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(9) The submission does not contain a 
signature of a responsible official, au-
thorized to represent the applicant, 
who either resides in or has a place of 
business in the United States. 

(10) For premarket tobacco applica-
tions, modified risk tobacco product 
applications, substantial equivalence 
applications, and exemption requests 
only: The submission does not include 
a valid claim of categorical exclusion 
in accordance with part 25 of this chap-
ter, or an environmental assessment. 

(b) If FDA finds that none of the rea-
sons in paragraph (a) of this section ex-
ists for refusing to accept a premarket 
submission, FDA may accept the sub-
mission for processing and further re-
view. FDA will send to the submitter 
an acknowledgement letter stating the 
submission has been accepted for proc-
essing and further review and will pro-
vide the premarket submission track-
ing number. 

(c) If FDA finds that any of the rea-
sons in paragraph (a) of this section 
exist for refusing to accept the submis-
sion, FDA will notify the submitter in 
writing of the reason(s) and that the 
submission has not been accepted, un-
less insufficient contact information 
was provided. 
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Subpart A—Exemptions 

§ 1107.1 Exemptions. 

(a) General requirements. Under sec-
tion 905(j)(3) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 387e(j)(3)), 
FDA may exempt from the require-
ments relating to the demonstration 
that a tobacco product is substantially 
equivalent within the meaning of sec-
tion 910 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 387j), tobacco 
products that are modified by adding 
or deleting a tobacco additive, or in-
creasing or decreasing the quantity of 
an existing tobacco additive, if FDA 
determines that: 

(1) Such modification would be a 
minor modification of a tobacco prod-
uct that can be sold under the Federal 
Food, Drug, and Cosmetic Act (a le-
gally marketed tobacco product); 

(2) A report under section 905(j)(1) in-
tended to demonstrate substantial 
equivalence is not necessary to ensure 
that permitting the tobacco product to 
be marketed would be appropriate for 
protection of the public health; and 

(3) An exemption is otherwise appro-
priate. 

(b) Request for an exemption under sec-
tion 905(j)(3) of the Federal Food, Drug, 
and Cosmetic Act. A request for an ex-
emption from the requirement of dem-
onstrating substantial equivalence 
may be made only by the manufacturer 
of a legally marketed tobacco product 
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for a minor modification to that to-
bacco product. To request an exemp-
tion, the manufacturer must submit 
the request and all information sup-
porting the request in an electronic 
format that FDA can process, review, 
and archive. If the manufacturer is un-
able to submit an exemption request in 
an electronic format, the manufacturer 
may submit a written request to the 
Center for Tobacco Products explaining 
in detail why the manufacturer cannot 
submit the request in an electronic for-
mat and requesting an alternative for-
mat. Such request must include an ex-
planation of why an alternative format 
is necessary. All submissions, including 
requests to submit the information in 
an alternative format, requests for ex-
emptions, and all supporting informa-
tion must be legible and in the English 
language. An exemption request must 
contain: 

(1) The manufacturer’s address and 
contact information; 

(2) Identification of the tobacco prod-
uct(s); 

(3) A detailed explanation of the pur-
pose of the modification; 

(4) A detailed description of the 
modification, including a statement as 
to whether the modification involves 
adding or deleting a tobacco additive, 
or increasing or decreasing the quan-
tity of an existing tobacco additive; 

(5) A detailed explanation of why the 
modification is a minor modification of 
a tobacco product that can be sold 
under the Federal Food, Drug, and Cos-
metic Act; 

(6) A detailed explanation of why a 
report under section 905(j)(1) of the 
Federal Food, Drug, and Cosmetic Act 
intended to demonstrate substantial 
equivalence is not necessary to ensure 
that permitting the tobacco product to 
be marketed would be appropriate for 
protection of the public health; 

(7) A certification (i.e., a signed 
statement by a responsible official of 
the manufacturer) summarizing the 
supporting evidence and providing the 
rationale for the official’s determina-
tion that the modification does not in-
crease the tobacco product’s appeal to 
or use by minors, toxicity, 
addictiveness, or abuse liability; 

(8) Other information justifying an 
exemption; and 

(9) An environmental assessment 
under part 25 of this chapter prepared 
in accordance with the requirements of 
§ 25.40 of this chapter. 

(c) Exemption determination. FDA will 
review the information submitted and 
determine whether to grant or deny an 
exemption request based on whether 
the criteria in section 905(j)(3) of the 
Federal Food, Drug, and Cosmetic Act 
are met. FDA may request additional 
information if necessary to make a de-
termination. FDA will consider the ex-
emption request withdrawn if the in-
formation is not provided within the 
requested timeframe. 

(d) Rescission of an exemption. FDA 
may rescind an exemption if it finds 
that the exemption is not appropriate 
for the protection of public health. In 
general, FDA will rescind an exemption 
only after notice and opportunity for a 
hearing under part 16 of this chapter is 
provided. However, FDA may rescind 
an exemption prior to notice and op-
portunity for a hearing under part 16 of 
this chapter if the continuance of the 
exemption presents a serious risk to 
public health. In that case, FDA will 
provide the manufacturer an oppor-
tunity for a hearing as soon as possible 
after the rescission. 

[76 FR 38974, July 5, 2011] 

§ 1107.3 Recordkeeping. 

(a) Definition. The term ‘‘Pre-Exist-
ing Tobacco Product’’ means a tobacco 
product (including those products in 
test markets) that was commercially 
marketed in the United States as of 
February 15, 2007. A Pre-Existing To-
bacco Product is not subject to the pre-
market requirements of section 910 of 
the Federal Food, Drug, and Cosmetic 
Act. 

(b) Record maintenance. (1) Each ap-
plicant who submits an abbreviated re-
port under section 905(j)(1)(A)(ii) of the 
Federal Food, Drug, and Cosmetic Act 
and receives a letter acknowledging 
the receipt of an abbreviated report 
from FDA must maintain all records 
(including those created by third par-
ties on the applicant’s behalf) that sup-
port the submission. Such records may 
include, but are not limited to: 

(i) A copy of the abbreviated report 
and, if applicable, the exemption re-
quest and all amendments thereto. 
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