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(16) Advisory Committe for Pharma-
ceutical Science. 

(i) Date established: January 22, 1990. 
(ii) Function: Gives advice on sci-

entific and technical issues concerning 
the safety and effectiveness of human 
generic drug products for use in the 
treatment of a broad spectrum of 
human diseases. 

(17) Nonprescription Drugs Advisory 
Committee. 

(i) Date established: August 27, 1991. 
(ii) Functions: The committee re-

views and evaluates available data con-
cerning the safety and effectiveness of 
over-the-counter (nonprescription) 
human drug products for use in the 
treatment of a broad spectrum of 
human symptoms and diseases. 

(18) Pharmacy Compounding Advisory 
Committee. 

(i) Date established: February 12, 
1998. 

(ii) Function: Provides advice on sci-
entific, technical, and medical issues 
concerning drug compounding by phar-
macists and licensed practitioners. 

(d) Center for Devices and Radiological 
Health—(1) Medical Devices Advisory 
Committee. 

(i) Date established: October 27, 1990. 
(ii) Function: Reviews and evaluates 

data on the safety and effectiveness of 
marketed and investigational devices 
and makes recommendations for their 
regulation. 

(2) Device Good Manufacturing Practice 
Advisory Committee. 

(i) Date established: May 17, 1987. 
(ii) Function: Reviews proposed regu-

lations for good manufacturing prac-
tices governing the methods used in, 
and the facilities and controls used for, 
the manufacture, packing, storage, and 
installation of devices, and makes rec-
ommendations on the feasibility and 
reasonableness of the proposed regula-
tions. 

(3) Technical Electronic Product Radi-
ation Safety Standards Committee. 

(i) Date established: October 18, 1968. 
(ii) Function: Advises on technical 

feasibility, reasonableness, and prac-
ticability of performance standards for 
electronic products to control the 
emission of radiation under 42 U.S.C. 
263f(f)(1)(A). 

(4) National Mammography Quality As-
surance Advisory Committee. 

(i) Date established: July 6, 1993. 
(ii) Function: Advises on developing 

appropriate quality standards and reg-
ulations for the use of mammography 
facilities. 

(e) National Center for Toxicological 
Research—Science Advisory Board. 

(1) Date established: June 2, 1973. 
(2) Function: Advises on establish-

ment and implementation of a research 
program that will assist the Commis-
sioner of Food and Drugs tofulfill regu-
latory responsibilities. 

(f) Center for Veterinary Medicine—Vet-
erinary Medicine Advisory Committee. 

(1) Date established: April 24, 1984. 
(2) Function: Reviews and evaluates 

available data concerning safety and 
effectiveness of marketed and inves-
tigational new animal drugs, feeds, and 
devices for use in the treatment and 
prevention of animal disease and in-
creased animal production. 

(g) Center for Food Safety and Applied 
Nutrition—Food Advisory Committee. 

(1) Date established: December 15, 
1991. 

(2) Function: The committee provides 
advice on emerging food safety, food 
science, and nutrition issues that FDA 
considers of primary importance in the 
next decade. 

[54 FR 9036, Mar. 3, 1989] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 14.100, see the List of CFR 
Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and on GPO Access. 

Subpart G—Technical Electronic 
Products Radiation Safety 
Standards Committee 

§ 14.120 Establishment of the Tech-
nical Electronic Product Radiation 
Safety Standards Committee 
(TEPRSSC). 

The Technical Electronic Product 
Radiation Safety Standards Committee 
(TEPRSSC), consisting of 15 members, 
is established in accordance with the 
Radiation Control for Health and Safe-
ty Act of 1968 (42 U.S.C. 263f(f)(1)(A)) to 
provide consultation before the Com-
missioner prescribes any performance 
standard for an electronic product. 
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§ 14.122 Functions of TEPRSSC. 

(a) In performing its function of ad-
vising the Commissioner, TEPRSSC— 

(1) May propose electronic product 
radiation safety standards to the Com-
missioner for consideration; 

(2) Provides consultation to the Com-
missioner on all performance standards 
proposed for consideration under 42 
U.S.C. 263f; and 

(3) May make recommendations to 
the Commissioner on any other mat-
ters it deems necessary or appropriate 
in fulfilling the purposes of the act. 

(b) Responsibility for action on per-
formance standards under 42 U.S.C. 263f 
rests with the Commissioner, after re-
ceiving the advice of TEPRSSC. 

§ 14.125 Procedures of TEPRSSC. 

(a) When the Commissioner is consid-
ering promulgation of a performance 
standard for an electronic product, or 
an amendment of an existing standard, 
before issuing a proposed regulation in 
the FEDERAL REGISTER the Commis-
sioner will submit to TEPRSSC the 
proposed standard or amendment under 
consideration, together with other rel-
evant information to aid TEPRSSC in 
its deliberations. 

(b) The agenda and other material to 
be considered at any meeting will be 
sent to members whenever possible at 
least 2 weeks before the meeting. 

(c) Ten members constitute a 
quorum, provided at least three mem-
bers are present from each group speci-
fied in 42 U.S.C. 263f(f)(1)(A) and in 
§ 14.127(a), i.e., Government, industry, 
and the public. 

(d) The chairman of TEPRSSC will 
ordinarily submit a report to the Com-
missioner of the committee’s consider-
ation of any proposed performance 
standard for an electronic product 
within 60 days after consideration. If 
the chairman believes that more time 
is needed, the chairman will inform the 
Director of the Center for Devices and 
Radiological Health in writing, in 
which case an additional 30 days will be 
allowed to make the report. 

(e) Sections 14.1 through 14.7 apply to 
TEPRSSC, except where other provi-

sions are specifically included in 
§§ 14.120 through 14.130. 

[44 FR 22351, Apr. 13, 1979, as amended at 54 
FR 9037, Mar. 3, 1989] 

§ 14.127 Membership of TEPRSSC. 

(a) The Commissioner will appoint 
the members after consultation with 
public and private organizations con-
cerned with the technical aspect of 
electronic product radiation safety. 
TEPRSSC consists of 15 members, each 
of whom is technically qualified by 
training and experienced in one or 
more fields of science or engineering 
applicable to electronic product radi-
ation safety, as follows: 

(1) Five members selected from gov-
ernment agencies, including State and 
Federal Governments. 

(2) Five members selected from the 
affected industries after consultation 
with industry representatives. 

(3) Five members selected from the 
general public, of whom at least one 
shall be a representative of organized 
labor. 

(b) The Commissioner will appoint a 
committee member as chairman of 
TEPRSSC. 

(c) Appointments of members are for 
a term of 3 years or as specified by the 
Commissioner. 

(1) The chairman is appointed for a 
term concurrent with the chairman’s 
term as a member of TEPRSSC. If the 
chairmanship becomes vacant without 
adequate notice, the executive sec-
retary may appoint a committee mem-
ber as temporary chairman pending ap-
pointment of a new chairman by the 
Commissioner. 

(2) Members may not be reappointed 
for a second consecutive full term. 

(d) A person otherwise qualified for 
membership is not eligible for selection 
as a member of TEPRSSC from Gov-
ernment agencies or the general public 
if the Commissioner determines that 
the person does not meet the require-
ments of the conflict of interest laws 
and regulations. 

(e) Retention of membership is condi-
tioned upon the following: 

(1) Continued status as a member of 
the group from which the member was 
selected as specified in paragraph (a) of 
this section. 
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(2) Absence of any conflict of interest 
during the term of membership as spec-
ified in paragraph (d) of this section. 

(3) Active participation in TEPRSSC 
activities. 

(f) Appointment as a member of 
TEPRSSC is conditioned on certifi-
cation that the prospective member: 

(1) Agrees to the procedures and cri-
teria specified in this subpart. 

(2) Has no conflict of interest as spec-
ified in paragraph (d) of this section. 

(3) Will notify the executive sec-
retary of TEPRSSC before any change 
in representative status on TEPRSSC 
which may be contrary to the condi-
tions of the appointment. 

(g) Members of TEPRSSC who are 
not full-time officers or employees of 
the United States receive compensa-
tion under § 14.95, in accordance with 42 
U.S.C. 210(c). 

§ 14.130 Conduct of TEPRSSC meeting; 
availability of TEPRSSC records. 

(a) In accordance with 42 U.S.C. 
263f(f)(1)(B), all proceedings of 
TEPRSSC are recorded, and the record 
of each proceeding is available for pub-
lic inspection. 

(b) All proceedings of TEPRSSC are 
open except when the Commissioner 
has determined, under § 14.27, that a 
portion of a meeting may be closed. 

Subpart H—Color Additive 
Advisory Committees 

§ 14.140 Establishment of a color addi-
tive advisory committee. 

The Commissioner will establish a 
color additive advisory committee 
under the following circumstances: 

(a) The Commissioner concludes, as a 
matter of discretion, that it would be 
in the public interest for a color addi-
tive advisory committee to review and 
make recommendations about the safe-
ty of a color additive on which impor-
tant issues are pending before FDA and 
for interested persons to present infor-
mation and views at an oral public 
hearing before a color additive advi-
sory committee. 

(b) There is an issue arising under 
section 721(b)(5)(B) of the act con-
cerning the safety of a color additive, 
including its potential or actual car-
cinogenicity, that requires the exercise 

of scientific judgment and a person 
who would be adversely affected by the 
issuance, amendment, or repeal of a 
regulation listing a color additive re-
quests that the matter, or the Commis-
sioner as a matter of discretion deter-
mines that the matter should, be re-
ferred to a color additive advisory com-
mittee. 

(1) Paragraph (b) does not apply to 
any issue arising under the transi-
tional provisions in section 203 of the 
Color Additive Amendments of 1960 re-
lating to provisional listing of com-
mercially established colors. A color 
additive advisory committee to con-
sider any such matter will be estab-
lished under paragraph (a) of this sec-
tion. 

(2) A request for establishment of a 
color additive advisory committee is to 
be made in accordance with § 10.30. The 
Commissioner may deny any petition if 
inadequate grounds are stated for es-
tablishing a color additive advisory 
committee. A request for establish-
ment of a color additive advisory com-
mittee may not rest on mere allega-
tions or denials, but must set forth spe-
cific facts showing that there is a gen-
uine and substantial issue of fact that 
requires scientific judgment and justi-
fies a hearing before a color additive 
advisory committee. When it conclu-
sively appears from the request for a 
color additive advisory committee that 
the matter is premature or that it does 
not involve an issue arising under sec-
tion 721(b)(5)(B) of the act or that there 
is no genuine and substantial issue of 
fact requiring scientific judgment, or 
for any other reason a color additive 
advisory committee is not justified, 
the Commissioner may deny the estab-
lishment of a color additive advisory 
committee. 

(3) Establishment of a color additive 
advisory committee on the request of 
an interested person is conditioned 
upon receipt of the application fee 
specified in § 14.155. 

(4) Any person adversely affected 
may request referral of the matter to a 
color additive advisory committee at 
any time before, or within 30 days 
after, publication of an order of the 
Commissioner acting upon a color ad-
ditive petition or proposal. 
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