
Title 21 —Food and Drugs
Chapter I —Food and Drug Administration, Department of Health and Human Services
Subchapter A —General
Part 25 —Environmental Impact Considerations
Subpart E —Public Participation and Notification of Environmental Documents

Authority: 21 U.S.C. 321–393; 42 U.S.C. 262, 263b–264; 42 U.S.C. 4321, 4332; 40 CFR parts 1500–1508; E.O. 11514, 35 FR
4247, 3 CFR, 1971 Comp., p. 531–533 as amended by E.O. 11991, 42 FR 26967, 3 CFR, 1978 Comp., p. 123–124 and E.O.
12114, 44 FR 1957, 3 CFR, 1980 Comp., p. 356–360.

Source: 62 FR 40592, July 29, 1997, unless otherwise noted.

§ 25.51 Environmental assessments and findings of no significant impact.

This content is from the eCFR and is authoritative but unofficial.

(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 environmental documents that is made public. When such data and
information are pertinent to the environmental review of a proposed action, an applicant or petitioner shall
submit such data and information separately in a confidential section and shall summarize the
confidential data and information in the EA to the extent possible.

(b) FONSI's and EA's will be available 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 rulemaking 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 Staff. If the responsible
agency official is unable to complete environmental consideration of the proposed action before a
notice of filing of a food or color additive petition is required to be published under the act, and if the
subsequent environmental analysis leads to the conclusion that no EIS is necessary, the final
regulation rather than the notice of filing shall state that no EIS is necessary and that the FONSI and
the EA are available upon request and filed in FDA's Dockets Management Staff.

(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 according 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
(including review by State and areawide information clearinghouses) for 30 days before the agency
makes its final determination whether to prepare an EIS and before the action may begin, as
described in 40 CFR 1501.4(e). This procedure will be followed when the proposed action is, or is
closely similar to, one that normally requires an EIS or when the proposed action is one without
precedent.

Editorial Note: Nomenclature changes to part 25 appear at 88 FR 45065, July 14, 2023.
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