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(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.

(f) Authorization of appropriations

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.

(June 25, 1938, ch. 675, §566, as added Pub. L.
110-85, title VI, §603, Sept. 27, 2007, 121 Stat. 898.)

§ 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”’).

TITLE 21—FOOD AND DRUGS

§360cce

(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.

PART F—NEW ANIMAL DRUGS FOR MINOR USE
AND MINOR SPECIES

§360ccc. Conditional approval of new animal
drugs for minor use and minor species

(a) Application requirements; contents; restric-
tions

(1) Except as provided in paragraph (3) of this
section,! any person may file with the Secretary
an application for conditional approval of a new
animal drug intended for a minor use or a minor
species. Such an application may not be a sup-
plement to an application approved under sec-
tion 360b of this title. Such application must
comply in all respects with the provisions of sec-
tion 360b of this title except sections 360b(a)(4),
360b(b)(2), 360b(c)(1), 360b(c)(2), 360b(c)(3),
360b(d)(1), 360b(e), 360b(h), and 360b(n) of this
title unless otherwise stated in this section, and
any additional provisions of this section. New
animal drugs are subject to application of the

180 in original. Probably should be ‘‘this subsection,”.
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