Animal and Plant Health Inspection Service, USDA

designed to eliminate the potential for
harmful environmental effects—inter-
nal or external—and to provide for law-
ful waste disposal.

(ii) Examples of this category of ac-
tions include:

(A) The development and/or produc-
tion (including formulation, repack-
aging, movement, and distribution) of
previously approved and/or licensed
program materials, devices, reagents,
and biologics;

(B) Research, testing, and develop-
ment of animal repellents; and

(C) Development and production of
sterile insects.

(3) Licensing and permitting. (1)
Issuance of a license, permit, or au-
thorization to ship for field testing pre-
viously unlicensed veterinary biologi-
cal products;

(ii) Permitting, or acknowledgment
of notifications for, confined field re-
leases of genetically engineered orga-
nisms and products; and

(iii) Permitting of:

(A) Importation of nonindigenous
species into containment facilities,

(B) Interstate movement of non-
indigenous species between contain-
ment facilities, or

(C) Releases into a State’s environ-
ment of pure cultures of organisms
that are either native or are estab-
lished introductions.

(4) Rehabilitation of facilities. Reha-
bilitation of existing laboratories and
other APHIS facilities, functional re-
placement of parts and equipment, and
minor additions to such existing
APHIS facilities.

(d) Ezceptions for categorically ex-
cluded actions. Whenever the decision-
maker determines that a categorically
excluded action may have the potential
to affect ‘‘significantly’ the quality of
the ‘“‘human environment,” as those
terms are defined at 40 CFR 1508.27 and
1508.14, respectively, an environmental
assessment or an environmental im-
pact statement will be prepared. For
example:

(1) When any routine measure, the in-
cremental impact of which, when added
to other past, present, and reasonably
foreseeable future actions (regardless
of what agency or person undertakes
such actions), has the potential for sig-
nificant environmental impact;
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(2) When a previously licensed or ap-
proved biologic has been subsequently
shown to be unsafe, or will be used at
substantially higher dosage levels or
for substantially different applications
or circumstances than in the use for
which the product was previously ap-
proved;

(3) When a previously unlicensed vet-
erinary biological product to Dbe
shipped for field testing contains live
microorganisms or will not be used ex-
clusively for in vitro diagnostic testing;
or

(4) When a confined field release of
genetically engineered organisms or
products involves new species or orga-
nisms or novel modifications that raise
new issues.

[60 FR 6002, Feb. 1, 1995; 60 FR 13212, Mar. 10,
1995]

§372.6 Early planning for applicants
and non-APHIS entities.

Each prospective applicant who an-
ticipates the need for approval of pro-
posed activities classified as normally
requiring environmental documenta-
tion is encouraged to contact, at the
earliest opportunity, APHIS’ program
staff.

[60 FR 6002, Feb. 1, 1995; 60 FR 13212, Mar. 10,
1995]

§872.7 Consultation.

Prospective applicants are encour-
aged to contact APHIS program offi-
cials to determine what types of envi-
ronmental analyses or documentation,
if any, need to be prepared. NEPA doc-
uments will incorporate, to the fullest
extent possible, surveys and studies re-
quired by other environmental stat-
utes, such as the Endangered Species
Act.

[60 FR 6002, Feb. 1, 1995; 60 FR 13212, Mar. 10,
1995]

§372.8 Major planning and decision
points and public involvement.

(a) Major planning and decisions
points. The NEPA process will be fully
coordinated with APHIS planning in
cooperation with program personnel.
Specific decision points or milestones
will be identified and communicated to
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the public and others in a notice of in-
tent and in the context of the public
scoping process.

(b) Public involvement. There will be
an early and open process for deter-
mining the scope of issues to be ad-
dressed in the environmental impact
statement process.

(1) A notice of intent to prepare an
environmental impact statement will
be published in the FEDERAL REGISTER
as soon as it is determined that a pro-
posed major Federal action has the po-
tential to affect significantly the qual-
ity of the human environment. The no-
tice may include a preliminary scope of
environmental study. All public and
other involvement in APHIS’ environ-
mental impact statement process, in-
cluding the scoping process, com-
menting on draft documents, and par-
ticipation in the preparation of any
supplemental documents, will be pursu-
ant to CEQ’s implementing regula-
tions.

(2) Opportunities for public involve-
ment in the environmental assessment
process will be announced in the same
fashion as the availability of environ-
mental assessments and findings of no
significant impact.

(3) Notification of the availability of
environmental assessments and find-
ings of no significant impact for pro-
posed activities will be published in the
FEDERAL REGISTER, unless it is deter-
mined that the effects of the action are
primarily of regional or local concern.
Where the effects of the action are pri-
marily of regional or local concern, no-
tice will normally be provided through
publication in a local or area news-
paper of general circulation and/or the
procedures implementing Executive
Order 12372, ‘“‘Intergovernmental Re-
view of Federal Programs.”

(4) All environmental documents,
comments received, and any under-
lying documents, including inter-
agency correspondence where such cor-
respondence transmits comments of
Federal agencies on the environmental
impact of proposals for which docu-
ments were prepared (except for privi-
leged or confidential information (50
FR 38561)), will be made available to
the public upon request. Materials to
be made available will be provided
without charge, to the extent prac-
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ticable, or at a fee not more than the
actual cost of reproducing copies re-
quired to be sent to other Federal
agencies, including CEQ.

§372.9 Processing and use of environ-
mental documents.

(a) Environmental assessments will
be forwarded immediately upon com-
pletion to the decisionmaker for a de-
termination of whether the proposed
action may have significant effects on
the quality of the human environment,
and for the execution, as appropriate,
of a finding of no significant impact or
a notice of intent to prepare an envi-
ronmental impact statement.

(1) The availability of environmental
assessments will be announced by pub-
lishing a notice consistent with the no-
tification provisions of §372.8.

(2) Comments, if any, will be trans-
mitted, together with any analyses and
recommendations, to the APHIS deci-
sionmaker who may then take appro-
priate action.

(3) Changes to environmental assess-
ments and findings of no significant
impact that are prompted by com-
ments, new information, or any other
source, will normally be announced in
the same manner as the notice of avail-
ability (except that all commenters
will be mailed copies of changes di-
rectly) prior to implementing the pro-
posed action or any alternative.

(b) Environmental impact statements
will be processed from inception (publi-
cation of the notice of intent) to com-
pletion (publication of a final environ-
mental impact statement or a supple-
ment) according to the Council on En-
vironmental Quality implementing
regulations.

(¢c) For rulemaking or adjudicatory
proceedings, relevant environmental
documents, comments, and responses
will be a part of the administrative
record.

(d) For all APHIS activity that is
subject to the NEPA process, relevant
environmental documents, comments,
and responses will accompany pro-
posals through the review process.

(e) The APHIS decisionmaker will
consider the alternatives discussed in
environmental documents in reaching
a determination on the merits of pro-
posed actions.
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