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(p) Issuance, amendment, or revoca-
tion of a regulation in response to a
reference amount petition as described
in §101.12(h) of this chapter, a nutrient
content claim petition as described in
§101.69 of this chapter, a health claim
petition as described in §101.70 of this
chapter, or a petition pertaining to the
label declaration of ingredients as de-
scribed in §10.30 of this chapter.

(q) Approval of a food additive peti-
tion, the granting of a request for ex-
emption from regulation as a food ad-
ditive under §170.39 of this chapter, or
allowing a notification submitted
under 21 U.S.C. 348(h) to become effec-
tive for a substance registered by the
Environmental Protection Agency
under FIFRA for the same use re-
quested in the petition, request for ex-
emption, or notification.

(r) Approval of a food additive peti-
tion or color additive petition, estab-
lishment or amendment of a regulation
for a food substance as GRAS under the
conditions of its intended use for hu-
mans or animals under parts 182, 184,
186, 582, or 584 of this chapter, or allow-
ing a notification submitted under 21
U.S.C. 348(h) to become effective for a
substance that occurs naturally in the
environment, when the action does not
alter significantly the concentration or
distribution of the substance, its me-
tabolites, or degradation products in
the environment.

[62 FR 40592, July 29, 1997, as amended at 65
FR 30355, May 11, 2000; 76 FR 59248, Sept. 26,
2011; 81 FR 55047, Aug. 17, 2016]

§25.33 Animal drugs.

The classes of actions listed in this
section are categorically excluded and,
therefore, ordinarily do not require the
preparation of an EA or an EIS:

(a) Action on an NADA, abbreviated
application, request for determination
of eligibility for indexing, a supple-
ment to such applications, or a modi-
fication of an index listing, if the ac-
tion does not increase the use of the
drug. Actions to which this categorical
exclusion applies may include:

(1) An animal drug to be marketed
under the same conditions of approval
as a previously approved animal drug;

(2) A combination of previously ap-
proved animal drugs;
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(3) A new premix or other formula-
tion of a previously approved animal
drug;

(4) Changes specified in §514.8(b)(3),
(b)(4), or (c)(3) of this chapter;

(5) A change of sponsor; or

(6) A previously approved animal
drug to be contained in medicated feed
blocks under §510.455 of this chapter or
as a liquid feed supplement under §558.5
of this chapter.

(b) [Reserved]

(c) Action on an NADA, abbreviated
application, request for determination
of eligibility for indexing, a supple-
ment to such applications, or a modi-
fication of an index listing, for sub-
stances that occur naturally in the en-
vironment when the action does not
alter significantly the concentration or
distribution of the substance, its me-
tabolites, or degradation products in
the environment.

(d) Action on an NADA, abbreviated
application, request for determination
of eligibility for indexing, a supple-
ment to such applications, or a modi-
fication of an index listing, for:

(1) Drugs intended for use in nonfood
animals;

(2) Anesthetics, both local and gen-
eral, that are individually adminis-
tered;

(3) Nonsystemic topical and oph-
thalmic animal drugs;

(4) Drugs for minor species, including
wildlife and endangered species, when
the drug has been previously approved
for use in another or the same species
where similar animal management
practices are used; and

(5) Drugs intended for use under pre-
scription or veterinarian’s order for
therapeutic use in terrestrial species.

(e) Action on an INAD.

(f) Action on an application sub-
mitted under section 512(m) of the act.

(g) Withdrawal of approval of an
NADA or an abbreviated NADA or re-
moval of a new animal drug from the
index.

(h) Withdrawal of approval of a food
additive petition that reduces or elimi-
nates animal feed uses of a food addi-
tive.

[62 FR 40592, July 29, 1997, as amended at 71
FR 74782, Dec. 13, 2006; 72 FR 69119, Dec. 6,
2007; 85 FR 72907, Nov. 16, 2020]
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