§25.10

the physiological or pharmacological
action of the drug substance.

(3) Agency means the Food and Drug
Administration (FDA).

(4) Increased use of a drug or biologic
product may occur if the drug will be
administered at higher dosage levels,
for longer duration or for different in-
dications than were previously in ef-
fect, or if the drug is a new molecular
entity. The term ‘‘use’ also encom-
passes disposal of FDA-regulated arti-
cles by consumers.

(5) Responsible agency official means
the agency decisionmaker designated
in the delegated authority for the un-
derlying actions.

(c) The following acronyms are used
in this part:

(1) CEQ—Council on Environmental
Quality.

(2) CGMP—Current good manufac-
turing practice.

(3) EA—Environmental assessment.

(4) EIS—Environmental impact state-
ment.

(5) The act—Federal Food, Drug, and
Cosmetic Act.

(6) FIFRA—Federal Insecticide, Fun-
gicide, and Rodenticide Act.

(7) FONSI—Finding of no significant
impact.

(8) GLP—Good laboratory practice.

(9) GRAS—Generally recognized as
safe.

(10) HACCP—Hazard analysis critical
control point.

(11) IDE—Investigational device ex-
emption.

(12) IND—Investigational new drug
application.

(13) INAD—Investigational new ani-
mal drug application.

(14) NADA—New animal drug applica-
tion.

(156) NDA—New drug application.

(16) NEPA—National Environmental
Policy Act of 1969.

(17) OTC—Over-the-counter.

(18) PDP—Product development pro-
tocol.

(19) PMA—Premarket approval appli-
cation.

[62 FR 40592, July 29, 1997, as amended at 64
FR 399, Jan. 5, 1999; 69 FR 17291, Apr. 2, 2004]
§25.10 Policies and NEPA planning.

(a) All FDA’s policies and programs
will be planned, developed, and imple-
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mented to achieve the policies declared
by NEPA and required by CEQ’s regula-
tions to ensure responsible stewardship
of the environment for present and fu-
ture generations.

(b) Assessment of environmental fac-
tors continues throughout planning
and is integrated with other program
planning at the earliest possible time
to ensure that planning and decisions
reflect environmental values, to avoid
delays later in the process, and to
avoid potential conflicts.

(c) For actions initiated by the agen-
cy, the NEPA process will begin when
the agency action under consideration
is first identified. For actions initiated
by applicants or petitioners, NEPA
planning begins when FDA receives
from an applicant or petitioner an EA
or a claim that a categorical exclusion
applies, or when FDA personnel consult
with applicants or petitioners on the
NEPA-related aspects of their re-
quested actions. FDA may issue a pub-
lic call for environmental data or oth-
erwise consult with affected individ-
uals or groups when a contemplated ac-
tion in which it is or may be involved
poses potential significant environ-
mental effects.

(d) Environmental documents shall
concentrate on timely and significant
issues, not amass needless detail.

(e) If a proposed action for which an
EIS will be prepared involves possible
environmental effects that are required
to be considered under statutes or Ex-
ecutive Orders other than those re-
ferred to under ‘‘Authority’ in this
part, these effects shall be considered
in the NEPA review, consistent with 40
CFR 1502.25 and the HHS General Ad-
ministration Manual, part 30: Environ-
mental Protection.

Subpart B—Agency Actions Re-
quiring Environmental Consid-
eration

§25.15 General procedures.

(a) All applications or petitions re-
questing agency action require the sub-
mission of an EA or a claim of categor-
ical exclusion. A claim of categorical
exclusion shall include a statement of
compliance with the categorical exclu-
sion criteria and shall state that to the
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