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21 CFR Ch. I (4–1–10 Edition)

(1) If the person objects to past action, the person shall submit the petition within 30 days after the action objected to. If the Commissioner determines that there was noncompliance
with any provision of this subpart or of
the Federal Advisory Committee Act,
the Commissioner will grant any appropriate relief and take appropriate
steps to prevent its future recurrence.
(2) If the person objects to proposed
future action, the Commissioner will
expedite the review of the petition and
make a reasonable effort to render a
decision before the action concerned in
the petition.
(3) If the person objects to action
that is imminent or occurring and
which could not reasonably have been
anticipated, e.g., the closing of a portion of a meeting which is made known
for the first time on the day of the
meeting, the matter may be handled by
an oral petition in lieu of a written petition.
(b) If the person objects to a denial of
access to an advisory committee document, administrative review is in accordance with the procedures established by the Department of Health and
Human Services under 45 CFR 5.34.
[44 FR 22351, Apr. 13, 1979, as amended at 55
FR 1404, Jan. 16, 1990]

§ 14.10 Applicability to Congress.
This part applies to Congress, individual Members of Congress, and other
employees or representatives of Congress in the same way that they apply
to any other member of the public, except that disclosure of advisory committee records to Congress is governed
by § 20.87.
§ 14.15 Committees working under a
contract with FDA.
(a) FDA may enter into contracts
with independent scientific or technical organizations to obtain advice
and recommendations on particular
matters, and these organizations may
in turn undertake such work through
existing or new committees. Whether a
particular committee working under
such a contract is an advisory committee subject to the Federal Advisory
Committee Act and this subpart depends upon application of the criteria
and principles in § 14.1(b).

(b) The following minimum standards
apply to any committee of an independent scientific or technical organization which is working under a contract initially executed with FDA after
July 1, 1975, but which is determined
not to be an advisory committee:
(1) The committee shall give public
notice of its meetings and agenda, and
provide interested persons an opportunity to submit relevant information
and views in writing at any time, and
orally at specified times. The notice
may be published in the FEDERAL REGISTER or disseminated by other reasonable means. It is in any event to be
filed with the Division of Dockets Management not less than 15 days before
the meeting. The time for oral presentations and the extent to which the
committee meets in open session other
than for such oral presentations is in
the discretion of the committee.
(2) Minutes of open sessions are to be
maintained, with all written submissions attached which were made to the
committee in open session. After approval, the minutes are to be forwarded
to the Division of Dockets Management and placed on public display. The
extent to which the committee maintains minutes of closed sessions is in
the discretion of the committee.
(3) In selecting the members of the
committee, the organization involved
is to apply the principles relating to
conflicts of interest that FDA uses in
establishing a public advisory committee. Those principles are set out or
cross-referenced in this part and in
part 19. Upon request, FDA will assist
or provide guidance to any organization in meeting this requirement.

Subpart B—Meeting Procedures
§ 14.20 Notice of hearing before an advisory committee.
(a) Before the first of each month,
and at least 15 days in advance of a
meeting, the Commissioner will publish a notice in the FEDERAL REGISTER
of all advisory committee meetings to
be held during the month. Any advisory committee meetings for that
month called after the publication of
the general monthly notice are to be
announced in the FEDERAL REGISTER on
an individual basis at least 15 days in
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§ 14.22

advance. The Commissioner may authorize an exception to these notice requirements in an emergency or for
other reasons requiring an immediate
meeting of an advisory committee, in
which case public notice will be given
at the earliest time and in the most accessible form feasible including, whenever possible, publication in the FEDERAL REGISTER.
(b) The FEDERAL REGISTER notice
will include—
(1) The name of the committee;
(2) The date, time, and place of the
meeting;
(3) The general function of the committee;
(4) A list of all agenda items, showing
whether each will be discussed in an
open or closed portion of the meeting;
(5) If any portion of the meeting is
closed, a statement of the time of the
open and closed portions;
(6) The nature of the subjects to be
discussed during, and the reasons for
closing, any closed portion of the meeting;
(7) The time set aside for oral statements and other public participation;
(8) The name, address, and telephone
number of the advisory committee executive secretary and any other agency
employee designated as responsible for
the administrative support for the advisory committee;
(9) A statement that written submissions may be made to the advisory
committee through the executive secretary at any time, unless a cutoff date
has been established under § 14.35(d)(2);
(10) When a notice is published in the
FEDERAL REGISTER less than 15 days before a meeting, an explanation for the
lateness of the notice; and
(c) If a public hearing before an advisory committee is used in lieu of a formal evidentiary public hearing under
§ 14.1(a)(3), an initial notice of hearing
is to be published separately in the
FEDERAL REGISTER containing all the
information described in § 12.32(e). This
procedure may be used for any other
hearing before an advisory committee
when the Commissioner concludes, as a
matter of discretion, that it would be
informative to the public.
(d) A list of advisory committee
meetings will be distributed to the

press by the Associate Commissioner
for Public Affairs.
[44 FR 22351, Apr. 13, 1979, as amended at 47
FR 26375, June 1, 1982; 54 FR 9035, Mar. 3,
1989; 66 FR 6469, Jan. 22, 2001; 66 FR 12850,
Mar. 1, 2001]

§ 14.22 Meetings of an advisory committee.
(a) No advisory committee may conduct a meeting except at the call or
with the advance approval of, and with
an agenda approved by, the designated
Federal employee or alternate. No
meeting may be held in the absence of
the designated Federal employee.
(1) If any matter is added to the
agenda after its publication in the FEDERAL REGISTER under § 14.20(b)(4), an attempt is to be made to inform persons
known to be interested in the matter,
and the change is to be announced at
the beginning of the open portion of
the meeting.
(2) The advisory committee meeting
is to be conducted in accordance with
the approved final agenda insofar as
practical.
(b) Advisory committee meetings
will be held at places that are reasonably accessible to the public. All advisory committee meetings will be held
in Washington, DC, or Rockville, MD,
or the immediate vicinity, unless the
Commissioner receives and approves a
written request from the advisory committee for a different location. A different location may be approved when
one or more of the following applies:
(1) The total cost of the meeting to
the Government will be reduced.
(2) A substantial number of the committee members will be at the location
at no expense to FDA for other reasons,
e.g., for a meeting of a professional association.
(3) It is a central location more readily accessible to committee members.
(4) There is a need for increased participation available at that location.
(5) The committee wishes to review
work or facilities in a specific location.
(6) The committee is concerned with
matters that functionally or historically occur in some other location, e.g.,
the Board of Tea Experts and the
Science Advisory Board of the National
Center for Toxicological Research will
generally hold meetings in Brooklyn,
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