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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 por-
tion 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 pe-
tition.

(b) If the person objects to a denial of
access to an advisory committee docu-
ment, administrative review is in ac-
cordance with the procedures estab-
lished 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, indi-

vidual Members of Congress, and other
employees or representatives of Con-
gress in the same way that they apply
to any other member of the public, ex-
cept that disclosure of advisory com-
mittee 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 tech-
nical 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 com-
mittee subject to the Federal Advisory
Committee Act and this subpart de-
pends upon application of the criteria
and principles in § 14.1(b).

(b) The following minimum standards
apply to any committee of an inde-
pendent scientific or technical organi-
zation which is working under a con-
tract 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 oppor-
tunity to submit relevant information
and views in writing at any time, and
orally at specified times. The notice
may be published in the FEDERAL REG-

ISTER or disseminated by other reason-
able means. It is in any event to be
filed with the Dockets Management
Branch not less than 15 days before the
meeting. The time for oral presen-
tations 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 submis-
sions attached which were made to the
committee in open session. After ap-
proval, the minutes are to be forwarded
to the Dockets Management Branch
and placed on public display. The ex-
tent to which the committee maintains
minutes of closed sessions is in the dis-
cretion 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 com-
mittee. 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 organiza-
tion in meeting this requirement.

Subpart B—Meeting Procedures

§ 14.20 Notice of hearing before an ad-
visory committee.

(a) Before the first of each month,
and at least 15 days in advance of a
meeting, the Commissioner will pub-
lish a notice in the FEDERAL REGISTER
of all advisory committee meetings to
be held during the month. Any advi-
sory 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
advance. The Commissioner may au-
thorize an exception to these notice re-
quirements 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 ac-
cessible form feasible including, when-
ever possible, publication in the FED-
ERAL REGISTER.

(b) The FEDERAL REGISTER notice
will include—

(1) The name of the committee;
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(2) The date, time, and place of the
meeting;

(3) The general function of the com-
mittee;

(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 meet-
ing;

(7) The time set aside for oral state-
ments and other public participation;

(8) The name, address, and telephone
number of the advisory committee ex-
ecutive secretary and any other agency
employee designated as responsible for
the administrative support for the ad-
visory committee;

(9) A statement that written submis-
sions may be made to the advisory
committee through the executive sec-
retary 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 be-
fore a meeting, an explanation for the
lateness of the notice; and

(c) If a public hearing before an advi-
sory committee is used in lieu of a for-
mal 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.

(e) All advisory committee meetings
are to be included on the public cal-
endar described in § 10.100(a).

[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]

EFFECTIVE DATE NOTE: At 66 FR 12850, Mar.
1, 2001, § 14.20 was amended by adding para-
graph (e), effective Jan. 22, 2001, to Apr. 22,
2001.

§ 14.22 Meetings of an advisory com-
mittee.

(a) No advisory committee may con-
duct 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 FED-
ERAL REGISTER under § 14.20(b)(4), an at-
tempt 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 reason-
ably accessible to the public. All advi-
sory 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 com-
mittee for a different location. A dif-
ferent 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 com-
mittee members will be at the location
at no expense to FDA for other reasons,
e.g., for a meeting of a professional as-
sociation.

(3) It is a central location more read-
ily accessible to committee members.

(4) There is a need for increased par-
ticipation 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 histori-
cally 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,
NY, and in the Little Rock, AR, vicin-
ity, respectively.

(c) Advisory committee members
may, with the approval of FDA, con-
duct onsite visits relevant to their
work.
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(d) Unless the committee charter pro-
vides otherwise, a quorum for an advi-
sory committee is a majority of the
current voting members of the com-
mittee, except as provided in § 14.125(c)
for TEPRSSC. Any matter before the
advisory committee is to be decided by
a majority vote of the voting members
present at the time, except that the
designated Federal official may require
that any final report be voted upon by
all current voting members of the com-
mittee. Any current voting member of
the committee may file a separate re-
port with additional or minority views.

(e) If space is available, any inter-
ested person may attend any portion of
any advisory committee meeting which
is not closed.

(f) Whenever feasible, meetings are to
be held in government facilities or
other facilities involving the least ex-
pense to the public. The size of the
meeting room is to be reasonable, con-
sidering such factors as the size of the
committee, the number of persons ex-
pected to attend a meeting, and the re-
sources and facilities available.

(g) The Commissioner may authorize
a meeting to be held by conference
telephone call. For these meetings, a
speaker phone will be provided in a
conference room located in Wash-
ington, DC, or Rockville, MD, or the
immediate vicinity, to permit public
participation in open portions of the
meetings, as provided in §§ 14.25 and
14.29. These meetings generally will be
brief, and authorized—

(1) For the purpose of taking final
votes or otherwise confirming actions
taken by the committee at other meet-
ings; or

(2) Where time does not permit a
meeting to be held at a central loca-
tion.

(h) Any portion of a meeting will be
closed by the committee chairman
only when matters are to be discussed
which the Commissioner has deter-
mined may be considered in closed ses-
sion under § 14.27(b). If a portion of the
meeting is closed, the closed portion
will be held after the conclusion of the
open portion whenever practicable.

(i) Any committee member may take
notes during meetings and report and
discuss committee deliberations after a
meeting is completed and before offi-

cial minutes or a report are available,
within the rules and regulations adopt-
ed by FDA and by the advisory com-
mittee with the concurrence of FDA,
including all of the following:

(1) There may be no attribution of in-
dividual views expressed in a closed
session or revealing of numerical votes.

(2) There may be no reporting or dis-
cussion of any particular matter if the
committee or FDA specifically so di-
rects, e.g., where deliberations are in-
complete or involve a sensitive regu-
latory decision that requires prepara-
tion or implementation.

(3) There may be no reporting or dis-
cussion of information prohibited from
public disclosure under § 14.75.

(4) Notes or minutes kept or reports
prepared by a committee member have
no status or effect unless adopted into
the official minutes or report by the
committee. It is the responsibility of
each committee member to make cer-
tain that the official minutes and re-
ports are complete and accurate and
fully reflect what happened at any
meeting the committee member at-
tended.

[44 FR 22351, Apr. 13, 1979; 48 FR 40887, Sept.
12, 1983, as amended at 54 FR 9035, Mar. 3,
1989]

§ 14.25 Portions of advisory committee
meetings.

An advisory committee meeting has
the following portions:

(a) The open public hearing. Every
committee meeting includes an open
portion, which constitutes a public
hearing during which interested per-
sons may present relevant information
or views orally or in writing. The hear-
ing is conducted in accordance with
§ 14.29.

(b) The open committee discussion. A
committee discusses any matter pend-
ing before it in an open portion of its
meeting unless the meeting has been
closed for that matter under § 14.27. To
the maximum extent feasible, con-
sistent with the policy expressed in
§ 14.27, a committee conducts its discus-
sion of pending matters in an open por-
tion. No public participation is permis-
sible during this portion of the meeting
except with the consent of the com-
mittee chairman.
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(c) The closed presentation of data. In-
formation prohibited from public dis-
closure under part 20 and the regula-
tions referenced therein is presented to
the committee in a closed portion of its
meeting. However, if information is in
the form of a summary that is not pro-
hibited from public disclosure, the
presentation is to be made in an open
portion of a meeting.

(d) The closed committee deliberations.
Deliberations about matters before an
advisory committee may be held in a
closed portion of a meeting only upon
an appropriate determination by the
Commissioner under § 14.27.

§ 14.27 Determination to close portions
of advisory committee meetings.

(a) No committee meeting may be en-
tirely closed. A portion of a meeting
may be closed only in accordance with
a written determination by the Com-
missioner under this section.

(b) The executive secretary or other
designated agency employee shall pre-
pare the initial request for a deter-
mination to close a portion of a meet-
ing, specifying the matter(s) to be dis-
cussed during the closed portion and
the reasons why the portion should be
closed. The Commissioner, based upon
this request and with the concurrence
of the Chief Counsel, will determine
whether to close a portion of a meet-
ing. The reasons for closing a portion
of a meeting will be announced in the
FEDERAL REGISTER notice of the meet-
ing under § 14.20 in accordance with the
following rules:

(1) Any determination to close a por-
tion of a meeting restricts the closing
to the shortest possible time consistent
with the policy in this section.

(2) A portion of a meeting may be
closed only if the Commissioner deter-
mines that the closing is permitted
under 5 U.S.C. 552b(c), and that the
closing is necessary.

(3) Portions of meetings may ordi-
narily be closed if they concern the re-
view, discussion, and evaluation of
drafts or regulations, guidance docu-
ments or similar preexisting internal
agency documents, but only if their
premature disclosure would signifi-
cantly impede proposed agency action;
review of trade secrets and confidential
commercial or financial information;

consideration of matters involving in-
vestigatory files compiled for law en-
forcement purposes; and review of mat-
ters, the disclosure of which would con-
stitute a clearly unwarranted invasion
of personal privacy.

(4) Portions of meetings ordinarily
may not be closed if they concern re-
view, discussion, and evaluation of gen-
eral preclinical and clinical test proto-
cols and procedures for a class of drugs
or devices; consideration of labeling re-
quirements for a class of marketed
drugs and devices; review of informa-
tion on specific investigational or mar-
keted drugs and devices that have pre-
viously been made public; presentation
of any other information not exempt
from public disclosure under 5 U.S.C.
552b(c); the formulation of advice and
recommendations to FDA on matters
that do not independently justify clos-
ing.

(5) No portion of a meeting devoted
to matters other than those designated
in paragraph (b) (1) through (3) of this
section may be closed.

(6) A matter which is properly con-
sidered in an open portion of a meeting
may instead be considered in a closed
portion only if it is so inextricably
intertwined with matters to be dis-
cussed in a closed portion that it is not
feasible to separate them or discussion
of the matter in an open portion would
compromise the matters to be dis-
cussed in the closed portion.

(c) Attendance at a closed portion of
a meeting is governed by the following
rules:

(1) A portion of a meeting closed for
the presentation or discussion of infor-
mation that constitutes a trade secret
or confidential commercial or financial
information as defined in § 20.61 may be
attended only by voting advisory com-
mittee members, nonvoting members
representing consumer interests who
are also special government employees
as provided in § 14.80(b), the executive
secretary of the advisory committee, a
transcriber, consultants, and such
other regular employees of FDA (in-
cluding members of the Office of the
Chief Counsel) as the chairman of the
advisory committee may invite, and by
those persons authorized to be present
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under § 14.25(c), for presentation of in-
formation prohibited from public dis-
closure. A person making a presen-
tation described in § 14.25(c) may be ac-
companied by a reasonable number of
employees, consultants, or other per-
sons in a commercial arrangement
within the meaning of § 20.81(a).

(2) A portion of a meeting that has
been closed for consideration of exist-
ing internal agency documents falling
within § 20.62 where premature disclo-
sure is likely to significantly impede
proposed agency action; personnel,
medical, and similar files, disclosure of
which would be a clearly unwarranted
invasion of personal privacy within the
meaning of § 20.63; or investigatory
records compiled for law enforcement
purposes as defined in § 20.64 may be at-
tended only by committee members
(voting and nonvoting), the executive
secretary of the committee, a tran-
scriber, and other regular employees of
FDA (including members of the Office
of the Chief Counsel) whom the chair-
man of the committee may invite. Con-
sultants, individuals performing per-
sonal service contracts, employees of
other Federal agencies, and the general
public may not attend such portions.

(3) If a person other than a person
permitted to attend in accordance with
paragraph (c) (1) and (2) of this section
attempts to attend a closed portion of
a meeting without the approval of the
executive secretary and the chairman,
and the matter is brought to their at-
tention, the person will be required to
leave the meeting immediately. This
inadvertent and unauthorized attend-
ance does not enable other unauthor-
ized persons to attend, nor does it, of
itself, constitute grounds for release of
transcripts of closed portions or any
other documents otherwise exempt
from disclosure under § 14.75 and part
20.

(4) If a person other than a person
permitted to attend in accordance with
paragraphs (c) (1) and (2) of this section
is allowed by the executive secretary
and the chairman to attend a closed
portion of a meeting, that portion is
open to attendance by any interested
person.

[44 FR 22351, Apr. 13, 1979, as amended at 65
FR 56479, Sept. 19, 2000]

§ 14.29 Conduct of a hearing before an
advisory committee.

(a) For each meeting, the open por-
tion for public participation, which
constitutes a public hearing under
§ 14.25(a), will be at least 1 hour, unless
public participation does not last that
long, and may last for whatever longer
time the committee chairman deter-
mines will facilitate the work of the
committee. The FEDERAL REGISTER no-
tice published under § 14.20 will des-
ignate the time specifically reserved
for the hearing, which is ordinarily the
first portion of the meeting. Further
public participation in any open por-
tion of the meeting under § 14.25(b) is
solely at the discretion of the chair-
man.

(b) An interested person who wishes
to be assured of the right to make an
oral presentation at a meeting shall in-
form the executive secretary or other
designated agency employee, orally or
in writing, before the meeting.

(1) The person shall state the general
nature of the presentation and the ap-
proximate time desired. Whenever pos-
sible, all written information to be dis-
cussed by that person at the meeting
should be furnished in advance to the
executive secretary or other designated
agency employee. This material may
be distributed or mailed by FDA to the
committee members in advance of the
meeting if time permits, and otherwise
will be distributed to the members
when they arrive for the meeting. The
mailing or distribution may be under-
taken only by FDA unless FDA grants
permission to a person to mail or dis-
tribute the material

(2) Before the meeting, the executive
secretary or other designated agency
employee shall determine the amount
of time allocated to each person for
oral presentation and the time that the
presentation is to begin. Each person
will be so informed in writing, if time
permits, or by telephone. FDA may re-
quire persons with common interests
to make joint presentations.

(c) The chairman of the committee
shall preside at the meeting in accord-
ance with § 14.30 and be accompanied by
other committee members, who serve
as a panel in conducting the hearing
portion of the meeting.
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(d) Each person may use the allotted
time as desired, consistent with an or-
derly hearing. A person may be accom-
panied by additional persons, and may
present any written information or
views for inclusion in the record of the
hearing, subject to the requirements of
§ 14.35(c).

(e) If a person is absent at the time
specified for that person’s presen-
tation, the persons following will ap-
pear in order. An attempt will be made
to hear the person at the conclusion of
the hearing. Interested persons attend-
ing the hearing who did not request an
opportunity to make an oral presen-
tation may be given an opportunity to
do so at the discretion of the chairman.

(f) The chairman and other members
may question a person concerning that
person’s presentation. No other person,
however, may question the person. The
chairman may allot additional time
when it is in the public interest, but
may not reduce the time allotted with-
out consent of the person.

(g) Participants may question a com-
mittee member only with that mem-
ber’s permission and only about mat-
ters before the committee.

(h) The hearing is informal, and the
rules of evidence do not apply. No mo-
tions or objections relating to the ad-
missibility of information and views
may be made or considered, but other
participants may comment upon or
rebut matters presented. No partici-
pant may interrrupt the presentation
of another participant.

§ 14.30 Chairman of an advisory com-
mittee.

(a) The advisory committee chair-
man has the authority to conduct hear-
ings and meetings, including the au-
thority to adjourn a hearing or meet-
ing if the chairman determines that ad-
journment is in the public interest, to
discontinue discussion of a matter, to
conclude the open portion of a meeting,
or to take any other action to further
a fair and expeditious hearing or meet-
ing.

(b) If the chairman is not a full-time
employee of FDA, the executive sec-
retary or other designated agency em-
ployee, or alternate, is to be the des-
ignated Federal employee who is as-
signed to the advisory committee. The

designated Federal employee is also
authorized to adjourn a hearing or
meeting if the employee determines ad-
journment to be in the public interest.

§ 14.31 Consultation by an advisory
committee with other persons.

(a) A committee may confer with any
person who may have information or
views relevant to any matter pending
before the committee.

(b) An interested person may submit
to the committee a written request
that it confer with specific persons
about any matter pending before the
committee. The request is to contain
adequate justification. The committee
may, in its discretion, grant the re-
quest.

(c) A committee may confer with a
person who is not a Federal Govern-
ment executive branch employee only
during the open portions of a meeting.
The person may, however, submit
views in writing to the committee as
part of the administrative record under
§ 14.70. The person may participate at
the closed portions of a meeting only if
appointed as a special Government em-
ployee by the Commissioner as pro-
vided in paragraph (e) of this section.
This paragraph (c) is not intended to
bar the testimony of a person during a
closed portion of a meeting about mat-
ters prohibited from public disclosure
under §§ 14.25(c) and 14.27(c).

(d) To prevent inadvertent violation
of Federal conflict of interest laws and
laws prohibiting disclosure of trade se-
crets (18 U.S.C. 208, 21 U.S.C. 331(j), 18
U.S.C. 1905), Federal executive branch
employees who are not employees of
the Department may not confer, tes-
tify, or otherwise participate (other
than as observers) at any portion of an
advisory committee meeting unless
they are appointed as special Govern-
ment employees by the Commissioner
under paragraph (e) of this section. this
paragraph does not apply to Federal
executive branch employees who are
appointed as members of TEPRSSC, as
provided in § 14.127.

(e) The Commissioner may appoint
persons as special Government employ-
ees to be consultants to an advisory
committee. Consultants may be ap-
pointed to provide expertise, generally
concerning a highly technical matter,
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not readily available from the mem-
bers of the committee. Consultants
may be either from outside the Govern-
ment or from agencies other than the
Food and Drug Administration. Re-
ports, data, information, and other
written submissions made to a public
advisory committee by a consultant
are part of the administrative record
itemized in § 14.70.

[44 FR 22351, Apr. 13, 1979, as amended at 55
FR 42703, Oct. 23, 1990]

§ 14.33 Compilation of materials for
members of an advisory committee.

The Commissioner shall prepare and
provide to all committee members a
compilation of materials bearing upon
members’ duties and responsibilities,
including—

(a) All applicable conflict of interest
laws and regulations and a summary of
their principal provisions;

(b) All applicable laws and regula-
tions relating to trade secrets and con-
fidential commercial or financial infor-
mation that may not be disclosed pub-
licly and a summary of their principal
provisions;

(c) All applicable laws, regulations,
and guidance documents relating to
the subject matter covered by the advi-
sory committee and a summary of
their principal provisions;

(d) All applicable laws, regulations,
including the regulations in part 20 of
this chapter, advisory committee char-
ters, FEDERAL REGISTER notices, cur-
ricula vitae, rules adopted by the advi-
sory committee, and other material re-
lating to the formation, composition,
and operation of the advisory com-
mittee, and a summary of their prin-
cipal provisions;

(e) Instructions on whom to contact
when questions arise; and

(f) Other material relating to FDA
and the subject matter covered by the
committee which may facilitate the
work of the committee.

[44 FR 22351, Apr. 13, 1979, as amended at 65
FR 56479, Sept. 19, 2000]

§ 14.35 Written submissions to an advi-
sory committee.

(a) Ten copies of written submissions
to a committee are to be sent to the
executive secretary unless an applica-
ble FEDERAL REGISTER notice or other

regulations in this chapter specify oth-
erwise. Submissions are subject to the
provisions of § 10.20, except that it is
not necessary to send copies to the
Dockets Management Branch.

(b) At the request of a committee, or
on the Commissioner’s own initiative,
the Commissioner may issue in the
FEDERAL REGISTER a notice requesting
the submission to the committee of
written information and views perti-
nent to a matter being reviewed by the
committee. The notice may specify the
manner in which the submission should
be made.

(c) At the request of a committee, or
on the Commissioner’s own initiative,
the Commissioner may at any time re-
quest the applicant or sponsor of an ap-
plication or petition about a specific
product on which action is pending be-
fore FDA, and is being reviewed by an
advisory committee, to present or dis-
cuss safety, effectiveness, or other data
concerning the product during a regu-
larly scheduled meeting of the com-
mittee. The request may be for an oral
presentation or for a concise, well-or-
ganized written summary of pertinent
information for review by the com-
mittee members before the meeting, or
both. Unless specified otherwise, one
copy of the written summary along
with a proposed agenda outlining the
topics to be covered and identifying the
participating industry staff members
or consultants that will present each
topic is to be submitted to the execu-
tive secretary or other designated
agency employee at least 3 weeks be-
fore the meeting.

(d) An interested person may submit
to a committee written information or
views on any matter being reviewed.
Voluminous data is to be accompanied
by a summary. A submission is to be
made to the executive secretary and
not directly to a committee member.

(1) FDA will distribute submissions
to each member, either by mail or at
the next meeting. Submissions will be
considered by the committee in its re-
view of the matter.

(2) A committee may establish, and
give public notice of, a cutoff date
after which submissions about a mat-
ter will no longer be received or consid-
ered.
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(e) The Commissioner will provide
the committee all information the
Commissioner deems relevant. A mem-
ber will, upon request, also be provided
any material available to FDA which
the member believes appropriate for an
independent judgment on the matter,
e.g., raw data underlying a summary or
report, or a briefing on the legal as-
pects of the matter.

§ 14.39 Additional rules for a par-
ticular advisory committee.

(a) In addition to these rules, an ad-
visory committee may, with the con-
currence of the designated Federal em-
ployee, adopt additional rules which
are not inconsistent with this subpart
or with other legal requirements.

(b) Any additional rules will be in-
cluded in the minutes of the meeting
when adopted and in the materials
compiled under § 14.33 and will be avail-
able for public disclosure under
§ 14.65(c).

Subpart C—Establishment of
Advisory Committees

§ 14.40 Establishment and renewal of
advisory committees.

(a) An advisory committee may be
established or renewed whenever it is
necessary or appropriate for the com-
mittee to hold a public hearing and to
review and make recommendations on
any matter pending before FDA. Ex-
cept for committees established by
statute, before a committee is estab-
lished or renewed it must first be ap-
proved by the Department pursuant to
45 CFR part 11 and by the General
Services Administration.

(b) When an advisory committee is
established or renewed, the Commis-
sioner will issue a FEDERAL REGISTER
notice certifying that the establish-
ment or renewal is in the public inter-
est and stating the structure, function,
and purposes of the committee and, if
it is a standing advisory committee,
shall amend § 14.100 to add it to the list
of standing advisory committees. A no-
tice of establishment will be published
at least 15 days before the filing of the
advisory committee charter under
paragraph (c) of this section. A notice
of renewal does not require the 15-day
notice.

(c) No committee may meet or take
action until its charter is prepared and
filed as required by section 9(c) of the
Federal Advisory Committee Act. This
requirement is to be met by an advi-
sory committee utilized by FDA, even
though it is not established by the
agency, prior to utilization.

(d) The regulations of the Depart-
ment cited in paragraph (a) of this sec-
tion provide that the charter of a par-
ent committee may incorporate infor-
mation concerning activities of a sub-
group. In such instances, a subgroup
will not be established as a committee
distinct from the parent committee.
However, a subgroup will be estab-
lished as a separate committee when
the charter of the parent committee
does not incorporate the activities of
the subgroup, or when the subgroup in-
cludes members who are not all drawn
from the parent committee.

(e) An advisory committee not re-
quired to be established by law will be
established or utilized only if it is in
the public interest and only if its func-
tions cannot reasonably be performed
by other existing advisory committees
or by FDA.

(f) An advisory committee must meet
the following standards:

(1) Its purpose is clearly defined.
(2) Its membership is balanced fairly

in terms of the points of view rep-
resented in light of the functions to be
performed. Although proportional rep-
resentation is not required, advisory
committee members are selected with-
out regard to race, color, national ori-
gin, religion, age, or sex.

(3) It is constituted and utilizes pro-
cedures designed to assure that its ad-
vice and recommendations are the re-
sult of the advisory committee’s inde-
pendent judgment.

(4) Its staff is adequate. The Commis-
sioner designates an executive sec-
retary and alternate for every advisory
committee, who are employees of FDA.
The executive secretary is responsible
for all staff support unless other agen-
cy employees are designated for this
function.

(5) Whenever feasible, or required by
statute, it includes representatives of
the public interest.

[44 FR 22351, Apr. 13, 1979, as amended at 55
FR 42703, Oct. 23, 1990]
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