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(2) Consultation

The regulations or guidance issued under
paragraph (1) shall be developed in consulta-
tion with the Institute of Medicine, and with
the input of other appropriate scientific and
medical experts, on the design and conduct of
such studies and surveillance.

(3) Revision

The regulations or guidance under paragraph
(1) shall be revised on a regular basis as new
scientific information becomes available.

(4) New tobacco products

Not later than 2 years after June 22, 2009, the
Secretary shall issue a regulation or guidance
that permits the filing of a single application
for any tobacco product that is a new tobacco
product under section 387j of this title and
which the applicant seeks to commercially
market under this section.

(m) Distributors

Except as provided in this section, no distribu-
tor may take any action, after June 22, 2009,
with respect to a tobacco product that would
reasonably be expected to result in consumers
believing that the tobacco product or its smoke
may present a lower risk of disease or is less
harmful than one or more commercially mar-
keted tobacco products, or presents a reduced
exposure to, or does not contain or is free of, a
substance or substances.

(June 25, 1938, ch. 675, §911, as added Pub. L.
111-31, div. A, title I, §101(b)(3), June 22, 2009, 123
Stat. 1812.)

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.

§ 3871. Judicial review

(a) Right to review
(1) In general

Not later than 30 days after—

(A) the promulgation of a regulation under
section 3872 of this title establishing,
amending, or revoking a tobacco product
standard; or

(B) a denial of an application under section
387j(c) of this title,

any person adversely affected by such regula-
tion or denial may file a petition for judicial
review of such regulation or denial with the
United States Court of Appeals for the District
of Columbia or for the circuit in which such
person resides or has their principal place of
business.
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(2) Requirements
(A) Copy of petition
A copy of the petition filed under para-
graph (1) shall be transmitted by the clerk of
the court involved to the Secretary.
(B) Record of proceedings

On receipt of a petition under subpara-
graph (A), the Secretary shall file in the
court in which such petition was filed—

(i) the record of the proceedings on
which the regulation or order was based;
and

(ii) a statement of the reasons for the is-
suance of such a regulation or order.

(C) Definition of record

In this section, the term ‘‘record’” means—

(i) all notices and other matter published
in the Federal Register with respect to the
regulation or order reviewed,;

(ii) all information submitted to the Sec-
retary with respect to such regulation or
order;

(iii) proceedings of any panel or advisory
committee with respect to such regulation
or order;

(iv) any hearing held with respect to
such regulation or order; and

(v) any other information identified by
the Secretary, in the administrative pro-
ceeding held with respect to such regula-
tion or order, as being relevant to such
regulation or order.

(b) Standard of review

Upon the filing of the petition under sub-
section (a) for judicial review of a regulation or
order, the court shall have jurisdiction to review
the regulation or order in accordance with chap-
ter 7 of title 5 and to grant appropriate relief,
including interim relief, as provided for in such
chapter. A regulation or denial described in sub-
section (a) shall be reviewed in accordance with
section 706(2)(A) of title 5.

(c) Finality of judgment

The judgment of the court affirming or setting
aside, in whole or in part, any regulation or
order shall be final, subject to review by the Su-
preme Court of the United States upon certio-
rari or certification, as provided in section 1254
of title 28.

(d) Other remedies

The remedies provided for in this section shall
be in addition to, and not in lieu of, any other
remedies provided by law.

(e) Regulations and orders must recite basis in
record

To facilitate judicial review, a regulation or
order issued under section 387f, 387g, 387h, 387i,
387j, or 387p of this title shall contain a state-
ment of the reasons for the issuance of such reg-
ulation or order in the record of the proceedings
held in connection with its issuance.

(June 25, 1938, ch. 675, §912, as added Pub. L.
111-31, div. A, title I, §101(b)(3), June 22, 2009, 123
Stat. 1819.)

§387m. Equal treatment of retail outlets

The Secretary shall issue regulations to re-
quire that retail establishments for which the



		Superintendent of Documents
	2019-10-04T16:50:39-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




