
165

Food and Drug Administration, HHS § 15.1

light of the priorities of the other mat-
ters pending before the committee.
Whenever feasible, consistent with the
other work of the committee, the re-
quest will be granted.

(d) For a drug that meets any of the
criteria established in paragraph (b) of
this section, one or more members of
or consultants to the appropriate advi-
sory committee may be selected for
more detailed monitoring of the mat-
ter and consultation with FDA on be-
half of the committee. The member or
consultant may be invited to attend
appropriate meetings and shall assist
the center in any briefing of the com-
mittee on that matter.

(e) An advisory committee may ob-
tain advice and recommendations from
other agency advisory committees,
consultants, and experts which the ad-
visory committee and the center con-
clude would facilitate the work of the
advisory committee.

(f) Presentation of all relevant infor-
mation about the matter will be made
in open session unless it relates to an
IND the existence of which has not pre-
viously been disclosed to the public as
defined in § 20.81 or is otherwise prohib-
ited from public disclosure under part
20 and the regulations referenced there-
in. Sections 314.430 and 601.51 deter-
mine whether, and the extent to which,
relevant information may be made
available for public disclosure, summa-
rized and discussed in open session but
not otherwise made available for public
disclosure, or not in any way discussed
or disclosed in open session or other-
wise disclosed to the public.

[44 FR 22351, Apr. 13, 1979, as amended at 54
FR 9037, Mar. 3, 1989]

§ 14.172 Utilization of an advisory com-
mittee at the request of an inter-
ested person.

Any interested person may request,
under § 10.30, that a specific matter re-
lating to a particular human prescrip-
tion drug be submitted to an appro-
priate advisory committee for a hear-
ing and review and recommendations.
The request must demonstrate the im-
portance of the matter and the reasons
why it should be submitted for a hear-
ing at that time. The Commissioner
may grant or deny the request.

§ 14.174 Advice and recommendations
in writing.

Advice and recommendations given
by a committee on a specific drug or a
class of drugs are ordinarily in the
form of a written report. The report
may consist of the approved minutes of
the meeting or a separate written re-
port. The report responds to the spe-
cific issues or questions which the
Commissioner has addressed to the ad-
visory committee, and states the basis
of the advice and recommendations of
the committee.
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Subpart A—General Provisions
§ 15.1 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 permit persons to
present information and views at a
public hearing on any matter pending
before the Food and Drug
Administation.

(b) The act or regulation specifically
provides for a public hearing before the
Commissioner on a matter, e.g.,
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§ 330.10(a)(8) relating to over-the-
counter drugs and sections 520 (b) and
(f)(1)(B), and 521 of the act relating to
proposals to allow persons to order cus-
tom devices, to proposed device good
manufacturing practice regulations,
and to proposed exemptions from pre-
emption of State and local device re-
quirements under § 808.25(e).

(c) A person who has right to an op-
portunity for a formal evidentiary pub-
lic hearing under part 12 waives that
opportunity and instead requests under
§ 12.32 a public hearing before the Com-
missioner, and the Commissioner, as a
matter of discretion, accepts the re-
quest.

Subpart B—Procedures for Public
Hearing Before the Commissioner

§ 15.20 Notice of a public hearing be-
fore the Commissioner.

(a) If the Commissioner determines
that a public hearing should be held on
a matter, the Commissioner will pub-
lish a notice of hearing in the FEDERAL
REGISTER setting forth the following
information:

(1) If the hearing is under § 15.1 (a) or
(b), the notice will state the following:

(i) The purpose of the hearing and the
subject matter to be considered. If a
written document is to be the subject
matter of the hearing, it will be pub-
lished as part of the notice, or ref-
erence made to it if it has already been
published in the FEDERAL REGISTER, or
the notice will state that the document
is available from an agency office iden-
tified in the notice.

(ii) The time, date, and place of the
hearing, or a statement that the infor-
mation will be contained in a subse-
quent notice.

(2) If the hearing is in lieu of a formal
evidentiary public hearing under
§ 15.1(c), all of the information de-
scribed in § 12.32(e).

(b) The scope of the hearing is deter-
mined by the notice of hearing and any
regulation under which the hearing is
held. If a regulation, e.g., § 330.10(a)(10),
limits a hearing to review of an exist-
ing administrative record, information
not already in the record may not be
considered at the hearing.

(c) The notice of hearing may require
participants to submit the text of their

presentations in advance of the hearing
if the Commissioner determines that
advance submissions are necessary for
the panel to formulate useful questions
to be posed at the hearing under
§ 15.30(e). The notice may provide for
the submission of a comprehensive out-
line as an alternative to the submis-
sion of the text if the Commissioner de-
termines that submission of an outline
will be sufficient.

[44 FR 22366, Apr. 13, 1979, as amended at 47
FR 26375, June 18, 1982]

§ 15.21 Notice of participation; sched-
ule for hearing.

(a) The notice of hearing will provide
persons an opportunity to file a writ-
ten notice of participation with the
Dockets Management Branch within a
specified period of time containing the
information specified in the notice,
e.g., name of participant, address,
phone number, affiliation, if any, topic
of presentation and approximate
amount of time requested for the pres-
entation. If the public interest re-
quires, e.g., a hearing is to be con-
ducted within a short period of time or
is to be primarily attended by individ-
uals without an organizational affili-
ation, the notice may name a specific
FDA employee and telephone number
to whom an oral notice of participation
may be given or provide for submitting
notices of participation at the time of
the hearing. A written or oral notice of
participation must be received by the
designated person by the close of busi-
ness of the day specified in the notice.

(b) Promptly after expiration of the
time for filing a notice, the Commis-
sioner will determine the amount of
time allotted to each person and the
approximate time that oral presen-
tation is scheduled to begin. If more
than one hearing is held on the same
subject, a person will ordinarily be al-
lotted time for a presentation at only
one hearing.

(c) Individuals and organizations
with common interests are urged to
consolidate or coordinate their presen-
tations and to request time for a joint
presentation. The Commissioner may
require joint presentations by persons
with common interests.

(d) The Commissioner will prepare a
hearing schedule showing the persons
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