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by FDA in support of a petition or 
other request from any other person. 

[44 FR 22323, Apr. 13, 1979, as amended at 46 
FR 8455, Jan. 27, 1981; 49 FR 7363, Feb. 29, 
1984; 54 FR 9034, Mar. 3, 1989; 59 FR 14363, 
Mar. 28, 1994; 64 FR 69190, Dec. 10, 1999; 65 FR 
56477, Sept. 19, 2000; 66 FR 56035, Nov. 6, 2001; 
66 FR 66742, Dec. 27, 2001; 68 FR 25285, May 12, 
2003; 81 FR 78505, Nov. 8, 2016] 

§ 10.25 Initiation of administrative 
proceedings. 

An administrative proceeding may be 
initiated in the following three ways: 

(a) An interested person may petition 
the Commissioner to issue, amend, or 
revoke a regulation or order, or to take 
or refrain from taking any other form 
of administrative action. A petition 
must be either: 

(1) In the form specified in other ap-
plicable FDA regulations, e.g., the form 
for a color additive petition in § 71.1, 
for a food additive petition in § 171.1 or 
§ 571.1, for a new drug application in 
§ 314.50, for a request to establish or 
amend an import tolerance in § 510.205, 
for a new animal drug application in 
§ 514.1, or 

(2) in the form for a citizen petition 
in § 10.30. 

(b) The Commissioner may initiate a 
proceeding to issue, amend, or revoke a 
regulation or order or take or refrain 
from taking any other form of adminis-
trative action. FDA has primary juris-
diction to make the initial determina-
tion on issues within its statutory 
mandate, and will request a court to 
dismiss, or to hold in abeyance its de-
termination of or refer to the agency 
for administrative determination, any 
issue which has not previously been de-
termined by the agency or which, if it 
has previously been determined, the 
agency concluded should be reconsid-
ered and subject to a new administra-
tive determination. The Commissioner 
may utilize any of the procedures es-
tablished in this part in reviewing and 
making a determination on any matter 
initiated under this paragraph. 

(c) The Commissioner will institute a 
proceeding to determine whether to 
issue, amend, or revoke a regulation or 
order, or take or refrain from taking 
any other form of administrative ac-
tion whenever any court, on its own 
initiative, holds in abeyance or refers 

any matter to the agency for an admin-
istrative determination and the Com-
missioner concludes that an adminis-
trative determination is feasible with-
in agency priorities and resources. 

[44 FR 22323, Apr. 13, 1979, as amended at 54 
FR 9034, Mar. 3, 1989; 86 FR 52409, Sept. 21, 
2021] 

§ 10.30 Citizen petition. 
(a) This section applies to any peti-

tion submitted by a person (including a 
person who is not a citizen of the 
United States) except to the extent 
that other sections of this chapter 
apply different requirements to a par-
ticular matter. 

(b) A petition (including any attach-
ments) must be submitted in accord-
ance with § 10.20 and, if applicable, 
§ 10.31. The certification requirement in 
this section does not apply to petitions 
subject to the certification require-
ment of § 10.31. The petition must also 
be submitted in accordance with the 
following paragraphs, as applicable: 

(1) Electronic submission. Petitions (in-
cluding any attachments) may be elec-
tronically submitted in accordance 
with paragraph (b)(3) of this section 
and § 10.20 through http:// 
www.regulations.gov at Docket No. FDA 
2013–S–0610. It is only necessary to sub-
mit one copy. 

(2) Mail, delivery services, or other non- 
electronic submissions. A petition (in-
cluding any attachments), that is not 
electronically submitted under para-
graph (b)(1) of this section, must be 
submitted in accordance with para-
graph (b)(3) of this section and § 10.20 
and delivered to this address: Dockets 
Management Staff, Department of 
Health and Human Services, Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 
Submit two copies (original and re-
dacted version) for confidential peti-
tions. Otherwise, only one copy is nec-
essary. 

(3) Petition format. A petition sub-
mitted under paragraphs (b)(1) or (b)(2) 
of this section must be in accordance 
with § 10.20 and in the following format: 

CITIZEN PETITION 

Date: llllllllllllllllllll

The undersigned submits this petition 
under ____ (relevant statutory sections, if 
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