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ing of, information from Congress or informa-
tion required to be disclosed pursuant to an 
order of a court of the United States. 

(4) Relation to other law 

For purposes of section 552 of title 5, this 
subsection shall be considered a statute de-
scribed in subsection (b)(3)(B) of such section 
552. 

(c) Authority to enter into memoranda of under-
standing for purposes of information ex-
change 

The Secretary may enter into written agree-
ments to provide information referenced in sec-
tion 331(j) of this title to foreign governments 
subject to the following criteria: 

(1) Certification 

The Secretary may enter into a written 
agreement to provide information under this 
subsection to a foreign government only if the 
Secretary has certified such government as 
having the authority and demonstrated ability 
to protect trade secret information from dis-
closure. Responsibility for this certification 
shall not be delegated to any officer or em-
ployee other than the Commissioner of Food 
and Drugs. 

(2) Written agreement 

The written agreement to provide informa-
tion to the foreign government under this sub-
section shall include a commitment by the 
foreign government to protect information ex-
changed under this subsection from disclosure 
unless and until the sponsor gives written per-
mission for disclosure or the Secretary makes 
a declaration of a public health emergency 
pursuant to section 247d of title 42 that is rel-
evant to the information. 

(3) Information exchange 

The Secretary may provide to a foreign gov-
ernment that has been certified under para-
graph (1) and that has executed a written 
agreement under paragraph (2) information 
referenced in section 331(j) of this title in only 
the following circumstances: 

(A) Information concerning the inspection 
of a facility may be provided to a foreign 
government if— 

(i) the Secretary reasonably believes, or 
the written agreement described in para-
graph (2) establishes, that the government 
has authority to otherwise obtain such in-
formation; and 

(ii) the written agreement executed 
under paragraph (2) limits the recipient’s 
use of the information to the recipient’s 
civil regulatory purposes. 

(B) Information not described in subpara-
graph (A) may be provided as part of an in-
vestigation, or to alert the foreign govern-
ment to the potential need for an investiga-
tion, if the Secretary has reasonable grounds 
to believe that a drug has a reasonable prob-
ability of causing serious adverse health 
consequences or death to humans or ani-
mals. 

(4) Effect of subsection 

Nothing in this subsection affects the ability 
of the Secretary to enter into any written 

agreement authorized by other provisions of 
law to share confidential information. 

(June 25, 1938, ch. 675, § 708, as added Pub. L. 
94–295, § 8, May 28, 1976, 90 Stat. 582; amended 
Pub. L. 112–144, title VII, § 710, July 9, 2012, 126 
Stat. 1070.) 

AMENDMENTS 

2012—Pub. L. 112–144 designated existing provisions as 

subsec. (a), inserted heading, and added subsecs. (b) and 

(c). 

§ 379a. Presumption of existence of jurisdiction 

In any action to enforce the requirements of 
this chapter respecting a device, tobacco prod-
uct, food, drug, or cosmetic the connection with 
interstate commerce required for jurisdiction in 
such action shall be presumed to exist. 

(June 25, 1938, ch. 675, § 709, as added Pub. L. 
94–295, § 8, May 28, 1976, 90 Stat. 583; amended 
Pub. L. 105–115, title IV, § 419, Nov. 21, 1997, 111 
Stat. 2379; Pub. L. 111–31, div. A, title I, § 103(k), 
June 22, 2009, 123 Stat. 1837.) 

AMENDMENTS 

2009—Pub. L. 111–31 inserted ‘‘tobacco product,’’ after 

‘‘device,’’. 

1997—Pub. L. 105–115 substituted ‘‘a device, food, drug, 

or cosmetic’’ for ‘‘a device’’. 

EFFECTIVE DATE OF 1997 AMENDMENT 

Amendment by Pub. L. 105–115 effective 90 days after 

Nov. 21, 1997, except as otherwise provided, see section 

501 of Pub. L. 105–115, set out as a note under section 321 

of this title. 

§ 379b. Consolidated administrative and labora-
tory facility 

(a) Authority 

The Secretary, in consultation with the Ad-
ministrator of the General Services Administra-
tion, shall enter into contracts for the design, 
construction, and operation of a consolidated 
Food and Drug Administration administrative 
and laboratory facility. 

(b) Awarding of contract 

The Secretary shall solicit contract proposals 
under subsection (a) of this section from inter-
ested parties. In awarding contracts under such 
subsection, the Secretary shall review such pro-
posals and give priority to those alternatives 
that are the most cost effective for the Federal 
Government and that allow for the use of do-
nated land, federally owned property, or lease- 
purchase arrangements. A contract under this 
subsection shall not be entered into unless such 
contract results in a net cost savings to the Fed-
eral Government over the duration of the con-
tract, as compared to the Government purchase 
price including borrowing by the Secretary of 
the Treasury. 

(c) Donations 

In carrying out this section, the Secretary 
shall have the power, in connection with real 
property, buildings, and facilities, to accept on 
behalf of the Food and Drug Administration 
gifts or donations of services or property, real or 
personal, as the Secretary determines to be nec-
essary. 
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(d) Authorization of appropriations 

There are authorized to be appropriated to 
carry out this section $100,000,000 for fiscal year 
1991, and such sums as may be necessary for 
each of the subsequent fiscal years, to remain 
available until expended. 

(June 25, 1938, ch. 675, § 710, as added Pub. L. 
101–635, title I, § 101, Nov. 28, 1990, 104 Stat. 4583.) 

§ 379c. Transferred 

CODIFICATION 

Section, act June 25, 1938, ch. 675, § 711, as added Nov. 

28, 1990, Pub. L. 101–635, title II, § 201, 104 Stat. 4584, 

which related to recovery and retention of fees for free-

dom of information requests, was renumbered section 

731 of act June 25, 1938, by Pub. L. 102–571, title I, 

§ 106(6), Oct. 29, 1992, 106 Stat. 4499, and transferred to 

section 379f of this title. 

§ 379d. Automation of Food and Drug Adminis-
tration 

(a) In general 

The Secretary, acting through the Commis-
sioner of Food and Drugs, shall automate appro-
priate activities of the Food and Drug Adminis-
tration to ensure timely review of activities reg-
ulated under this chapter. 

(b) Authorization of appropriations 

There are authorized to be appropriated each 
fiscal year such sums as are necessary to carry 
out this section. 

(June 25, 1938, ch. 675, § 711, formerly § 712, as 
added Pub. L. 101–635, title IV, § 401, Nov. 28, 1990, 
104 Stat. 4585; renumbered § 711, Pub. L. 102–571, 
title I, § 106(3), Oct. 29, 1992, 106 Stat. 4498.) 

PRIOR PROVISIONS 

A prior section 711 of act June 25, 1938, was renum-

bered section 731 by Pub. L. 102–571 and is classified to 

section 379f of this title. 

§ 379d–1. Conflicts of interest 

(a) Definitions 

For purposes of this section: 

(1) Advisory committee 

The term ‘‘advisory committee’’ means an 
advisory committee under the Federal Advi-
sory Committee Act that provides advice or 
recommendations to the Secretary regarding 
activities of the Food and Drug Administra-
tion. 

(2) Financial interest 

The term ‘‘financial interest’’ means a fi-
nancial interest under section 208(a) of title 18. 

(b) Recruitment for advisory committees 

(1) In general 

The Secretary shall— 
(A) develop and implement strategies on 

effective outreach to potential members of 
advisory committees at universities, col-
leges, other academic research centers, pro-
fessional and medical societies, and patient 
and consumer groups; 

(B) seek input from professional medical 
and scientific societies to determine the 
most effective informational and recruit-
ment activities; 

(C) at least every 180 days, request refer-
rals for potential members of advisory com-
mittees from a variety of stakeholders, in-
cluding— 

(i) product developers, patient groups, 
and disease advocacy organizations; and 

(ii) relevant— 
(I) professional societies; 
(II) medical societies; 
(III) academic organizations; and 
(IV) governmental organizations; and 

(D) in carrying out subparagraphs (A) and 
(B), take into account the levels of activity 
(including the numbers of annual meetings) 
and the numbers of vacancies of the advisory 
committees. 

(2) Recruitment activities 

The recruitment activities under paragraph 
(1) may include— 

(A) advertising the process for becoming 
an advisory committee member at medical 
and scientific society conferences; 

(B) making widely available, including by 
using existing electronic communications 
channels, the contact information for the 
Food and Drug Administration point of con-
tact regarding advisory committee nomina-
tions; and 

(C) developing a method through which an 
entity receiving funding from the National 
Institutes of Health, the Agency for Health-
care Research and Quality, the Centers for 
Disease Control and Prevention, or the Vet-
erans Health Administration can identify a 
person whom the Food and Drug Administra-
tion can contact regarding the nomination 
of individuals to serve on advisory commit-
tees. 

(3) Expertise 

In carrying out this subsection, the Sec-
retary shall seek to ensure that the Secretary 
has access to the most current expert advice. 

(c) Disclosure of determinations and certifi-
cations 

Notwithstanding section 107(a)(2) of the Ethics 
in Government Act of 1978, the following shall 
apply: 

(1) 15 or more days in advance 

As soon as practicable, but (except as pro-
vided in paragraph (2)) not later than 15 days 
prior to a meeting of an advisory committee 
to which a written determination as referred 
to in section 208(b)(1) of title 18 or a written 
certification as referred to in section 208(b)(3) 
of such title, applies, the Secretary shall dis-
close (other than information exempted from 
disclosure under section 552 or section 552a of 
title 5 (popularly known as the Freedom of In-
formation Act and the Privacy Act of 1974, re-
spectively)) on the Internet Web site of the 
Food and Drug Administration— 

(A) the type, nature, and magnitude of the 
financial interests of the advisory commit-
tee member to which such determination or 
certification applies; and 

(B) the reasons of the Secretary for such 
determination or certification, including, as 
appropriate, the public health interest in 


		Superintendent of Documents
	2016-08-30T14:08:23-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




