§25.16

§§25.30, 25.31, 25.32, 25.33, or 25.34, is suf-
ficient grounds for FDA to refuse to
file or approve the application or peti-
tion. An EA adequate for filing is one
that addresses the relevant environ-
mental issues. An EA adequate for ap-
proval is one that contains sufficient
information to enable the agency to de-
termine whether the proposed action
may significantly affect the quality of
the human environment.

(b) The responsible agency officials
will evaluate the information con-
tained in the EA to determine whether
it is accurate and objective, whether
the proposed action may significantly
affect the quality of the human envi-
ronment, and whether an EIS will be
prepared. If significant effects requir-
ing the preparation of an EIS are iden-
tified, FDA will prepare an EIS for the
action in accordance with the proce-
dures in subparts D and E of this part.
If significant effects requiring the
preparation of an EIS are not identi-
fied, resulting in a decision not to pre-
pare an EIS, the responsible agency of-
ficial will prepare a FONSI in accord-
ance with §25.41.

(c) Classes of actions that individ-
ually or cumulatively do not signifi-
cantly affect the quality of the human
environment ordinarily are excluded
from the requirement to prepare an EA
or an EIS. The classes of actions that
qualify as categorical exclusions are
set forth in §§25.30, 25.31, 25.32, 25.33, or
25.34.

(d) A person submitting an applica-
tion or petition of a type subject to
categorical exclusion wunder §§25.30,
25.31, 25.32, 25.33, or 25.34, or proposing
to dispose of an article as provided in
§25.30(d) or 25.32(h), is not required to
submit an EA if the person states that
the action requested qualifies for a cat-
egorical exclusion, citing the par-
ticular categorical exclusion that is
claimed, and states that to the appli-
cant’s knowledge, no extraordinary cir-
cumstances exist.

§25.16 Public health and safety emer-
gencies.

There are certain regulatory actions
that, because of their immediate im-
portance to the public health or safety,
may make full adherence to the proce-
dural provisions of NEPA and CEQ’s
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regulations impossible. For such ac-
tions, the responsible agency official
shall consult with CEQ about alter-
native arrangements before the action
is taken, or after the action is taken, if
time does not permit prior consulta-
tion with CEQ.

§25.20 Actions requiring preparation
of an environmental assessment.

Any proposed action of a type speci-
fied in this section ordinarily requires
at least the preparation of an EA, un-
less it is an action in a specific class
that qualifies for exclusion under
§§25.30, 25.31, 25.32, 25.33, or 25.34:

(a) Major recommendations or re-
ports made to Congress on proposals
for legislation in instances where the
agency has primary responsibility for
the subject matter involved.

(b) Destruction or other disposition
of articles condemned after seizure or
whose distribution or use has been en-
joined, unless categorically excluded in
§§25.30(d) or 25.32(h).

(c) Destruction or other disposition
of articles following detention or recall
at agency request, unless categorically
excluded in §§25.30(d) or 25.32(h).

(d) Disposition of FDA laboratory
waste materials, unless categorically
excluded in §25.30(m).

(e) Intramural and extramural re-
search supported in whole or in part
through contracts, other agreements,
or grants, unless categorically ex-
cluded in §25.30 (e) or (f).

(f) Establishment by regulation of la-
beling requirements, a standard, or a
monograph, unless categorically ex-
cluded in §§25.30(k) or 25.31 (a), (b), (c),
(h), (i), or (j), or 25.32 (a) or (p).

(g) Issuance, amendment, and en-
forcement of FDA regulations, or an
exemption or variance from FDA regu-
lations, unless categorically excluded
in §25.30 (h), (i), or (j), or §25.32 (e), (9),
(n), or (p).

(h) Withdrawal of existing approvals
of FDA-approved articles, unless cat-
egorically excluded in §§25.31 (d) or (k),
25.32(m), or 25.33 (g) or (h).

(i) Approval of food additive petitions
and color additive petitions, approval
of requests for exemptions for inves-
tigational use of food additives, the
granting of requests for exemption
from regulation as a food additive
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