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(e) Quantitative or semiquantitative 
formulas. 

(f) Information on product design or 
construction. 

(ii) Material submitted under para-
graph (j)(2) of this section is to be seg-
regated from all other submitted mate-
rial and clearly so marked. A person 
who does not agree that a submission 
is properly subject to paragraph (j)(2) 
may request a ruling from the Asso-
ciate Commissioner for Public Affairs 
whose decision is final, subject to judi-
cial review under § 20.48. 

(3) Material listed in paragraph 
(j)(2)(i) (a) and (b) of this section may 
be disclosed under a protective order 
issued by the administrative law judge 
or other presiding officer at a hearing 
referenced in paragraph (j)(2)(i). The 
administrative law judge or presiding 
officer shall permit disclosure of the 
data only in camera and only to the ex-
tent necessary for the proper conduct 
of the hearing. The administrative law 
judge or presiding officer shall direct 
to whom the information is to be made 
available (e.g., to parties or partici-
pants, or only to counsel for parties or 
participants), and persons not specifi-
cally permitted access to the data will 
be excluded from the in camera part of 
the proceeding. The administrative law 
judge or other presiding officer may 
impose other conditions or safeguards. 
The limited availability of material 
under this paragraph does not con-
stitute prior disclosure to the public as 
defined in § 20.81, and no information 
subject to a particular order is to be 
submitted to or received or considered 
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] 

§ 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 applicable FDA regulations, 
e.g., the form for a color additive peti-
tion in § 71.1, for a food additive peti-
tion in § 171.1, for a new drug applica-
tion in § 314.50, 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] 

§ 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 in the following 
form: 

(Date) llllllllllllllllllll
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Division of Dockets Management, Food 
and Drug Administration, Department of 
Health and Human Services, 5630 Fishers 
Lane, rm. 1061, Rockville, MD 20852. 

CITIZEN PETITION 

The undersigned submits this petition 
under lll (relevant statutory sections, if 
known) of the lll (Federal Food, Drug, 
and Cosmetic Act or the Public Health Serv-
ice Act or any other statutory provision for 
which authority has been delegated to the 
Commissioner of Food and Drugs under 21 
CFR 5.10) to request the Commissioner of 
Food and Drugs to lll (issue, amend, or 
revoke a regulation or order or take or re-
frain from taking any other form of adminis-
trative action). 

A. Action requested 

((1) If the petition requests the Commis-
sioner to issue, amend, or revoke a regula-
tion, the exact wording of the existing regu-
lation (if any) and the proposed regulation or 
amendment requested.) 

((2) If the petition requests the Commis-
sioner to issue, amend, or revoke an order, a 
copy of the exact wording of the citation to 
the existing order (if any) and the exact 
wording requested for the proposed order.) 

((3) If the petition requests the Commis-
sioner to take or refrain from taking any 
other form of administrative action, the spe-
cific action or relief requested.) 

B. Statement of grounds 

(A full statement, in a well organized for-
mat, of the factual and legal grounds on 
which the petitioner relies, including all rel-
evant information and views on which the 
petitioner relies, as well as representative 
information known to the petitioner which 
is unfavorable to the petitioner’s position.) 

C. Environmental impact 

(A) Claim for categorical exclusion under 
§§ 25.30, 25.31, 25.32, 25.33, or § 25.34 of this 
chapter or an environmental assessment 
under § 25.40 of this chapter.) 

D. Economic impact 

(The following information is to be sub-
mitted only when requested by the Commis-
sioner following review of the petition: A 
statement of the effect of requested action 
on: (1) Cost (and price) increases to industry, 
government, and consumers; (2) productivity 
of wage earners, businesses, or government; 
(3) competition; (4) supplies of important 
materials, products, or services; (5) employ-
ment; and (6) energy supply or demand.) 

E. Certification 

The undersigned certifies, that, to the best 
knowledge and belief of the undersigned, this 

petition includes all information and views 
on which the petition relies, and that it in-
cludes representative data and information 
known to the petitioner which are unfavor-
able to the petition. 
(Signature) lllllllllllllllll

(Name of petitioner) llllllllllll

(Mailing address) llllllllllllll

(Telephone number) lllllllllllll

(c) A petition which appears to meet 
the requirements of paragraph (b) of 
this section and § 10.20 will be filed by 
the Division of Dockets Management, 
stamped with the date of filing, and as-
signed a docket number. The docket 
number identifies the file established 
by the Division of Dockets Manage-
ment for all submissions relating to 
the petition, as provided in this part. 
Subsequent submissions relating to the 
matter must refer to the docket num-
ber and will be filed in the docket file. 
Related petitions may be filed together 
and given the same docket number. 
The Division of Dockets Management 
will promptly notify the petitioner in 
writing of the filing and docket number 
of a petition. 

(d) An interested person may submit 
written comments to the Division of 
Dockets Management on a filed peti-
tion, which comments become part of 
the docket file. The comments are to 
specify the docket number of the peti-
tion and may support or oppose the pe-
tition in whole or in part. A request for 
alternative or different administrative 
action must be submitted as a separate 
petition. 

(e)(1) The Commissioner shall, in ac-
cordance with paragraph (e)(2), rule 
upon each petition filed under para-
graph (c) of this section, taking into 
consideration (i) available agency re-
sources for the category of subject 
matter, (ii) the priority assigned to the 
petition considering both the category 
of subject matter involved and the 
overall work of the agency, and (iii) 
time requirements established by stat-
ute. 

(2) Except as provided in paragraph 
(e)(4) of this section, the Commissioner 
shall furnish a response to each peti-
tioner within 180 days of receipt of the 
petition. The response will either: 

(i) Approve the petition, in which 
case the Commissioner shall concur-
rently take appropriate action (e.g., 
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publication of a FEDERAL REGISTER no-
tice) implementing the approval; 

(ii) Deny the petition; or 
(iii) Provide a tentative response, in-

dicating why the agency has been un-
able to reach a decision on the peti-
tion, e.g., because of the existence of 
other agency priorities, or a need for 
additional information. The tentative 
response may also indicate the likely 
ultimate agency response, and may 
specify when a final response may be 
furnished. 

(3) The Commissioner may grant or 
deny such a petition, in whole or in 
part, and may grant such other relief 
or take other action as the petition 
warrants. The petitioner is to be noti-
fied in writing of the Commissioner’s 
decision. The decision will be placed in 
the public docket file in the office of 
the Division of Dockets Management 
and may also be in the form of a notice 
published in the FEDERAL REGISTER. 

(4) The Commissioner shall furnish a 
response to each petitioner within 90 
days of receipt of a petition filed under 
section 505(j)(2)(C) of the act. The re-
sponse will either approve or dis-
approve the petition. Agency action on 
a petition shall be governed by § 314.93 
of this chapter. 

(f) If a petition filed under paragraph 
(c) of this section requests the Com-
missioner to issue, amend, or revoke a 
regulation, § 10.40 or § 10.50 also apply. 

(g) A petitioner may supplement, 
amend, or withdraw a petition in writ-
ing without agency approval and with-
out prejudice to resubmission at any-
time until the Commissioner rules on 
the petition, unless the petition has 
been referred for a hearing under parts 
12, 13, 14, or 15. After a ruling or refer-
ral, a petition may be supplemented, 
amended, or withdrawn only with the 
approval of the Commissioner. The 
Commissioner may approve with-
drawal, with or without prejudice 
against resubmission of the petition. 

(h) In reviewing a petition the Com-
missioner may use the following proce-
dures: 

(1) Conferences, meetings, discus-
sions, and correspondence under § 10.65. 

(2) A hearing under parts 12, 13, 14, 15, 
or 16. 

(3) A FEDERAL REGISTER notice re-
questing information and views. 

(4) A proposal to issue, amend, or re-
voke a regulation, in accordance with 
§ 10.40 or § 12.20. 

(5) Any other specific public proce-
dure established in this chapter and ex-
pressly applicable to the matter. 

(i) The record of the administrative 
proceeding consists of the following: 

(1) The petition, including all infor-
mation on which it relies, filed by the 
Division of Dockets Management. 

(2) All comments received on the pe-
tition, including all information sub-
mitted as a part of the comments. 

(3) If the petition resulted in a pro-
posal to issue, amend, or revoke a regu-
lation, all of the documents specified 
in § 10.40(g). 

(4) The record, consisting of any 
transcripts, minutes of meetings, re-
ports, FEDERAL REGISTER notices, and 
other documents resulting from the op-
tional procedures specified in para-
graph (h) of this section, except a tran-
script of a closed portion of a public ad-
visory committee meeting. 

(5) The Commissioner’s decision on 
the petition, including all information 
identified or filed by the Commissioner 
with the Division of Dockets Manage-
ment as part of the record supporting 
the decision. 

(6) All documents filed with the Divi-
sion of Dockets Management under 
§ 10.65(h). 

(7) If a petition for reconsideration or 
for a stay of action is filed under para-
graph (j) of this section, the adminis-
trative record specified in § 10.33(k) or 
§ 10.35(h). 

(j) The administrative record speci-
fied in paragraph (i) of this section is 
the exclusive record for the Commis-
sioner’s decision. The record of the ad-
ministrative proceeding closes on the 
date of the Commissioner’s decision 
unless some other date is specified. 
Thereafter any interested person may 
submit a petition for reconsideration 
under § 10.33 or a petition for stay of ac-
tion under § 10.35. A person who wishes 
to rely upon information or views not 
included in the administrative record 
shall submit them to the Commissioner 
with a new petition to modify the deci-
sion in accordance with this section. 

(k) This section does not apply to the 
referral of a matter to a United States 
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attorney for the initiation of court en-
forcement action and related cor-
respondence, or to requests, sugges-
tions, and recommendations made in-
formally in routine correspondence re-
ceived by FDA. Routine correspond-
ence does not constitute a petition 
within the meaning of this section un-
less it purports to meet the require-
ments of this section. Action on rou-
tine correspondence does not con-
stitute final administrative action sub-
ject to judicial review under § 10.45. 

(l) The Division of Dockets Manage-
ment will maintain a chronological list 
of each petition filed under this section 
and § 10.85, but not of petitions sub-
mitted elsewhere in the agency under 
§ 10.25(a)(1), showing: 

(1) The docket number; 
(2) The date the petition was filed by 

the Division of Dockets Management; 
(3) The name of the petitioner; 
(4) The subject matter involved; and 
(5) The disposition of the petition. 

[44 FR 22323, Apr. 13, 1979, as amended at 46 
FR 8455, Jan. 27, 1981; 50 16656, Apr. 26, 1985; 
54 FR 9034, Mar. 3, 1989; 57 FR 17980, Apr. 28, 
1992; 59 FR 14364, Mar. 28, 1994; 62 FR 40592, 
July 29, 1997; 66 FR 6467, Jan. 22, 2001; 66 FR 
12848, Mar. 1, 2001] 

§ 10.33 Administrative reconsideration 
of action. 

(a) The Commissioner may at any 
time reconsider a matter, on the Com-
missioner’s own initiative or on the pe-
tition of an interested person. 

(b) An interested person may request 
reconsideration of part or all of a deci-
sion of the Commissioner on a petition 
submitted under § 10.25. Each request 
for reconsideration must be submitted 
in accordance with § 10.20 and in the 
following form no later than 30 days 
after the date of the decision involved. 
The Commissioner may, for good cause, 
permit a petition to be filed after 30 
days. In the case of a decision pub-
lished in the FEDERAL REGISTER, the 
day of publication is the day of deci-
sion. 

(Date) llllllllllllllllllll

Division of Dockets Management, Food 
and Drug Administration, Department of 
Health and Human Services, rm. 1–23, 5630 
Fishers Lane, rm. 1061, Rockville, MD 20852. 

PETITION FOR RECONSIDERATION 

[Docket No.] 
The undersigned submits this petition for 

reconsideration of the decision of the Com-
missioner of Food and Drugs in Docket No. 
ll. 

A. Decision involved 

(A concise statement of the decision of the 
Commissioner which the petitioner wishes to 
have reconsidered.) 

B. Action requested 

(The decision which the petitioner requests 
the Commissioner to make upon reconsider-
ation of the matter.) 

C. Statement of grounds 

(A full statement, in a well-organized for-
mat, of the factual and legal grounds upon 
which the petitioner relies. The grounds 
must demonstrate that relevant information 
and views contained in the administrative 
record were not previously or not adequately 
considered by the Commissioner. 

(No new information or views may be in-
cluded in a petition for reconsideration.) 

(Signature) lllllllllllllllll

(Name of petitioner) llllllllllll

(Mailing address) llllllllllllll

(Telephone number) lllllllllllll

(c) A petition for reconsideration re-
lating to a petition submitted under 
§ 10.25(a)(2) is subject to the require-
ments of § 10.30 (c) and (d), except that 
it is filed in the same docket file as the 
petition to which it relates. 

(d) The Commissioner shall promptly 
review a petition for reconsideration. 
The Commissioner may grant the peti-
tion when the Commissioner deter-
mines it is in the public interest and in 
the interest of justice. The Commis-
sioner shall grant a petition for recon-
sideration in any proceeding if the 
Commissioner determines all of the fol-
lowing apply: 

(1) The petition demonstrates that 
relevant information or views con-
tained in the administrative record 
were not previously or not adequately 
considered. 

(2) The petitioner’s position is not 
frivolous and is being pursued in good 
faith. 

(3) The petitioner has demonstrated 
sound public policy grounds supporting 
reconsideration. 

(4) Reconsideration is not outweighed 
by public health or other public inter-
ests. 
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