secretary 
determines that any such extension is appro-
priate. 

(f) Independent evaluation 

(1) In general 

Not later than 180 days after December 29, 
2022, the Comptroller General of the United 
States shall conduct an independent evalua-
tion of the activities carried out to facilitate 
flexible manufacturing capacity pursuant to 
this section. 

(2) Report 

Not later than 1 year after December 29, 
2022, the Comptroller General of the United 
States shall submit to the appropriate com-
mittees of Congress a report concerning the 
results of the evaluation conducted under 
paragraph (1). Such report shall review and as-
sess—

(A) the extent to which flexible manufac-
turing capacity under this section is dedi-
cated to chemical, biological, radiological, 
and nuclear threats; 

(B) the activities supported by flexible 
manufacturing initiatives; 

(C) the ability of flexible manufacturing 
activities carried out under this section to—

(i) secure and leverage leading technical 
expertise with respect to countermeasure 
advanced research, development, and man-
ufacturing processes; and 

(ii) meet the surge manufacturing capac-
ity needs presented by novel and emerging 
threats, including chemical, biological, ra-
diological, and nuclear agents; and

(D) plans for the near-, mid-, and long-
term sustainment of manufacturing activi-
ties carried out under this section, including 
such activities pursuant to subsection 
(c)(5)(H), specific actions to regularly assess 
the ability of recipients of an award under 
subsection (c)(4)(B)(v) to rapidly manufac-
ture countermeasures as required by the 
Secretary, and recommendations to address 
challenges, if any, related to such activities. 

(July 1, 1944, ch. 373, title III, § 319L, as added 
Pub. L. 109–417, title IV, § 401, Dec. 19, 2006, 120 
Stat. 2865; amended Pub. L. 113–5, title IV, 
§ 402(a)–(d), (f), Mar. 13, 2013, 127 Stat. 194, 195; 
Pub. L. 114–255, div. A, title III, §§ 3082(b), 3084, 
Dec. 13, 2016, 130 Stat. 1141; Pub. L. 116–22, title 
III, § 303(b), title IV, § 404(a), title V, § 504(b), title 
VI, §§ 601, 602, title VII, § 701(d), (e)(2)(B), (f), 
June 24, 2019, 133 Stat. 935, 948, 951–953, 961; Pub. 
L. 116–136, div. A, title III, § 3301, Mar. 27, 2020, 
134 Stat. 383; Pub. L. 117–286, § 4(a)(228), Dec. 27, 
2022, 136 Stat. 4331; Pub. L. 117–328, div. FF, title 
II, § 2401(a), Dec. 29, 2022, 136 Stat. 5782; Pub. L. 
118–22, div. B, title II, § 203(b), Nov. 17, 2023, 137 
Stat. 120; Pub. L. 118–35, div. B, title I, § 103(b), 
Jan. 19, 2024, 138 Stat. 5; Pub. L. 118–42, div. G, 
title I, § 103(b), Mar. 9, 2024, 138 Stat. 398; Pub. L. 
118–158, div. C, title I, § 3103(b), Dec. 21, 2024, 138 
Stat. 1763.)

Editorial Notes 

REFERENCES IN TEXT 

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsecs. (a)(6)(A)(ii), (B)(i) and (c)(2)(C), (4)(B)(iii), 
(C)(i), (iii), is act June 25, 1938, ch. 675, 52 Stat. 1040, 
which is classified generally to chapter 9 (§ 301 et seq.) 
of Title 21, Food and Drugs. For complete classification 
of this Act to the Code, see section 301 of Title 21 and 
Tables. 

The Federal Tort Claims Act, referred to in subsec. 
(c)(5)(B)(ii), is title IV of act Aug. 2, 1946, ch. 753, 60 
Stat. 842, which was classified principally to chapter 20 
(§§ 921, 922, 931–934, 941–946) of former Title 28, Judicial 
Code and Judiciary. Title IV of act Aug. 2, 1946, was 
substantially repealed and reenacted as sections 1346(b) 
and 2671 et seq. of Title 28, Judiciary and Judicial Pro-
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cedure, by act June 25, 1948, ch. 646, 62 Stat. 992, the 
first section of which enacted Title 28. The Federal 
Tort Claims Act is also commonly used to refer to 
chapter 171 of Title 28, Judiciary and Judicial Proce-
dure. For complete classification of title IV to the 
Code, see Tables. For distribution of former sections of 
Title 28 into the revised Title 28, see Table at the begin-
ning of Title 28. 

CODIFICATION 

In subsec. (c)(5)(C), ‘‘section 6101 of title 41’’ sub-
stituted for ‘‘section 3709 of the Revised Statutes of the 
United States (41 U.S.C. 5)’’ on authority of Pub. L. 
111–350, § 6(c), Jan. 4, 2011, 124 Stat. 3854, which Act en-
acted Title 41, Public Contracts. 

In subsec. (c)(5)(F), ‘‘section 3304(a)(3) of title 41’’ sub-
stituted for ‘‘section 303(c)(3) of the Federal Property 
and Administrative Services Act of 1949 (41 U.S.C. 
253(c)(3))’’ on authority of Pub. L. 111–350, § 6(c), Jan. 4, 
2011, 124 Stat. 3854, which Act enacted Title 41, Public 
Contracts. 

AMENDMENTS 

2024—Subsec. (e)(1)(D). Pub. L. 118–158 substituted 
‘‘March 31, 2025’’ for ‘‘December 31, 2024’’. 

Pub. L. 118–42 substituted ‘‘December 31, 2024’’ for 
‘‘March 8, 2024’’. 

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

2023—Subsec. (e)(1)(D). Pub. L. 118–22 substituted 
‘‘after January 19, 2024’’ for ‘‘on the date that is 17 
years after December 19, 2006’’. 

2022—Subsec. (a)(6)(B)(iv), (v). Pub. L. 117–328, 
§ 2401(a)(1)(A), (B), added cl. (iv) and redesignated 
former cl. (iv) as (v). Former cl. (v) redesignated (vi). 

Subsec. (a)(6)(B)(vi). Pub. L. 117–328, § 2401(a)(1)(A), 
(C), redesignated cl. (v) as (vi) and inserted ‘‘manufac-
turing,’’ after ‘‘improvement,’’. 

Subsec. (b)(1). Pub. L. 117–328, § 2401(a)(2)(A), inserted 
‘‘support for domestic manufacturing surge capacity 
and capabilities,’’ after ‘‘initiatives for innovation,’’. 

Subsec. (b)(2)(C), (D). Pub. L. 117–328, § 2401(a)(2)(B), 
added subpar. (C) and redesignated former subpar. (C) 
as (D). 

Subsec. (c)(2)(B). Pub. L. 117–328, § 2401(a)(3)(A), in-
serted ‘‘, including through the establishment and 
maintenance of domestic manufacturing surge capacity 
and capabilities, consistent with subsection 
(a)(6)(B)(iv)’’ after ‘‘development’’. 

Subsec. (c)(4)(A)(i)(III), (IV). Pub. L. 117–328, 
§ 2401(a)(3)(B)(i)(I), added subcls. (III) and (IV). 

Subsec. (c)(4)(A)(iii), (iv). Pub. L. 117–328, 
§ 2401(a)(3)(B)(i)(II)–(IV), added cl. (iii) and redesignated 
former cl. (iii) as (iv). 

Subsec. (c)(4)(B)(v). Pub. L. 117–328, § 2401(a)(3)(B)(ii), 
added cl. (v). 

Subsec. (c)(4)(C)(iii). Pub. L. 117–328, 
§ 2401(a)(3)(B)(iii), added cl. (iii). 

Subsec. (c)(4)(D)(i). Pub. L. 117–328, § 2401(a)(3)(B)(iv), 
inserted ‘‘, including to improve manufacturing capac-
ities and capabilities for medical countermeasures’’ 
after ‘‘development’’. 

Subsec. (c)(4)(E)(ix). Pub. L. 117–328, § 2401(a)(3)(B)(v), 
substituted ‘‘2028’’ for ‘‘2023’’. 

Subsec. (c)(4)(G). Pub. L. 117–328, § 2401(a)(3)(B)(vi), 
added subpar. (G). 

Subsec. (c)(5)(H). Pub. L. 117–328, § 2401(a)(3)(C), added 
subpar. (H). 

Subsec. (e)(2). Pub. L. 117–286 substituted ‘‘section 
1013 of title 5,’’ for ‘‘section 14 of the Federal Advisory 
Committee Act,’’. 

Subsec. (f)(1). Pub. L. 117–328, § 2401(a)(4)(A), sub-
stituted ‘‘Not later than 180 days after December 29, 
2022’’ for ‘‘Not later than 180 days after March 13, 2013’’. 

Subsec. (f)(2). Pub. L. 117–328, § 2401(a)(4)(B)(i), sub-
stituted ‘‘December 29, 2022’’ for ‘‘March 13, 2013’’ in in-
troductory provisions. 

Subsec. (f)(2)(D). Pub. L. 117–328, § 2401(a)(4)(B)(ii)–(C), 
added subpar. (D). 

2020—Subsec. (c)(5)(A)(iii), (iv). Pub. L. 116–136 added 
cl. (iii) and redesignated former cl. (iii) as (iv). 

2019—Subsec. (a)(3). Pub. L. 116–22, § 602(1), struck out 
‘‘, such as the Secretary of Defense may enter into 
under section 2371 of title 10’’ before period at end. 

Subsec. (c)(4)(A)(iii). Pub. L. 116–22, § 701(e)(2)(B), sub-
stituted ‘‘section 247d–7f of this title’’ for ‘‘section 405 
of the Pandemic and All-Hazards Preparedness Act’’. 

Subsec. (c)(4)(D)(iii). Pub. L. 116–22, § 601, substituted 
‘‘platform technologies, technologies to administer 
countermeasures, and technologies to improve storage 
and transportation of countermeasures’’ for ‘‘and plat-
form technologies’’. 

Subsec. (c)(4)(E)(ix). Pub. L. 116–22, § 701(d), sub-
stituted ‘‘2023’’ for ‘‘2022’’. 

Subsec. (c)(4)(F). Pub. L. 116–22, § 404(a), added subpar. 
(F). 

Subsec. (c)(5)(A)(i). Pub. L. 116–22, § 602(2)(A), sub-
stituted ‘‘(as defined in subsection (a)(3)) under this 
subsection’’ for ‘‘under this subsection in the same 
manner as the Secretary of Defense enters into such 
transactions under section 2371 of title 10’’. 

Subsec. (c)(5)(A)(ii)(I). Pub. L. 116–22, § 602(2)(B)(i), 
amended subcl. (I) generally. Prior to amendment, text 
read as follows: ‘‘Subsections (b), (c), and (h) of section 
845 of the National Defense Authorization Act for Fis-
cal Year 1994 (10 U.S.C. 2371 note) shall apply to other 
transactions under this subparagraph as if such trans-
actions were for prototype projects described by sub-
section (a) of such section 845.’’

Subsec. (c)(5)(A)(ii)(II). Pub. L. 116–22, § 602(2)(B)(ii), 
substituted ‘‘$100,000,000’’ for ‘‘$20,000,000’’, ‘‘Assistant 
Secretary for Financial Resources’’ for ‘‘senior pro-
curement executive for the Department (as designated 
for purpose of section 16(c) of the Office of Federal Pro-
curement Policy Act (41 U.S.C. 414(c)))’’, and ‘‘Assistant 
Secretary for Financial Resources under’’ for ‘‘senior 
procurement executive under’’. 

Subsec. (c)(6). Pub. L. 116–22, § 303(b), substituted 
‘‘older adults’’ for ‘‘elderly’’ and inserted ‘‘with rel-
evant characteristics that warrant consideration dur-
ing the process of researching and developing such 
countermeasures and products’’ before period at end. 

Subsec. (d)(2). Pub. L. 116–22, § 504(b), substituted 
‘‘$611,700,000 for each of fiscal years 2019 through 2023’’ 
for ‘‘$415,000,000 for each of fiscal years 2014 through 
2018’’. 

Subsec. (e)(1)(A). Pub. L. 116–22, § 701(f)(1), amended 
subpar. (A) generally. Prior to amendment, text read as 
follows: ‘‘The Secretary shall withhold from disclosure 
under section 552 of title 5 specific technical data or 
scientific information that is created or obtained dur-
ing the countermeasure and product advanced research 
and development carried out under subsection (c) that 
reveals significant and not otherwise publicly known 
vulnerabilities of existing medical or public health de-
fenses against biological, chemical, nuclear, or radio-
logical threats. Such information shall be deemed to be 
information described in section 552(b)(3) of title 5.’’

Subsec. (e)(1)(C). Pub. L. 116–22, § 701(f)(3), added sub-
par. (C). Former subpar. (C) redesignated (D). 

Subsec. (e)(1)(D). Pub. L. 116–22, § 701(f)(2), (4), redesig-
nated subpar. (C) as (D) and substituted ‘‘17’’ for ‘‘12’’. 

2016—Subsec. (c)(3). Pub. L. 114–255, § 3082(b), inserted 
‘‘, including the execution of procurement contracts, 
grants, and cooperative agreements pursuant to this 
section’’ before period at end. 

Subsec. (c)(4)(E). Pub. L. 114–255, § 3084, added subpar. 
(E). 

2013—Subsec. (c)(4)(B)(iii). Pub. L. 113–5, § 402(a)(1), in-
serted ‘‘(which may include advanced research and de-
velopment for purposes of fulfilling requirements under 
the Federal Food, Drug, and Cosmetic Act or section 
262 of this title)’’ after ‘‘research and development’’. 

Subsec. (c)(4)(D)(iii). Pub. L. 113–5, § 402(a)(2), sub-
stituted ‘‘vaccine-manufacturing technologies, dose-
sparing technologies, efficacy-increasing technologies, 
and platform technologies’’ for ‘‘and vaccine manufac-
turing technologies’’. 

Subsec. (c)(5)(G). Pub. L. 113–5, § 402(b), added subpar. 
(G). 
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Subsec. (d)(2). Pub. L. 113–5, § 402(c), amended par. (2) 
generally. Prior to amendment, text read as follows: 
‘‘To carry out the purposes of this section, there are 
authorized to be appropriated to the Fund—

‘‘(A) $1,070,000,000 for fiscal years 2006 through 2008, 
the amounts to remain available until expended; and 

‘‘(B) such sums as may be necessary for subsequent 
fiscal years, the amounts to remain available until 
expended.’’
Subsec. (e)(1)(C). Pub. L. 113–5, § 402(d), substituted 

‘‘12 years’’ for ‘‘7 years’’. 
Subsec. (f). Pub. L. 113–5, § 402(f), added subsec. (f).

Executive Documents 

EX. ORD. NO. 13887. MODERNIZING INFLUENZA VACCINES IN 
THE UNITED STATES TO PROMOTE NATIONAL SECURITY 
AND PUBLIC HEALTH 

Ex. Ord. No. 13887, Sept. 19, 2019, 84 F.R. 49935, pro-
vided: 

By the authority vested in me as President by the 
Constitution and the laws of the United States of 
America, including section 301 of title 3, United States 
Code, it is hereby ordered as follows: 

SECTION 1. Findings. (a) Influenza viruses are con-
stantly changing as they circulate globally in humans 
and animals. Relatively minor changes in these viruses 
cause annual seasonal influenza outbreaks, which re-
sult in millions of illnesses, hundreds of thousands of 
hospitalizations, and tens of thousands of deaths each 
year in the United States. Periodically, new influenza 
A viruses emerge from animals, including birds and 
pigs, that can spread efficiently and have sustained 
transmission among humans. This situation is called 
an influenza pandemic (pandemic). Unlike seasonal in-
fluenza, a pandemic has the potential to spread rapidly 
around the globe, infect higher numbers of people, and 
cause high rates of illness and death in populations 
that lack prior immunity. While it is not possible to 
predict when or how frequently a pandemic may occur, 
there have been 4 pandemics in the last 100 years. The 
most devastating pandemic occurred in 1918–1919 and is 
estimated to have killed more than 50 million people 
worldwide, including 675,000 Americans. 

(b) Vaccination is the most effective defense against 
influenza. Despite recommendations by the Centers for 
Disease Control and Prevention (CDC) that nearly 
every American should receive the influenza vaccine 
annually, however, seasonal influenza vaccination lev-
els in the United States have currently reached only 
about 45 percent of CDC goals. 

(c) All influenza vaccines presently in use have been 
developed for circulating or anticipated influenza vi-
ruses. These vaccines must be reformulated for each in-
fluenza season as well as in the event of a pandemic. 
Additional research is needed to develop influenza vac-
cines that provide more effective and longer-lasting 
protection against many or all influenza viruses. 

(d) The current domestic enterprise for manufac-
turing influenza vaccines has critical shortcomings. 
Most influenza vaccines are made in chicken eggs, 
using a 70-year-old process that requires months-long 
production timelines, limiting their utility for pan-
demic control; rely on a potentially vulnerable supply 
chain of eggs; require the use of vaccine viruses adapt-
ed for growth in eggs, which could introduce mutations 
of the influenza vaccine virus that may render the final 
product less effective; and are unsuitable for efficient 
and scalable continuous manufacturing platforms. 

(e) The seasonal influenza vaccine market rewards 
manufacturers that deliver vaccines in time for the in-
fluenza season, without consideration of the speed or 
scale of these manufacturers’ production processes. 
This approach is insufficient to meet the response 
needs in the event of a pandemic, which can emerge 
rapidly and with little warning. Because the market 
does not sufficiently reward speed, and because a pan-
demic has the potential to overwhelm or compromise 
essential government functions, including defense and 

homeland security, the Government must take action 
to promote faster and more scalable manufacturing 
platforms. 

SEC. 2. Policy. It is the policy of the United States to 
modernize the domestic influenza vaccine enterprise to 
be highly responsive, flexible, scalable, and more effec-
tive at preventing the spread of influenza viruses. This 
is a public health and national security priority, as in-
fluenza has the potential to significantly harm the 
United States and our interests, including through 
large-scale illness and death, disruption to military op-
erations, and damage to the economy. This order di-
rects actions to reduce the United States’ reliance on 
egg-based influenza vaccine production; to expand do-
mestic capacity of alternative methods that allow 
more agile and rapid responses to emerging influenza 
viruses; to advance the development of new, broadly 
protective vaccine candidates that provide more effec-
tive and longer lasting immunities; and to support the 
promotion of increased influenza vaccine immunization 
across recommended populations. 

SEC. 3. National Influenza Vaccine Task Force. (a) 
There is hereby established a National Influenza Vac-
cine Task Force (Task Force). The Task Force shall 
identify actions to achieve the objectives identified in 
section 2 of this order and monitor and report on the 
implementation and results of those actions. The Task 
Force shall be co-chaired by the Secretary of Defense 
and the Secretary of Health and Human Services, or 
their designees. 

(b) In addition to the Co-Chairs, the Task Force shall 
consist of a senior official from the following executive 
branch departments, agencies, and offices: 

(i) the Department of Defense (DOD); 
(ii) the Department of Justice; 
(iii) the Department of Agriculture; 
(iv) the Department of Veterans Affairs (VA); 
(v) the Department of Homeland Security; 
(vi) the United States Food and Drug Administration; 
(vii) the Centers for Disease Control and Prevention; 
(viii) the National Institutes of Health (NIH); 
(ix) the Centers for Medicare and Medicaid Services 

(CMS); and 
(x) the Biomedical Advanced Research and Develop-

ment Authority (BARDA). 
(c) The Co-Chairs may jointly invite additional Fed-

eral Government representatives, with the consent of 
the applicable executive department, agency, or office 
head, to attend meetings of the Task Force or to be-
come members of the Task Force, as appropriate. 

(d) The staffs of the Department of State, the Office 
of Management and Budget (OMB), the National Secu-
rity Council, the Council of Economic Advisers, the Do-
mestic Policy Council, the National Economic Council, 
and the Office of Science and Technology Policy 
(OSTP) may attend and participate in any Task Force 
meetings or discussions. 

(e) The Task Force may consult with State, local, 
tribal, and territorial government officials and private 
sector representatives, as appropriate and consistent 
with applicable law. 

(f) Within 120 days of the date of this order [Sept. 19, 
2019], the Task Force shall submit a report to the Presi-
dent, through the Assistant to the President for Na-
tional Security Affairs, the Assistant to the President 
for Domestic Policy, the Director of the Office of Man-
agement and Budget, and the Director of the Office of 
Science and Technology Policy. The report shall in-
clude: 

(i) a 5-year national plan (Plan) to promote the use of 
more agile and scalable vaccine manufacturing tech-
nologies and to accelerate development of vaccines 
that protect against many or all influenza viruses; 

(ii) recommendations for encouraging non-profit, aca-
demic, and private-sector influenza vaccine innovation; 
and 

(iii) recommendations for increasing influenza vac-
cination among the populations recommended by the 
CDC and for improving public understanding of influ-
enza risk and informed influenza vaccine decision-mak-
ing. 
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(g) Not later than June 1 of each of the 5 years fol-
lowing submission of the report described in subsection 
(f) of this section, the Task Force shall submit an up-
date on implementation of the Plan and, as appro-
priate, new recommendations for achieving the policy 
objectives set forth in section 2 of this order. 

SEC. 4. Agency Implementation. The heads of executive 
departments and agencies shall also implement the pol-
icy objectives defined in section 2 of this order, con-
sistent with existing authorities and appropriations, as 
follows: 

(a) The Secretary of HHS shall: 
(i) through the Assistant Secretary for Preparedness 

and Response and BARDA: 
(A) estimate the cost of expanding and diversifying 

domestic vaccine-manufacturing capacity to use in-
novative, faster, and more scalable technologies, in-
cluding cell-based and recombinant vaccine manufac-
turing, through cost-sharing agreements with the pri-
vate sector, which shall include an agreed-upon pric-
ing strategy during a pandemic; 

(B) estimate the cost of expanding domestic produc-
tion capacity of adjuvants in order to combine such 
adjuvants with both seasonal and pandemic influenza 
vaccines; 

(C) estimate the cost of expanding domestic fill-
and-finish capacity to rapidly fulfill antigen and ad-
juvant needs for pandemic response; 

(D) estimate the cost of developing, evaluating, and 
implementing delivery systems to augment limited 
supplies of needles and syringes and to enable the 
rapid and large-scale administration of pandemic in-
fluenza vaccines; 

(E) evaluate incentives for the development and 
production of vaccines by private manufacturers and 
public-private partnerships, including, in emergency 
situations, the transfer of technology to public-pri-
vate partnerships—such as the HHS Centers for Inno-
vation and Advanced Development and Manufac-
turing or other domestic manufacturing facilities—in 
advance of a pandemic, in order to be able to ensure 
adequate domestic pandemic manufacturing capacity 
and capability; 

(F) support, in coordination with the DOD, NIH, 
and VA, a suite of clinical studies featuring different 
adjuvants to support development of improved vac-
cines and further expand vaccine supply by reducing 
the dose of antigen required; and 

(G) update, in coordination with other relevant 
public health agencies, the research agenda to dra-
matically improve the effectiveness, efficiency, and 
reliability of influenza vaccine production; 
(ii) through the Director of NIH, provide to the Task 

Force estimated timelines for implementing NIH’s 
strategic plan and research agenda for developing influ-
enza vaccines that can protect individuals over many 
years against multiple types of influenza viruses; 

(iii) through the Commissioner of Food and Drugs: 
(A) further implement vaccine production process 

improvements to reduce the time required for vaccine 
production (e.g., through the use of novel tech-
nologies for vaccine seed virus development and 
through implementation of improved potency and 
sterility assays); 

(B) develop, in conjunction with the CDC, proposed 
alternatives for the timing of vaccine virus selection 
to account for potentially shorter timeframes associ-
ated with non-egg based manufacturing and to facili-
tate vaccines optimally matched to the circulating 
strains; 

(C) further support the conduct, in collaboration 
with the DOD, BARDA, and CDC, of applied scientific 
research regarding developing cell lines and expres-
sion systems that markedly increase the yield of cell-
based and recombinant influenza vaccine manufac-
turing processes; and 

(D) assess, in coordination with BARDA and rel-
evant vaccine manufacturers, the use and potential 
effects of using advanced manufacturing platforms 
for influenza vaccines; 

(iv) through the Director of the CDC: 

(A) expand vaccine effectiveness studies to more 
rapidly evaluate the effectiveness of cell-based and 
recombinant influenza vaccines relative to egg-based 
vaccines; 

(B) explore options to expand the production capac-
ity of cell-based vaccine candidates used by industry; 

(C) develop a plan to expand domestic capacity for 
whole genome characterization of influenza viruses; 

(D) increase influenza vaccine use through en-
hanced communication and by removing barriers to 
vaccination; and 

(E) enhance communication to healthcare providers 
about the performance of influenza vaccines, in order 
to assist them in promoting the most effective vac-
cines for their patient populations; and 

(v) through the Administrator of CMS, examine the 
current legal, regulatory, and policy framework sur-
rounding payment for influenza vaccines and assess 
adoption of domestically manufactured vaccines that 
have positive attributes for pandemic response (such as 
scalability and speed of manufacturing). 

(b) The Secretary of Defense shall: 

(i) provide OMB with a cost estimate for 
transitioning DOD’s annual procurement of influenza 
vaccines to vaccines manufactured both domestically 
and through faster, more scalable, and innovative tech-
nologies; 

(ii) direct, in coordination with the VA, CDC, and 
other components of HHS, the conduct of epidemiolog-
ical studies of vaccine effectiveness to improve knowl-
edge of the clinical effect of the currently licensed in-
fluenza vaccines; 

(iii) use DOD’s network of clinical research sites to 
evaluate the effectiveness of licensed influenza vac-
cines, including methods of boosting their effective-
ness; 

(iv) identify opportunities to use DOD’s vaccine re-
search and development enterprise, in collaboration 
with HHS, to include both early discovery and design of 
influenza vaccines as well as later-stage evaluation of 
candidate influenza vaccines; 

(v) investigate, in collaboration with HHS, alter-
native correlates of immune protection that could fa-
cilitate development of next-generation influenza vac-
cines; 

(vi) direct the conduct of a study to assess the feasi-
bility of using DOD’s advanced manufacturing facility 
for manufacturing cell-based or recombinant influenza 
vaccines during a pandemic; and 

(vii) accelerate, in collaboration with HHS, research 
regarding rapidly scalable prophylactic influenza anti-
body approaches to complement a universal vaccine 
initiative and address gaps in current vaccine coverage. 

(c) The Secretary of VA shall provide OMB with a 
cost estimate for transitioning its annual procurement 
of influenza vaccines to vaccines manufactured both 
domestically and with faster, more scalable, and inno-
vative technologies. 

SEC. 5. Termination. The Task Force shall terminate 
upon direction from the President or, with the approval 
of the President, upon direction from the Task Force 
Co-Chairs. 

SEC. 6. General Provisions. (a) Nothing in this order 
shall be construed to impair or otherwise affect: 

(i) the authority granted by law to an executive de-
partment or agency, or the head thereof; or 

(ii) the functions of the Director of the Office of Man-
agement and Budget relating to budgetary, administra-
tive, or legislative proposals. 

(b) This order shall be implemented consistent with 
applicable law and subject to the availability of appro-
priations. 

(c) This order is not intended to, and does not, create 
any right or benefit, substantive or procedural, enforce-
able at law or in equity by any party against the 
United States, its departments, agencies, or entities, 
its officers, employees, or agents, or any other person. 

DONALD J. TRUMP. 
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§ 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) 

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 
(4). 

(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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