Food and Drug Administration, HHS

the agency, if one has been prepared, of
the reasons for not making the amend-
ment(s) requested.

§21.75 Rights of legal guardians.

For the purposes of this part, the par-
ent of any individual who is a minor or
the legal guardian of any individual
who has been declared to be incom-
petent due to physical or mental inca-
pacity or age by a court of competent
jurisdiction may act on behalf of the
individual.
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Subpart A—General Provisions

§25.1 Purpose.

The National Environmental Policy
Act of 1969 (NEPA), as amended, directs
that, to the fullest extent possible, the
policies, regulations, and public laws of
the United States shall be interpreted
and administered in accordance with
the policies set forth in NEPA. All
agencies of the Federal Government
shall comply with the procedures in
section 102(2) of NEPA except where
compliance would be inconsistent with
other statutory requirements. The reg-
ulations in this part implement section
102(2) of NEPA in a manner that is con-
sistent with FDA'’s authority under the
Federal Food, Drug, and Cosmetic Act
and the Public Health Service Act.
This part also supplements the regula-
tions for implementing the procedural
provisions of NEPA that were pub-
lished by the Council on Environ-
mental Quality (CEQ) in 40 CFR parts
1500 through 1508 and the procedures in-
cluded in the “HHS General Adminis-
tration Manual, part 30: Environmental
Protection” (45 FR 76519 to 76534, No-
vember 19, 1980).

§25.5 Terminology.

(a) Definitions that apply to the
terms used in this part are set forth in
the CEQ regulations under 40 CFR part
1508. The terms and the sections of 40
CFR part 1508 in which they are defined
follow:

(1) Categorical
1508.4).

(2) Cooperating agency (40 CFR
1508.5).

(3) Cumulative
1508.7).

(4) Effects (40 CFR 1508.8).

exclusion (40 CFR

impact (40 CFR
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