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§ 25.34 Devices and electronic prod-
ucts. 

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 a device premarket no-
tification submission under subpart E 
of part 807 of this chapter. 

(b) Classification or reclassification 
of a device under part 860 of this chap-
ter, including the establishment of spe-
cial controls, if the action will not re-
sult in increases in the existing levels 
of use of the device or changes in the 
intended use of the device or its sub-
stitutes. 

(c) Issuance, amendment, or repeal of 
a standard for a class II medical device 
or an electronic product, and issuance 
of exemptions or variances from such a 
standard. 

(d) Approval of a PMA or a notice of 
completion of a PDP or amended or 
supplemental applications or notices 
for a class III medical device if the de-
vice is of the same type and for the 
same use as a previously approved de-
vice. 

(e) Changes in the PMA or a notice of 
completion of a PDP for a class III 
medical device that do not require sub-
mission of an amended or supplemental 
application or notice. 

(f) Issuance of a restricted device reg-
ulation if it will not result in increases 
in the existing levels of use or changes 
in the intended uses of the product or 
its substitutes. 

(g) Action on an application for an 
IDE or an authorization to commence a 
clinical investigation under an ap-
proved PDP. 

(h) Issuance of a regulation exempt-
ing from preemption a requirement of 
a State or political subdivision con-
cerning a device, or a denial of an ap-
plication for such exemption. 

(i) Approval of humanitarian device 
exemption under subpart H of part 814 
of this chapter. 

[62 FR 40592, July 29, 1997, as amended at 70 
FR 69277, Nov. 15, 2005] 

§ 25.35 Tobacco product applications. 
The classes of actions listed in this 

section are categorically excluded and, 
therefore, normally do not require the 
preparation of an EA or an EIS: 

(a) Issuance of an order finding a to-
bacco product substantially equivalent 
under section 910(a)(2)(B) of the Fed-
eral Food, Drug, and Cosmetic Act; 

(b) Issuance of an order finding a to-
bacco product not substantially equiv-
alent under section 910(a) of the Fed-
eral Food, Drug, and Cosmetic Act, de-
nial of a request for an exemption 
under 21 CFR part 1107 from the re-
quirement of demonstrating substan-
tial equivalence, issuance of an order 
under section 910(c) of the Federal 
Food, Drug, and Cosmetic Act that a 
new tobacco product may not be intro-
duced or delivered for introduction into 
interstate commerce, or issuance of an 
order under section 911 of the Federal 
Food, Drug, and Cosmetic Act that a 
modified risk tobacco product may not 
be introduced or delivered for introduc-
tion into interstate commerce; 

(c) Rescission or temporary suspen-
sion of an order authorizing the mar-
keting of a new tobacco product under 
section 910 of the Federal Food, Drug, 
and Cosmetic Act; 

(d) Rescission of an order authorizing 
the marketing of a modified risk to-
bacco product under section 911 of the 
Federal Food, Drug, and Cosmetic Act; 
and 

(e) Rescission of an order granting an 
exemption request under § 1107.1 of this 
chapter. 

[80 FR 57535, Sept. 24, 2015] 

Subpart D—Preparation of 
Environmental Documents 

§ 25.40 Environmental assessments. 
(a) As defined by CEQ in 40 CFR 

1508.9, an EA is a concise public docu-
ment that serves to provide sufficient 
evidence and analysis for an agency to 
determine whether to prepare an EIS 
or a FONSI. The EA shall include brief 
discussions of the need for the pro-
posal, of alternatives as required by 
section 102(2)(E) of NEPA, of the envi-
ronmental impacts of the proposed ac-
tion and alternatives, and a listing of 
agencies and persons consulted. An EA 
shall be prepared for each action not 
categorically excluded in § 25.30, § 25.31, 
§ 25.32, § 25.33, or § 25.34, or § 25.35. The 
EA shall focus on relevant environ-
mental issues relating to the use and 
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