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occur in open session, except as pro-
vided in § 14.25(c). 

(5) A nonvoting member of an advi-
sory committee may not make any 
presentation to that advisory com-
mittee during a hearing conducted by 
that committee. 

(6) Although a nonvoting member 
serves in a representative capacity, the 
nonvoting member shall exercise re-
straint in performing such functions 
and may not engage in unseemly advo-
cacy or attempt to exert undue influ-
ence over the other members of the 
committee. 

(d) A nonvoting member of an advi-
sory committee may be removed by the 
Commissioner for failure to comply 
with this section as well as § 14.80(f). 

§ 14.90 Ad hoc advisory committee 
members. 

In selecting members of an ad hoc ad-
visory committee, the Commissioner 
may use the procedures in §§ 14.82 and 
14.84 or any other procedure deemed ap-
propriate. 

§ 14.95 Compensation of advisory com-
mittee members. 

(a)(1) Except as provided in para-
graphs (a) (2) and (3) of this section, all 
voting advisory committee members 
shall, and nonvoting members may, be 
appointed as special Government em-
ployees and receive a consultant fee 
and be reimbursed for travel expenses, 
including per diem in lieu of subsist-
ence, unless such compensation and re-
imbursement are waived. 

(2) Members of the Technical Elec-
tronic Product Radiation Safety 
Standards Committee (TEPRSSC) are 
not appointed as special Government 
employees. Any member of TEPRSSC 
who is not a Federal employee or mem-
ber of the uniformed services, includ-
ing the Commissioned Corps of the 
Public Health Service, shall receive a 
consultant fee and be reimbursed for 
travel expenses, including per diem in 
lieu of subsistence, unless such com-
pensation and reimbursement are 
waived. 

(3) Voting and nonvoting advisory 
committee members who are members 
of the uniformed services, including 
the Commissioned Corps of the Public 
Health Service, provide service on 

Food and Drug Administration advi-
sory committees as part of their as-
signed functions, are not appointed as 
special government employees, but are 
reimbursed by the Food and Drug Ad-
ministration for travel expenses. 

(b) Notwithstanding the member’s 
primary residence, an advisory com-
mittee member, while attending meet-
ings of the full committee or a sub-
committee, will be paid whether the 
meetings are held in the Washington, 
DC, area or elsewhere. 

(c) A committee member who partici-
pates in any agency-directed assign-
ment will be paid at an hourly rate 
when doing assigned work at home, a 
place of business, or in an FDA facility 
located within the member’s com-
muting area, and at a daily rate when 
required to travel outside of that com-
muting area to perform the assign-
ment. A committee member will not be 
paid for time spent on normal prepara-
tion for a committee meeting. 

(1) An agency-directed assignment is 
an assignment that meets the fol-
lowing criteria: 

(i) An activity that requires under-
taking a definitive study. The activity 
must produce a tangible end product, 
usually a written report. Examples are: 

(a) An analysis of the risks and bene-
fits of the use of a class of drugs or a 
report on a specific problem generated 
by an IND or NDA; 

(b) The performance of similar inves-
tigations or analysis of complex indus-
try submissions to support advisory 
committee deliberations other than 
normal meeting preparation; 

(c) The preparation of a statistical 
analysis leading to an estimate of 
toxicologically safe dose levels; and 

(d) The design or analysis of animal 
studies of toxicity, mutagenicity, 
teratogenicity, or carcinogenicity. 

(ii) The performance of an IND or 
NDA review or similar review. 

(2) A committee member who under-
takes a special assignment, the end 
product of which does not represent the 
end product of the advisory committee, 
but rather of the committee member’s 
own assignment, can be compensated. 
Should this preparatory work by mem-
bers collectively result in an end prod-
uct of the committee, this is to be con-
sidered normal meeting preparation 
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