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dition of approval, or promulgated through reg-
ulations. Further, this section shall not change
any existing prohibition on the promotion of un-
approved uses of legally marketed devices.

(June 25, 1938, ch. 675, §906, as added Pub. L.
105-115, title II, §214, Nov. 21, 1997, 111 Stat. 2348.)

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as an Effective Date of 1997 Amendment note
under section 321 of this title.

§397. Contracts for expert review

(a) In general
(1) Authority

The Secretary may enter into a contract
with any organization or any individual (who
is not an employee of the Department) with
relevant expertise, to review and evaluate, for
the purpose of making recommendations to
the Secretary on, part or all of any applica-
tion or submission (including a petition, noti-
fication, and any other similar form of re-
quest) made under this chapter for the ap-
proval or classification of an article or made
under section 351(a) of the Public Health Serv-
ice Act (42 U.S.C. 262(a)) with respect to a bio-
logical product. Any such contract shall be
subject to the requirements of section 379 of
this title relating to the confidentiality of in-
formation.

(2) Increased efficiency and expertise through
contracts

The Secretary may use the authority grant-
ed in paragraph (1) whenever the Secretary de-
termines that use of a contract described in
paragraph (1) will improve the timeliness of
the review of an application or submission de-
scribed in paragraph (1), unless using such au-
thority would reduce the quality, or unduly
increase the cost, of such review. The Sec-
retary may use such authority whenever the
Secretary determines that use of such a con-
tract will improve the quality of the review of
an application or submission described in
paragraph (1), unless using such authority
would unduly increase the cost of such review.
Such improvement in timeliness or quality
may include providing the Secretary increased
scientific or technical expertise that is nec-
essary to review or evaluate new therapies and
technologies.

(b) Review of expert review
(1) In general

Subject to paragraph (2), the official of the
Food and Drug Administration responsible for
any matter for which expert review is used
pursuant to subsection (a) of this section shall
review the recommendations of the organiza-
tion or individual who conducted the expert
review and shall make a final decision regard-
ing the matter in a timely manner.

(2) Limitation

A final decision by the Secretary on any
such application or submission shall be made
within the applicable prescribed time period
for review of the matter as set forth in this
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chapter or in the Public Health Service Act (42
U.S.C. 201 et seq.).

(June 25, 1938, ch. 675, §907, as added Pub. L.
105-115, title IV, §415, Nov. 21, 1997, 111 Stat.
2377.)

REFERENCES IN TEXT

The Public Health Service Act, referred to in subsec.
(b)(2), is act July 1, 1944, ch. 373, 58 Stat. 682, as amend-
ed, which is classified generally to chapter 6A (§201 et
seq.) of Title 42, The Public Health and Welfare. For
complete classification of this Act to the Code, see
Short Title note set out under section 201 of Title 42
and Tables.

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as an Effective Date of 1997 Amendment note
under section 321 of this title.

CHAPTER 10—POULTRY AND POULTRY
PRODUCTS INSPECTION

Sec.

451. Congressional statement of findings.

452. Congressional declaration of policy.

453. Definitions.

454. Federal and State cooperation in develop-

ment and administration of State poultry
product inspection programs.

(a) State laws; planning, technical and fi-
nancial assistance; advisory com-
mittees.

(b) Appropriate State agency; perform-
ance of functions by subordinate
governmental unit.

(c) Intrastate activities; designation of
State for regulation; publication of
designation; exempted operations;
termination of designation; review
of operations in nondesignated
States; annual report.

(d) ‘‘State’ defined.

455. Inspection in official establishments.

(a) Ante mortem inspection.

(b) Post mortem inspection; quarantine,
segregation, and reinspection.

(c) Condemnation; appeal; reprocessing.

456. Operation of premises, facilities and equip-
ment.

(a) Sanitary practices.

(b) Refusal of inspection.

457. Labeling and container standards.

(a) Requirements for shipping containers
and immediate containers; noncon-
sumer packaged carcasses.

(b) Labeling requirements; definitions
and standards of identity or com-
position or articles and standards of
fill of container; standards consist-
ent with Federal Food, Drug, and
Cosmetic Act; consistency between
Federal and State standards.

(¢) Use of trade names; false or mislead-
ing marking or labeling; misleading
form or size of container.

(d) Withholding use of false or misleading
mark, label, or container size or
form; modification; hearing; conclu-
siveness of determination; appeal.

458. Prohibited acts.
459. Compliance by all establishments.
460. Miscellaneous activities subject to regula-

tion.

(a) Prohibition of inspection of articles
not intended for use as human food;
denaturation or other identification
prior to distribution in commerce;
inedible articles.



