
249

Food and Drug Administration, HHS § 25.50

(b) The agency official(s) responsible 
for approving the FONSI will sign the 
document, thereby establishing that 
the official(s) approve(s) the conclusion 
not to prepare an EIS for the action 
under consideration.

§ 25.42 Environmental impact state-
ments. 

(a) As defined by CEQ regulations (40 
CFR 1508.11) and section 102(2)(C) of 
NEPA, an EIS should be a clear, con-
cise, and detailed written statement 
describing: 

(1) The environmental impacts of a 
proposed action; 

(2) Any adverse effects that cannot be 
avoided if the action is implemented; 

(3) Alternatives to the action; 
(4) The relationship between local 

short-term uses of the environment 
and the maintenance and enhancement 
of long-term productivity; and 

(5) Any irreversible and irretrievable 
commitments of resources that would 
be involved in the proposed action 
should it be implemented. 

(b) The CEQ regulations (40 CFR 
1501.7 and part 1502) describe the proc-
ess for determining the scope of an EIS 
and provide detailed requirements for 
the preparation of draft and final 
EIS’s. CEQ format and procedures for 
preparing EIS shall be followed. 

(c) Under the conditions prescribed in 
40 CFR 1502.9, the agency will prepare a 
supplement for a draft or final EIS and 
introduce the supplement into the ad-
ministrative record.

§ 25.43 Records of decision. 

(a) In cases requiring environmental 
impact statements, at the time of its 
decision, the agency shall prepare a 
concise public record of decision. 

(b) The record of decision shall: 
(1) State what the decision was; 
(2) Identify and discuss alternatives 

considered by the agency in reaching 
its decision; 

(3) State whether all practicable 
means to avoid or minimize environ-
mental harm have been adopted, and if 
not, why not; and 

(4) Summarize the program for moni-
toring and enforcing the practicable 
means adopted to avoid or minimize 
the environmental harm.

§ 25.44 Lead and cooperating agencies. 
For actions requiring the preparation 

of an EIS, FDA and other affected Fed-
eral agencies will agree which will be 
the lead agency and which will be the 
cooperating agencies. The responsibil-
ities of lead agencies and cooperating 
agencies are described in the CEQ regu-
lations (40 CFR 1501.5 and 1501.6, respec-
tively). If an action affects more than 
one center within FDA, the Commis-
sioner of Food and Drugs will designate 
one of these units to be responsible for 
coordinating the preparation of any re-
quired environmental documentation.

§ 25.45 Responsible agency official. 
(a) The person designated in part 5 of 

this chapter as the responsible agency 
official for the underlying action is re-
sponsible for preparing environmental 
documents or ensuring that they are 
prepared. 

(b) The responsible agency official 
will weigh any environmental impacts 
of each alternative course of action, in-
cluding possible mitigation measures, 
and will balance environmental im-
pacts with the agency’s objectives in 
choosing an appropriate course of ac-
tion. The weighing of any environ-
mental impacts of alternatives in se-
lecting a final course of action will be 
reflected in the agency’s record of for-
mal decisionmaking as required by 40 
CFR 1505.2.

Subpart E—Public Participation 
and Notification of Environ-
mental Documents

§ 25.50 General information. 
(a) To the extent actions are not pro-

tected from disclosure by existing law 
applicable to the agency’s operation, 
FDA will involve the public in pre-
paring and implementing its NEPA 
procedures and will provide public no-
tice of NEPA-related hearings, public 
meetings, and the availability of envi-
ronmental documents. 

(b) Many FDA actions involving in-
vestigations, review, and approval of 
applications, and premarket notifica-
tions for human drugs, animal drugs, 
biologic products, and devices are pro-
tected from disclosure under the Trade 
Secret Act, 18 U.S.C. 1905, and 301(j) of 

VerDate Jan<31>2003 09:24 Apr 09, 2003 Jkt 200063 PO 00000 Frm 00249 Fmt 8010 Sfmt 8010 Y:\SGML\200063T.XXX 200063T



250

21 CFR Ch. I (4–1–03 Edition)§ 25.51

the act. These actions are also pro-
tected from disclosure under FDA’s 
regulations including part 20, 
§§ 312.130(a), 314.430(b), 514.11(b), 
514.12(a), 601.50(a), 601.51(a), 807.95(b), 
812.38(a), and 814.9(b) of this chapter. 
Even the existence of applications for 
human drugs, animal drugs, biologic 
products, and devices is protected from 
disclosure under these regulations. 
Therefore, unless the existence of ap-
plications for human drugs, animal 
drugs, biologic products, or premarket 
notification for devices has been made 
publicly available, the release of the 
environmental document before ap-
proval of human drugs, animal drugs, 
biologic products, and devices is incon-
sistent with statutory requirements 
imposed on FDA. Appropriate environ-
mental documents, comments, and re-
sponses will be included in the admin-
istrative record to the extent allowed 
by applicable laws.

§ 25.51 Environmental assessments 
and findings of no significant im-
pact. 

(a) Data and information that are 
protected from disclosure by 18 U.S.C. 
1905 or 21 U.S.C. 331(j) or 360j(c) shall 
not be included in the portion of envi-
ronmental documents that is made 
public. When such data and informa-
tion are pertinent to the environ-
mental review of a proposed action, an 
applicant or petitioner shall submit 
such data and information separately 
in a confidential section and shall sum-
marize the confidential data and infor-
mation in the EA to the extent pos-
sible. 

(b) FONSI’s and EA’s will be avail-
able to the public in accordance with 40 
CFR 1506.6 as follows: 

(1) When the proposed action is the 
subject of a notice of proposed rule-
making or a notice of filing published 
in the FEDERAL REGISTER, the notice 
shall state that no EIS is necessary 
and that the FONSI and the EA are 
available for public inspection at 
FDA’s Dockets Management Branch. If 
the responsible agency official is un-
able to complete environmental consid-
eration of the proposed action before a 
notice of filing of a food or color addi-
tive petition is required to be published 
under the act, and if the subsequent en-

vironmental analysis leads to the con-
clusion that no EIS is necessary, the 
final regulation rather than the notice 
of filing shall state that no EIS is nec-
essary and that the FONSI and the EA 
are available upon request and filed in 
FDA’s Dockets Management Branch. 

(2) For actions for which notice is not 
published in the FEDERAL REGISTER, 
the FONSI and the EA shall be made 
available to the public upon request ac-
cording to the procedures in 40 CFR 
1506.6. 

(3) For a limited number of actions, 
the agency may make the FONSI and 
EA available for public review (includ-
ing review by State and areawide infor-
mation clearinghouses) for 30 days be-
fore the agency makes its final deter-
mination whether to prepare an EIS 
and before the action may begin, as de-
scribed in 40 CFR 1501.4(e). This proce-
dure will be followed when the pro-
posed action is, or is closely similar to, 
one that normally requires an EIS or 
when the proposed action is one with-
out precedent.

§ 25.52 Environmental impact state-
ments. 

(a) If FDA determines that an EIS is 
necessary for an action involving in-
vestigations or approvals for drugs, 
animal drugs, biologic products, or de-
vices, an EIS will be prepared but will 
become available only at the time of 
the approval of the product. Disclosure 
will be made in accordance with 40 CFR 
1506.6 and part 20 of this chapter. The 
EIS will in all other respects conform 
to the requirements for EIS’s as speci-
fied in 40 CFR part 1502 and 1506.6(f). 

(b) Comments on the EIS may be sub-
mitted after the approval of the drug, 
animal drug, biologic product, or de-
vice. Those comments can form the 
basis for the agency to consider begin-
ning an action to withdraw the ap-
proval of applications for a drug, ani-
mal drug, or biologic product, or to 
withdraw premarket notifications or 
premarket approval applications for 
devices. 

(c) In those cases where the existence 
of applications and premarket notifica-
tions for drugs, animal drugs, biologic 
products, or devices has already been 
disclosed before the agency approves 
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