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made available for public disclosure 
without undue interference with agen-
cy or committee operations. 

(b) The following information con-
tained in the administrative record is 
not available for public examination or 
copying except as provided in § 12.32(g): 

(1) Material provided to the com-
mittee by FDA that is exempt from 
public disclosure under part 20 and the 
regulations referenced there. 

(2) Material provided to the advisory 
committee by a person making a pres-
entation described in § 14.25(c) and 
which is prohibited from public disclo-
sure under part 20 and the regulations 
referenced there. 

(c) The Division of Dockets Manage-
ment (HFA–305) will maintain a file for 
each committee containing the fol-
lowing principal records for ready ac-
cess by the public: 

(1) The committee charter. 
(2) A list of committee members and 

their curricula vitae. 
(3) The minutes of committee meet-

ings. 
(4) Any formal advice or report of the 

committee. 

[44 FR 22351, Apr. 13, 1979, as amended at 54 
FR 9035, Mar. 3, 1989] 

Subpart E—Members of Advisory 
Committees 

§ 14.80 Qualifications for members of 
standing policy and technical advi-
sory committees. 

(a) Members of a policy advisory 
committee— 

(1) Shall have diverse interests, edu-
cation, training, and experience; spe-
cific technical expertise is not a re-
quirement; 

(2) Are subject to the conflict of in-
terest laws and regulations either as 
special Government employees or as 
members of the uniformed services, in-
cluding the Commissioned Corps of the 
Public Health Service (the Commis-
sioner has determined that, because 
members representing particular inter-
ests, e.g., a representative of labor, in-
dustry, consumers, or agriculture, are 
included on advisory committees spe-
cifically for the purpose of rep-
resenting these interests, any financial 
interest covered by 18 U.S.C. 208(a) in 
the class which the member represents 

is irrelevant to the services which the 
Government expects from them and 
thus is hereby exempted under 18 
U.S.C. 208(b) as too remote and incon-
sequential to affect the integrity of 
their services); and 

(3) Shall be voting members. 
(b) Technical advisory committee.(1) 

Voting members of technical advisory 
committees— 

(i) Shall have expertise in the subject 
matter with which the committee is 
concerned and have diverse profes-
sional education, training, and experi-
ence so that the committee will reflect 
a balanced composition of sufficient 
scientific expertise to handle the prob-
lems that come before it; and 

(ii) Except for members of the Tech-
nical Electronic Product Radiation 
Safety Standards Committee 
(TEPRSSC), are subject to the conflict 
of interest laws and regulations either 
as special Government employees or as 
members of the uniformed services, in-
cluding the Commissioned Corps of the 
Public Health Service. 

(2) The Commissioner shall, when re-
quired by statute, and may when not 
required by statute, provide for non-
voting members of a technical advisory 
committee to serve as representatives 
of and liaison with interested organiza-
tions. Nonvoting members— 

(i) Shall be selected by the interested 
organizations, as provided in § 14.84; 
technical expertise in the subject mat-
ter with which the committee is in-
volved is not a requirement; and 

(ii) May be special Government em-
ployees subject to the conflict of inter-
est laws and regulations, except as pro-
vided in § 14.84(e). 

(c) A person may serve as a voting or 
nonvoting member on only one FDA 
advisory committee unless the Com-
missioner determines in writing that 
dual membership will aid the work of 
the committees involved and is in the 
public interest. 

(d) Members of FDA advisory com-
mittees, and the Chairperson, are ap-
pointed from among those nominated 
under §§ 14.82 and 14.84 and from any 
other sources by the Secretary, or, by 
delegation of authority, by the Assist-
ant Secretary for Health, or the Com-
missioner. 
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(e) Members appointed to an advisory 
committee serve for the duration of the 
committee, or until their terms of ap-
pointment expire, they resign, or they 
are removed from membership by the 
Commissioner. 

(f) A committee member may be re-
moved from membership for good 
cause. Good cause includes excessive 
absenteeism from committee meetings, 
a demonstrated bias that interferes 
with the ability to render objective ad-
vice, failure to abide by the procedures 
established in this subpart, or violation 
of other applicable rules and regula-
tions, e.g., for nonvoting members, the 
provisions of § 14.86(c). 

(g) Consultants appointed under 
§ 14.31(e) are not members of advisory 
committees. 

[44 FR 22351, Apr. 13, 1979, as amended at 53 
FR 50949, Dec. 19, 1988; 54 FR 9035, Mar. 3, 
1989] 

§ 14.82 Nominations of voting members 
of standing advisory committees. 

(a) The Commissioner will publish 
one or more notices in the FEDERAL 
REGISTER each year requesting nomi-
nations for voting members of all exist-
ing standing advisory committees. The 
notice will invite the submission of 
nominations for voting members from 
both individuals and organizations. 

(b) The notice announcing the estab-
lishment of a new committee under 
§ 14.40(b) will invite the submission of 
nominations for voting members. 

(c) A person may nominate one or 
more qualified persons to an advisory 
committee. Nominations will specify 
the advisory committee for which the 
nominee is recommended and will in-
clude a complete curriculum vitae of 
the nominee. Nominations are to state 
that the nominee is aware of the nomi-
nation, is willing to serve as a member 
of the advisory committee, and appears 
to have no conflict of interest that 
would preclude membership. 

(d) Voting members serve as individ-
uals and not as representatives of any 
group or organization which nominated 
them or with which they may be affili-
ated. 

§ 14.84 Nominations and selection of 
nonvoting members of standing 
technical advisory committees. 

(a) This section applies when the 
Commissioner concludes that a tech-
nical advisory committee should in-
clude nonvoting members to represent 
and serve as a liaison with interested 
individuals and organizations. 

(b) Except when the Commissioner 
concludes otherwise, nonvoting mem-
bers of a technical advisory committee 
are selected in accordance with para-
graphs (c) and (d) of this section and 
are normally limited to one person se-
lected by consumer groups and organi-
zations and one person selected by in-
dustry groups and organizations. 

(c) To select a nonvoting member to 
represent consumer interests, except as 
provided in paragraph (c)(5) of this sec-
tion, the Commissioner publishes a no-
tice in the FEDERAL REGISTER request-
ing nominations for each specific com-
mittee, or subcommittee, for which 
nonvoting members are to be ap-
pointed. 

(1) A period of 30 days will be per-
mitted for submission of nominations 
for that committee or subcommittee. 
Interested persons may nominate one 
or more qualified persons to represent 
consumer interests. Although nomina-
tions from individuals will be accepted, 
individuals are encouraged to submit 
their nominations through consumer 
organizations as defined in paragraph 
(c)(3) of this section. Nominations of 
qualified persons for general consider-
ation as nonvoting members of unspec-
ified advisory committees or sub-
committees may be made at any time. 
All nominations are to be submitted in 
writing to Advisory Committee Over-
sight and Management Staff, Food and 
Drug Administration, 10903 New Hamp-
shire Ave., Bldg. 32, rm. 1503, Silver 
Spring, MD 20993. 

(2) A complete curriculum vitae of 
any nominee is to be included. Nomina-
tions must state that the nominee is 
aware of the nomination, is willing to 
serve as a member of an advisory com-
mittee, and appears to have no conflict 
of interest. The nomination must state 
whether a nominee is interested only 
in a particular advisory committee or 
subcommittee, or whether the nominee 
is interested in becoming a member of 
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