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(c) Any reply to the exceptions is to
be filed and served within 60 days of
the end of the period for filing excep-
tions.

(d) The Commissioner may extend
the time for filing exceptions under
paragraph (a) of this section or replies
to exceptions under paragraph (c) of
this section only upon a showing by a
participant of extraordinary cir-
cumstances. Such an extension shall be
requested by filing a written request
with the Commissioner’s Executive
Secretariat (HF-40) and serving copies
of the request on the Division of Dock-
ets Management (HFA-305), the Chief
Counsel (GCF-1), and all hearing par-
ticipants.

(e) If the Commissioner decides to
hear oral argument, the participants
will be informed of the date, time, and
place, the amount of time allotted to
each participant, and the issues to be
addressed.

(f) Within 10 days following the expi-
ration of the time for filing exceptions
(including any extensions), the Com-
missioner may file with the Division of
Dockets Management, and serve on the
participants, a notice of the Commis-
sioner’s determination to review the
initial decision. The Commissioner
may invite the participants to file
briefs or present oral argument on the
matter. The time for filing briefs or
presenting oral argument will be speci-
fied in that or a later notice.

[44 FR 22339, Apr. 13, 1979, as amended at 53
FR 29453, Aug. 5, 1988]

§12.130 Decision by Commissioner on
appeal or review of initial decision.

(a) On appeal from or review of the
initial decision, the Commissioner has
all the powers given to make the ini-
tial decision. On the Commissioner’s
own initiative or on motion, the Com-
missioner may remand the matter to
the presiding officer for any further ac-
tion necessary for a proper decision.

(b) The scope of the issues on appeal
is the same as the scope of the issues at
the public hearing unless the Commis-
sioner specifies otherwise.

(c) As soon as possible after the filing
of briefs and any oral argument, the
Commissioner will issue a final deci-
sion in the proceeding, which meets the
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requirements established in §12.120 (b)
and (c).

(d) The Commissioner may adopt the
initial decision as the final decision.

(e) Notice of the Commissioner’s de-
cision will be published in the FEDERAL
REGISTER, or the Commissioner may
publish the decision when it is of wide-
spread interest.

§12.139 Reconsideration and stay of
action.

Following notice or publication of
the final decisions, a participant may
petition the Commissioner for recon-
sideration of any part or all of the deci-
sion under §10.33 or may petition for a
stay of the decision under §10.35.

Subpart H—Judicial Review

§12.140 Review by the courts.

(a) The Commissioner’s final decision
constitutes final agency action from
which a participant may petition for
judicial review under the statutes gov-
erning the matter involved. Before re-
questing an order from a court for a
stay of action pending review, a partic-
ipant shall first submit a petition for a
stay of action under §10.35.

(b) Under 28 U.S.C. 2112(a), FDA will
request consolidation of all petitions
related to a particular matter.

§12.159 Copies of petitions for judicial
review.

The Chief Counsel for FDA has been
designated by the Secretary as the offi-
cer on whom copies of petitions of judi-
cial review are to be served. This offi-
cer is responsible for filing the record
on which the final decision is based.
The record of the proceeding is cer-
tified by the Commissioner.

PART 13—PUBLIC HEARING BEFORE
A PUBLIC BOARD OF INQUIRY

Subpart A—General Provisions

Sec.
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13.5 Notice of a hearing before a Board.
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SOURCE: 44 FR 22348, Apr. 13, 1979, unless
otherwise noted.

Subpart A—General Provisions

§13.1 Scope.

The procedures in this part apply
when—

(a) The Commissioner concludes, as a
matter of discretion, that it is in the
public interest to hold a public hearing
before a Public Board of Inquiry
(Board) with respect to any matter be-
fore FDA,;

(b) Under specific sections of this
chapter a matter before FDA is subject
to a hearing before a Board; or

(c) Under §12.32, a person who has a
right to an opportunity for a formal
evidentiary public hearing waives that
opportunity and requests that a Board
act as an administrative law tribunal
concerning the matters involved, and
the Commissioner decides to accept
this request.

§13.5 Notice of a hearing before a
Board.

If the Commissioner determines that
a Board should be established to con-
duct a hearing on any matter, a notice
of hearing will be published in the FED-
ERAL REGISTER setting forth the fol-
lowing information:

(a) If the hearing is under §13.1 (a) or
(b), all applicable information de-
scribed in §12.32(e).

(1) Any written document that is to
be the subject matter of the hearing
will be published as a part of the no-
tice, or the notice will refer to it if the
document has already been published
in the FEDERAL REGISTER or state that

§13.10

the document is available from the Di-
vision of Dockets Management or an
agency employee designated in the no-
tice.

(2) For purposes of a hearing under
§13.1 (a) or (b), all participants who file
a notice of participation under
§12.32(e)(6)(ii) are deemed to be parties
and entitled to participate in selection
of the Board under §13.15(b).

(b) If the hearing is in lieu of a for-
mal evidentiary hearing, as provided in
§13.1(c), all of the information de-
scribed in §12.32(e).

[44 FR 22348, Apr. 13, 1979, as amended at 47
FR 26375, June 18, 1982]

§13.10 Members of a Board.

(a) All members of a Board are to
have medical, technical, scientific, or
other qualifications relevant to the
issues to be considered, are subject to
the conflict of interest rules applicable
to special Government employees, and
are to be free from bias or prejudice
concerning the issues involved. A mem-
ber of a Board may be a full-time or
part-time Federal Government em-
ployee or may serve on an FDA advi-
sory committee but, except with the
agreement of all parties, may not cur-
rently be a full-time or part-time em-
ployee of FDA or otherwise act as a
special Government employee of FDA.

(b) Within 30 days of publication of
the notice of hearing, the director of
the center of FDA responsible for a
matter before a Board, the other par-
ties to the proceeding, and any person
whose petition was granted and is the
subject of the hearing, shall each sub-
mit to the Division of Dockets Manage-
ment the names and full curricula
vitae of five nominees for members of
the Board. Nominations are to state
that the nominee is aware of the nomi-
nation, is interested in becoming a
member of the Board, and appears to
have no conflict of interest.

(1) Any two or more persons entitled
to nominate members may agree upon
a joint list of five qualified nominees.

(2) The lists of nominees must be sub-
mitted to the persons entitled to sub-
mit a list of nominees under this para-
graph but not to all participants. With-
in 10 days of receipt of the lists of
nominees, such persons may submit
comments to the Division of Dockets
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