§360bbb-5

measures. If resources are available to estab-
lish regulatory management plans for eligi-
ble countermeasures that are not security
countermeasures, and if resources are not
available to establish regulatory manage-
ment plans for all eligible countermeasures
for which requests have been submitted, the
Director of the Biomedical Advanced Re-
search and Development Authority, in con-
sultation with the Commissioner, shall pri-
oritize which eligible countermeasures may
receive regulatory management plans.
(g) Annual report

Not later than 180 days after March 13, 2013,
and annually thereafter, the Secretary shall
make publicly available on the Web site of the
Food and Drug Administration a report that de-
tails the countermeasure development and re-
view activities of the Food and Drug Adminis-
tration, including—

(1) with respect to the development of new
tools, standards, and approaches to assess and
evaluate countermeasures—

(A) the identification of the priorities of
the Food and Drug Administration and the
progress made on such priorities; and

(B) the identification of scientific gaps
that impede the development, approval, li-
censure, or clearance of countermeasures for
populations with special clinical needs, in-
cluding children and pregnant women, and
the progress made on resolving these chal-
lenges;

(2) with respect to countermeasures for
which a regulatory management plan has been
agreed upon under subsection (f), the extent to
which the performance targets and goals set
forth in subsection (f)(4)(B) and the regulatory
management plan have been met, including,
for each such countermeasure—

(A) whether the regulatory management
plan was completed within the required
timeframe, and the length of time taken to
complete such plan;

(B) whether the Secretary adhered to the
timely and appropriate response times set
forth in such plan; and

(C) explanations for any failure to meet
such performance targets and goals;

(3) the number of regulatory teams estab-
lished pursuant to subsection (b)(4), the num-
ber of products, classes of products, or tech-
nologies assigned to each such team, and the
number of, type of, and any progress made as
a result of consultations carried out under
subsection (b)(4)(A);

(4) an estimate of resources obligated to
countermeasure development and regulatory
assessment, including—

(A) Center-specific objectives and accom-
plishments; and

(B) the number of full-time equivalent em-
ployees of the Food and Drug Administra-
tion who directly support the review of
countermeasures;

(5) the number of countermeasure applica-
tions and submissions submitted, the number
of countermeasures approved, licensed, or
cleared, the status of remaining submitted ap-

TITLE 21—FOOD AND DRUGS

Page 336

plications and submissions, and the number of
each type of authorization issued pursuant to
section 360bbb-3 of this title;

(6) the number of written requests for a reg-
ulatory management plan submitted under
subsection (f)(3)(A), the number of regulatory
management plans developed, and the number
of such plans developed for security counter-
measures; and

(7) the number, type, and frequency of meet-
ings between the Food and Drug Administra-
tion and—

(A) sponsors of a countermeasure as de-
fined in subsection (a); or

(B) another agency engaged in develop-
ment or management of portfolios for such
countermeasures, including the Centers for

Disease Control and Prevention, the Bio-

medical Advanced Research and Develop-

ment Authority, the National Institutes of

Health, and the appropriate agencies of the

Department of Defense.

(June 25, 1938, ch. 675, §565, as added Pub. L.
109-417, title IV, §404, Dec. 19, 2006, 120 Stat. 2875;
amended Pub. L. 113-5, title III, §§303-306, Mar.
13, 2013, 127 Stat. 185-190.)

AMENDMENTS

2013—Pub. L. 113-5, §304(1), substituted ‘‘Counter-
measure development, review, and technical assist-
ance” for ‘“Technical assistance’ in section catchline.

Pub. L. 113-5, §303, designated existing provisions as
subsec. (b) and inserted heading.

Subsec. (a). Pub. L. 113-5, §303, added subsec. (a).

Subsec. (b). Pub. L. 113-5, §304(2), reenacted heading
without change, substituted ‘‘In order to accelerate the
development, stockpiling, approval, licensure, and
clearance of qualified countermeasures, security coun-
termeasures, and qualified pandemic or epidemic prod-
ucts, the Secretary, in consultation with the Assistant
Secretary for Preparedness and Response, shall— for
““The Secretary, in consultation with the Commissioner
of Food and Drugs, shall’”’, added pars. (1) to (4), and
designated remainder of existing provisions as par. ().

Subsecs. (¢) to (e). Pub. L. 113-5, §304(3), added sub-
secs. (¢) to (e).

Subsec. (f). Pub. L. 113-5, §305, added subsec. (f).

Subsec. (). Pub. L. 113-5, §306, added subsec. (g).

§ 360bbb-5. Critical Path Public-Private Partner-
ships

(a) Establishment

The Secretary, acting through the Commis-
sioner of Food and Drugs, may enter into col-
laborative agreements, to be known as Critical
Path Public-Private Partnerships, with one or
more eligible entities to implement the Critical
Path Initiative of the Food and Drug Adminis-
tration by developing innovative, collaborative
projects in research, education, and outreach for
the purpose of fostering medical product innova-
tion, enabling the acceleration of medical prod-
uct development, manufacturing, and
translational therapeutics, and enhancing medi-
cal product safety.

(b) Eligible entity

In this section, the term ‘‘eligible entity”’
means an entity that meets each of the follow-
ing:
(1) The entity is—

(A) an institution of higher education (as
such term is defined in section 1001 of title
20) or a consortium of such institutions; or



Page 337

(B) an organization described in section
501(c)(3) of title 26 and exempt from tax
under section 501(a) of such title.

(2) The entity has experienced personnel and
clinical and other technical expertise in the
biomedical sciences, which may include grad-
uate training programs in areas relevant to
priorities of the Critical Path Initiative.

(3) The entity demonstrates to the Sec-
retary’s satisfaction that the entity is capable
of—

(A) developing and critically evaluating
tools, methods, and processes—

(i) to increase efficiency, predictability,
and productivity of medical product devel-
opment; and

(ii) to more accurately identify the bene-
fits and risks of new and existing medical
products;

(B) establishing partnerships, consortia,
and collaborations with health care practi-
tioners and other providers of health care
goods or services; pharmacists; pharmacy
benefit managers and purchasers; health
maintenance organizations and other man-
aged health care organizations; health care
insurers; government agencies; patients and
consumers; manufacturers of prescription
drugs, biological products, diagnostic tech-
nologies, and devices; and academic sci-
entists; and

(C) securing funding for the projects of a
Critical Path Public-Private Partnership
from Federal and nonfederal governmental
sources, foundations, and private individ-
uals.

(¢) Funding

The Secretary may not enter into a collabo-
rative agreement under subsection (a) unless the
eligible entity involved provides an assurance
that the entity will not accept funding for a
Critical Path Public-Private Partnership project
from any organization that manufactures or dis-
tributes products regulated by the Food and
Drug Administration unless the entity provides
assurances in its agreement with the Food and
Drug Administration that the results of the
Critical Path Public-Private Partnership project
will not be influenced by any source of funding.

(d) Annual report

Not later than 18 months after September 27,
2007, and annually thereafter, the Secretary, in
collaboration with the parties to each Critical
Path Public-Private Partnership, shall submit a
report to the Committee on Health, Education,
Labor, and Pensions of the Senate and the Com-
mittee on Energy and Commerce of the House of
Representatives—

(1) reviewing the operations and activities of
the Partnerships in the previous year; and
(2) addressing such other issues relating to
this section as the Secretary determines to be
appropriate.
(e) Definition

In this section, the term ‘‘medical product”

includes a drug, a biological product as defined

in section 262 of title 42, a device, and any com-
bination of such products.
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(f) Authorization of appropriations

To carry out this section, there is authorized
to be appropriated $6,000,000 for each of fiscal
years 2013 through 2017.

(June 25, 1938, ch. 675, §566, as added Pub. L.
110-85, title VI, §603, Sept. 27, 2007, 121 Stat. 898;
amended Pub. L. 112-144, title XI, §1102, July 9,
2012, 126 Stat. 1108.)

AMENDMENTS

2012—Subsec. (f). Pub. L. 112-144 amended subsec. (f)
generally. Prior to amendment, text read as follows:
“To carry out this section, there are authorized to be
appropriated $5,000,000 for fiscal year 2008 and such
sums as may be necessary for each of fiscal years 2009
through 2012.”

§ 360bbb-6. Risk communication

(a) Advisory Committee on Risk Communication
(1) In general

The Secretary shall establish an advisory
committee to be known as the ‘‘Advisory Com-
mittee on Risk Communication” (referred to
in this section as the ‘“‘Committee’’).

(2) Duties of Committee

The Committee shall advise the Commis-
sioner on methods to effectively communicate
risks associated with the products regulated
by the Food and Drug Administration.

(3) Members

The Secretary shall ensure that the Com-
mittee is composed of experts on risk commu-
nication, experts on the risks described in sub-
section (b), and representatives of patient,
consumer, and health professional organiza-
tions.

(4) Permanence of Committee

Section 14 of the Federal Advisory Commit-
tee Act shall not apply to the Committee es-
tablished under this subsection.

(b) Partnerships for risk communication
(1) In general

The Secretary shall partner with profes-
sional medical societies, medical schools, aca-
demic medical centers, and other stakeholders
to develop robust and multi-faceted systems
for communication to health care providers
about emerging postmarket drug risks.

(2) Partnerships

The systems developed under paragraph (1)
shall—

(A) account for the diversity among physi-
cians in terms of practice, willingness to
adopt technology, and medical specialty;
and

(B) include the use of existing communica-
tion channels, including electronic commu-
nications, in place at the Food and Drug Ad-
ministration.

(June 25, 1938, ch. 675, §567, as added Pub. L.
110-85, title IX, §917, Sept. 27, 2007, 121 Stat. 960.)

REFERENCES IN TEXT

Section 14 of the Federal Advisory Committee Act,
referred to in subsec. (a)(4), is section 14 of Pub. L.
92-463, which is set out in the Appendix to Title 5, Gov-
ernment Organization and Employees.
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