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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 Des-
ignated Federal Officer or other des-
ignated agency employee at least 3 
weeks before 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 Designated Federal Officer 
and not directly to a committee mem-
ber. 

(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. 

(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. 
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(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 Designated Fed-
eral Officer and alternate for every ad-
visory committee, who are employees 
of FDA. The Designated Federal Officer 
is responsible for all staff support un-
less other agency employees are des-
ignated 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] 

§ 14.55 Termination of advisory com-
mittees. 

(a) Except as provided in paragraph 
(c) of this section, a standing advisory 
committee is terminated when it is no 
longer needed, or not later than 2 years 
after its date of establishment unless it 

is renewed for an additional 2-year pe-
riod. A committee may be renewed for 
as many 2-year periods as the public in-
terest requires. The requirements for 
establishment of a committee under 
§ 14.40 also apply to its renewal. 

(b) FDA will issue a FEDERAL REG-
ISTER notice announcing the reasons 
for terminating a committee and, if it 
is a standing committee, amending 
§ 14.100 to delete it from the list. 

(c) TEPRSSC is a permanent statu-
tory advisory committee established 
by section 358(f)(1)(A) of the Public 
Health Service Act, as added by the 
Radiation Control for Health and Safe-
ty Act of 1968, transferred to the FD&C 
Act (21 U.S.C. 360kk(f)(1)(A)), and is not 
subject to termination and renewal 
under paragraph (a) of this section, ex-
cept that a new charter is prepared and 
filed at the end of each 2-year period as 
provided in § 14.40(c). Also, the statu-
tory medical device classification pan-
els established under section 513(b)(1) 
of the FD&C Act (21 U.S.C. 360c(b)(1)) 
and part 860, and the statutory medical 
device good manufacturing practice ad-
visory committees established under 
section 520(f)(3) of the FD&C Act (21 
U.S.C. 360j(f)(3)), are specifically ex-
empted from the normal 2-year dura-
tion period. 

(d) Color additive advisory commit-
tees are required to be established 
under the circumstances specified in 
sections 721(b)(5)(C) and (D) of the 
FD&C Act (21 U.S.C. 379e(b)(5)(C) and 
(D)). A color additive advisory com-
mittee is subject to the termination 
and renewal requirements of the Fed-
eral Advisory Committee Act and of 
this part. 

(e) The Tobacco Products Scientific 
Advisory Committee is a permanent 
statutory advisory committee estab-
lished by section 917 of the Family 
Smoking Prevention and Tobacco Con-
trol Act (21 U.S.C. 387q) (Pub. L. 111–31) 
and is not subject to termination and 
renewal under paragraph (a) of this sec-
tion. 

[44 FR 22351, Apr. 13, 1979, as amended at 75 
FR 73953, Nov. 30, 2010; 78 FR 17087, Mar. 20, 
2013] 
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