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ings of the committee or otherwise engaged in
its business, shall be entitled to receive com-
pensation at rates to be fixed by the Sec-
retary, which may not exceed the daily equiv-
alent of the rate in effect under the Senior Ex-
ecutive Schedule under section 5382 of title 5,
for each day (including travel time) they are
so engaged; and while so serving away from
their homes or regular places of business each
member may be allowed travel expenses, in-
cluding per diem in lieu of subsistence, as au-
thorized by section 5703 of title 5 for persons in
the Government service employed intermit-
tently.

(2) Administrative support

The Secretary shall furnish the Advisory
Committee clerical and other assistance.

(3) Nonapplication of chapter 10 of title 5

Section 1013 of title 56 does not apply to the
Advisory Committee.
(e) Proceedings of advisory panels and commit-
tees

The Advisory Committee shall make and
maintain a transcript of any proceeding of the
panel or committee. Each such panel and com-
mittee shall delete from any transcript made
under this subsection information which is ex-
empt from disclosure under section 552(b) of
title 5.

(June 25, 1938, ch. 675, §917, as added Pub. L.
111-31, div. A, title I, §101(b)(3), June 22, 2009, 123
Stat. 1824; amended Pub. L. 117-286, §4(a)(160),
Dec. 27, 2022, 136 Stat. 4323.)

Editorial Notes
AMENDMENTS

2022—Subsec. (d). Pub. L. 117-286, §4(a)(160)(A), sub-
stituted ‘‘chapter 10 of title 5 for “FACA” in heading.

Subsec. (d)(3). Pub. L. 117-286, §4(a)(160)(B), sub-
stituted ‘‘chapter 10 of title 5’ for “FACA” in heading
and ‘‘Section 1013 of title 5’ for ‘‘Section 14 of the Fed-
eral Advisory Committee Act’ in text.

Statutory Notes and Related Subsidiaries
MODIFICATION OF DEADLINES FOR SECRETARIAL ACTION

With respect to any time periods specified in an
amendment by div. A of Pub. L. 111-31 that begin on
June 22, 2009, within which the Secretary of Health and
Human Services is required to carry out and complete
specified activities, with certain limitations, the cal-
culation of such time periods shall commence on the
first day of the first fiscal quarter following the initial
2 consecutive fiscal quarters of fiscal year 2010 for
which the Secretary has collected fees under section
387s of this title, and the Secretary may extend or re-
duce the duration of one or more such time periods, ex-
cept that no such period shall be extended for more
than 90 days, see section 6 of Pub. L. 111-31, set out as
a note under section 387 of this title.

§387r. Drug products used to treat tobacco de-
pendence

(a) In general

The Secretary shall—

(1) at the request of the applicant, consider
designating products for smoking cessation,
including nicotine replacement products as
fast track research and approval products
within the meaning of section 356 of this title;
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(2) consider approving the extended use of
nicotine replacement products (such as nico-
tine patches, nicotine gum, and nicotine loz-
enges) for the treatment of tobacco depend-
ence; and

(3) review and consider the evidence for addi-
tional indications for nicotine replacement
products, such as for craving relief or relapse
prevention.

(b) Report on innovative products
(1) In general

Not later than 3 years after June 22, 2009, the
Secretary, after consultation with recognized
scientific, medical, and public health experts
(including both Federal agencies and non-
governmental entities, the Institute of Medi-
cine of the National Academy of Sciences, and
the Society for Research on Nicotine and To-
bacco), shall submit to the Congress a report
that examines how best to regulate, promote,
and encourage the development of innovative
products and treatments (including nicotine-
based and non-nicotine-based products and
treatments) to better achieve, in a manner
that best protects and promotes the public
health—

(A) total abstinence from tobacco use;

(B) reductions in consumption of tobacco;
and

(C) reductions in the harm associated with
continued tobacco use.

(2) Recommendations

The report under paragraph (1) shall include
the recommendations of the Secretary on how
the Food and Drug Administration should co-
ordinate and facilitate the exchange of infor-
mation on such innovative products and treat-
ments among relevant offices and centers
within the Administration and within the Na-
tional Institutes of Health, the Centers for
Disease Control and Prevention, and other rel-
evant agencies.

(June 25, 1938, ch. 675, §918, as added Pub. L.
111-31, div. A, title I, §101(b)(3), June 22, 2009, 123
Stat. 1825.)

Statutory Notes and Related Subsidiaries
MODIFICATION OF DEADLINES FOR SECRETARIAL ACTION

With respect to any time periods specified in an
amendment by div. A of Pub. L. 111-31 that begin on
June 22, 2009, within which the Secretary of Health and
Human Services is required to carry out and complete
specified activities, with certain limitations, the cal-
culation of such time periods shall commence on the
first day of the first fiscal quarter following the initial
2 consecutive fiscal quarters of fiscal year 2010 for
which the Secretary has collected fees under section
387s of this title, and the Secretary may extend or re-
duce the duration of one or more such time periods, ex-
cept that no such period shall be extended for more
than 90 days, see section 6 of Pub. L. 111-31, set out as
a note under section 387 of this title.

§ 387s. User fees

(a) Establishment of quarterly fee

Beginning on June 22, 2009, the Secretary shall
in accordance with this section assess user fees
on, and collect such fees from, each manufac-
turer and importer of tobacco products subject
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