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(3) The proposed rule published in the 
FEDERAL REGISTER, including all infor-
mation identified or filed by the Com-
missioner with the Division of Dockets 
Management on the proposal. 

(4) All comments received on the pro-
posal, including all information sub-
mitted as a part of the comments. 

(5) The notice promulgating the final 
regulation, including all information 
identified or filed by the Commissioner 
with the Division of Dockets Manage-
ment as part of the administrative 
record of the final regulation. 

(6) The transcripts, minutes of meet-
ings, reports, FEDERAL REGISTER no-
tices, and other documents resulting 
from the procedures specified in para-
graph (f) of this section, but not the 
transcript of a closed portion of a pub-
lic advisory committee meeting. 

(7) All documents submitted to the 
Division of Dockets Management under 
§ 10.65(h). 

(h) The record of the administrative 
proceeding closes on the date of publi-
cation of the final regulation in the 
FEDERAL REGISTER unless some other 
date is specified. Thereafter, any inter-
ested person may submit a petition for 
reconsideration under § 10.33 or a peti-
tion for stay of action under § 10.35. A 
person who wishes to rely upon infor-
mation or views not included in the ad-
ministrative record shall submit it to 
the Commissioner with a new petition 
to modify the final regulation. 

(i) The Division of Dockets Manage-
ment shall maintain a chronological 
list of all regulations proposed and pro-
mulgated under this section and § 10.50 
(which list will not include regulations 
resulting from petitions filed and as-
signed a docket number under § 10.30) 
showing— 

(1) The docket number (for a petition 
submitted directly to a center, the list 
also includes the number or other des-
ignation assigned by the center, e.g., 
the number assigned to a food additive 
petition); 

(2) The name of the petitioner, if any; 
(3) The subject matter involved; and 
(4) The disposition of the petition. 

[44 FR 22323, Apr. 13, 1979, as amended at 52 
FR 36401, Sept. 29, 1987; 54 FR 9034, Mar. 3, 
1989; 56 FR 13758, Apr. 4, 1991; 62 FR 40592, 
July 29, 1997; 66 FR 6468, Jan. 22, 2001; 66 FR 
12848, Mar. 1, 2001] 

§ 10.45 Court review of final adminis-
trative action; exhaustion of admin-
istrative remedies. 

(a) This section applies to court re-
view of final administrative action 
taken by the Commissioner, including 
action taken under §§ 10.25 through 
10.40 and § 16.1(b), except action subject 
to § 10.50 and part 12. 

(b) A request that the Commissioner 
take or refrain from taking any form of 
administrative action must first be the 
subject of a final administrative deci-
sion based on a petition submitted 
under § 10.25(a) or, where applicable, a 
hearing under § 16.1(b) before any legal 
action is filed in a court complaining 
of the action or failure to act. If a 
court action is filed complaining of the 
action or failure to act before the sub-
mission of the decision on a petition 
under § 10.25(a) or, where applicable, a 
hearing under § 16.1(b), the Commis-
sioner shall request dismissal of the 
court action or referral to the agency 
for an initial administrative deter-
mination on the grounds of a failure to 
exhaust administrative remedies, the 
lack of final agency action as required 
by 5 U.S.C. 701 et seq., and the lack of 
an actual controversy as required by 28 
U.S.C. 2201. 

(c) A request that administrative ac-
tion be stayed must first be the subject 
of an administrative decision based 
upon a petition for stay of action sub-
mitted under § 10.35 before a request is 
made that a court stay the action. If a 
court action is filed requesting a stay 
of administrative action before the 
Commissioner’s decision on a petition 
submitted in a timely manner pursuant 
to § 10.35, the Commissioner shall re-
quest dismissal of the court action or 
referral to the agency for an initial de-
termination on the grounds of a failure 
to exhaust administrative remedies, 
the lack of final agency action as re-
quired by 5 U.S.C. 701 et seq., and the 
lack of an actual controversy as re-
quired by 28 U.S.C. 2201. If a court ac-
tion is filed requesting a stay of admin-
istrative action after a petition for a 
stay of action is denied because it was 
submitted after expiration of the time 
period provided under § 10.35, or after 
the time for submitting such a petition 
has expired, the Commissioner will re-
quest dismissal of the court action on 
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the ground of a failure to exhaust ad-
ministrative remedies. 

(d) Unless otherwise provided, the 
Commissioner’s final decision con-
stitutes final agency action (review-
able in the courts under 5 U.S.C. 701 et 
seq. and, where appropriate, 28 U.S.C. 
2201) on a petition submitted under 
§ 10.25(a), on a petition for reconsider-
ation submitted under § 10.33, on a peti-
tion for stay of action submitted under 
§ 10.35, on an advisory opinion issued 
under § 10.85, on a matter involving ad-
ministrative action which is the sub-
ject of an opportunity for a hearing 
under § 16.1(b) of this chapter, or on the 
issuance of a final regulation published 
in accordance with § 10.40, except that 
the agency’s response to a petition 
filed under section 505(j)(2)(C) of the 
act (21 U.S.C. 355(j)(2)(C)) and § 314.93 of 
this chapter will not constitute final 
agency action until any petition for re-
consideration submitted by the peti-
tioner is acted on by the Commis-
sioner. 

(1) It is the position of FDA except as 
otherwise provided in paragraph (d)(2) 
of this section, that: 

(i) Final agency action exhausts all 
administrative remedies and is ripe for 
preenforcement judicial review as of 
the date of the final decision, unless 
applicable law explicitly requires that 
the petitioner take further action be-
fore judicial review is available; 

(ii) An interested person is affected 
by, and thus has standing to obtain ju-
dicial review of final agency action; 
and 

(iii) It is not appropriate to move to 
dismiss a suit for preenforcement judi-
cial review of final agency action on 
the ground that indispenable parties 
are not joined or that it is an 
unconsented suit against the United 
States if the defect could be cured by 
amending the complaint. 

(2) The Commissioner shall object to 
judicial review of a matter if: 

(i) The matter is committed by law 
to the discretion of the Commissioner, 
e.g., a decision to recommend or not to 
recommend civil or criminal enforce-
ment action under sections 302, 303, and 
304 of the act; or 

(ii) Review is not sought in a proper 
court. 

(e) An interested person may request 
judicial review of a final decision of the 
Commissioner in the courts without 
first petitioning the Commissioner for 
reconsideration or for a stay of action, 
except that in accordance with para-
graph (c) of this section, the person 
shall request a stay by the Commis-
sioner under § 10.35 before requesting a 
stay by the court. 

(f) The Commissioner shall take the 
position in an action for judicial re-
view under 5 U.S.C. 701 et seq., whether 
or not it includes a request for a de-
claratory judgment under 28 U.S.C. 
2201, or in any other case in which the 
validity of administrative action is 
properly challenged, that the validity 
of the action must be determined sole-
ly on the basis of the administrative 
record specified in §§ 10.30(i), 10.33(k), 
10.35(h), 10.40(g), and 16.80(a) or the ad-
ministrative record applicable to any 
decision or action under the regula-
tions referenced in § 16.1(b), and that 
additional information or views may 
not be considered. An interested person 
who wishes to rely upon information or 
views not included in the administra-
tive record shall submit them to the 
Commissioner with a new petition to 
modify the action under § 10.25(a). 

(g) The Commissioner requests that 
all petitions for judicial review of a 
particular matter be filed in a single 
U.S. District court. If petitions are 
filed in more than one jurisdiction, the 
Commissioner will take appropriate ac-
tion to prevent a multiplicity of suits 
in various jurisdictions, such as: 

(1) A request for transfer of one or 
more suits to consolidate separate ac-
tions, under 28 U.S.C. 1404(a) or 28 
U.S.C. 2112(a); 

(2) A request that actions in all but 
one jurisdiction be stayed pending the 
conclusion of one proceeding; 

(3) A request that all but one action 
be dismissed pending the conclusion of 
one proceeding, with the suggestion 
that the other plaintiffs intervene in 
that one suit; or 

(4) A request that one of the suits be 
maintained as a class action in behalf 
of all affected persons. 

(h)(1) For the purpose of 28 U.S.C. 
2112(a), a copy of any petition filed in 
any U.S. Court of Appeals challenging 
a final action of the Commissioner 
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shall be sent by certified mail, return 
receipt requested, or by personal deliv-
ery to the Chief Counsel of FDA. The 
petition copy shall be time-stamped by 
the clerk of the court when the origi-
nal is filed with the court. The petition 
copy should be addressed to: Office of 
the Chief Counsel (GCF–1), Food and 
Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857. The Chief 
Counsel requests that the purpose of 
all petitions mailed or delivered to the 
Office of Chief Counsel to satisfy 28 
U.S.C. 2112(a) be clearly identified in a 
cover letter. 

(2) If the Chief Counsel receives two 
or more petitions filed in two or more 
U.S. Courts of Appeals for review of 
any agency action within 10 days of the 
effective date of that action for the 
purpose of judicial review, the Chief 
Counsel will notify the U.S. Judicial 
Panel on Multidistrict Litigation of 
any petitions that were received within 
the 10-day period, in accordance with 
the applicable rule of the panel. 

(3) For the purpose of determining 
whether a petition for review has been 
received within the 10-day period under 
paragraph (h)(2) of this section, the pe-
tition shall be considered to be re-
ceived on the date of delivery, if per-
sonally delivered. If the delivery is ac-
complished by mail, the date of receipt 
shall be the date noted on the return 
receipt card. 

(i) Upon judicial review of adminis-
trative action under this section: 

(1) If a court determines that the ad-
ministrative record is inadequate to 
support the action, the Commissioner 
shall determine whether to proceed 
with such action. (i) If the Commis-
sioner decides to proceed with the ac-
tion, the court will be requested to re-
mand the matter to the agency to re-
open the administrative proceeding 
and record, or on the Commissioner’s 
own initiative the administrative pro-
ceeding and record may be reopened 
upon receipt of the court determina-
tion. A reopened administrative pro-
ceeding will be conducted under the 
provisions of this part and in accord-
ance with any directions of the court. 

(ii) If the Commissioner concludes 
that the public interest requires that 
the action remain in effect pending fur-
ther administrative proceedings, the 

court will be requested not to stay the 
matter in the interim and the Commis-
sioner shall expedite the further ad-
ministrative proceedings. 

(2) If a court determines that the ad-
ministrative record is adequate, but 
the rationale for the action must be 
further explained: 

(i) The Commissioner shall request 
either that further explanation be pro-
vided in writing directly to the court 
without further administrative pro-
ceedings, or that the administrative 
proceeding be reopened in accordance 
with paragraph (i)(1)(i) of this section; 
and 

(ii) If the Commissioner concludes 
that the public interest requires that 
the action remain in effect pending fur-
ther court or administrative pro-
ceedings, the court will be requested 
not to stay the matter in the interim 
and the Commissioner shall expedite 
the further proceedings. 

[44 FR 22323, Apr. 13, 1979, as amended at 54 
FR 6886, Feb. 15, 1989; 54 FR 9034, Mar. 3, 1989; 
57 FR 17980, Apr. 28, 1992; 65 FR 56477, Sept. 
19, 2000; 69 FR 31705, June 4, 2004] 

§ 10.50 Promulgation of regulations 
and orders after an opportunity for 
a formal evidentiary public hear-
ing. 

(a) The Commissioner shall promul-
gate regulations and orders after an op-
portunity for a formal evidentiary pub-
lic hearing under part 12 whenever all 
of the following apply: 

(1) The subject matter of the regula-
tion or order is subject by statute to an 
opportunity for a formal evidentiary 
public hearing. 

(2) The person requesting the hearing 
has a right to an opportunity for a 
hearing and submits adequate justifica-
tion for the hearing as required by 
§§ 12.20 through 12.22 and other applica-
ble provisions in this chapter, e.g., 
§§ 314.200, 514.200, and 601.7(a). 

(b) The Commissioner may order a 
formal evidentiary public hearing on 
any matter whenever it would be in the 
public interest to do so. 

(c) The provisions of the act, and 
other laws, that afford a person who 
would be adversely affected by admin-
istrative action an opportunity for a 
formal evidentiary public hearing as 
listed below. The list imparts no right 
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