§14.142

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.

§14.142 Functions of a color additive
advisory committee.

(a) A color additive advisory com-
mittee reviews all available informa-
tion relating to the matter referred to
it, including all information contained
in any pertinent color additive petition
and in FDA files. All information re-
viewed is placed on public display and
is available for review at the office of
the Dockets Management Branch.

(b) The Commissioner specifies to the
color additive advisory committee, in
writing, the issues on which review and
recommendations are requested.

(c) The date of the first meeting of a
color additive advisory committee, fol-
lowing receipt of the administrative
record by each of the committee mem-
bers, is designated as the beginning of
the period allowed for consideration of
the matter by the committee. Within
60 days after the first meeting, unless
the time is extended as provided in
paragraph (d) of this section, the chair-
man of the committee shall certify to
the Commissioner the report con-
taining the recommendations of the
committee, including any minority re-
port. The report states the rec-
ommendations of the committee and
the reasons or basis for them. The re-
port includes copies of all material
considered by the committee in addi-
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tion to the administrative record fur-
nished to it.

(d) If the chairman concludes that
the color additive advisory committee
needs additional time, the chairman
shall so inform the Commissioner in
writing and may certify the report of
the committee to the Commissioner
within 90 days instead of 60 days.

(e) More than one matter may be
handled concurrently by a color addi-
tive advisory committee.

§14.145 Procedures of a color additive
advisory committee.

(a) A color additive advisory com-
mittee is subject to all the require-
ments of the Federal Advisory Com-
mittee Act and this part.

(b) All interested persons have a
right to consult with the color additive
advisory committee reviewing a mat-
ter and to submit information and
views to a color additive advisory com-
mittee, in accordance with the proce-
dures in this part.

§14.147 Membership of a color addi-
tive advisory committee.

(a) The members of a color additive
advisory committee are selected in the
following manner:

(1) If a color additive advisory com-
mittee is established for purposes that
do not include review of an issue aris-
ing under section 721(b)(5)(B) of the act,
or is established on the initiative of
the Commissioner, the Commissioner
may use the procedure in paragraph
(a)(2) of this section to select the mem-
bers or may use an existing standing
advisory committee listed in §14.100, or
may establish a new advisory com-
mittee under this subpart. Once the
Commissioner has established a color
additive advisory committee under this
paragraph and has referred to it a mat-
ter relating to a color additive, no in-
terested person may subsequently re-
quest that an additional or different
color additive advisory committee be
established to review and make rec-
ommendations about that color addi-
tive.

(2) If the Commissioner established a
color additive advisory committee to
review an issue arising under section
721(b)(6)(B) of the act on the request of
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an interested person, it shall be estab-
lished under the following require-
ments:

(i) Except as provided in paragraph
(a)(2) (ii) and (iii) of this section, the
Commissioner will request the Na-
tional Academy of Sciences to select
the members of a color additive advi-
sory committee from among experts
qualified in the subject matter to be re-
viewed by the committee, and of ade-
quately diversified professional back-
grounds. The Commissioner will ap-
point one of the members as the chair-
man.

(ii) If the National Academy of
Sciences is unable or refuses to select
the members of a color additive advi-
sory committee, the Commissioner will
select the members.

(iii) If the Commissioner and the re-
questing party agree, section
721(b)(6)(D) of the act may be waived
and the matter may be referred to any
standing advisory committee listed in
§14.100 or to any advisory committee
established under any other procedure
that is mutually agreeable. Once the
Commissioner has established a color
additive advisory committee and has
referred to it a matter relating to a
color additive, no interested person
may subsequently request that an addi-
tional or different color additive advi-
sory committee be established to re-
view and make recommendations about
that color additive.

(b) Members of a color additive advi-
sory committee are subject to the re-
quirements of the Federal Advisory
Committee Act and this subpart, ex-
cept that no member of a color additive
advisory committee may by reason of
such membership alone be a special
government employee or be subject to
the conflict of interest laws and regula-
tions.

§14.155 Fees and compensation per-
taining to a color additive advisory
committee.

(a) When a matter is referred to a
color additive advisory committee, all
related costs, including personal com-
pensation of committee members, trav-
el, materials, and other costs, are
borne by the person requesting the re-
ferral, such costs to be assessed on the
basis of actual cost to the government.

§14.160

The compensation of such costs in-
cludes personal compensation of com-
mittee members at a rate not to exceed
$128.80 per member per day.

(b) In the case of a request for refer-
ral to a color additive advisory com-
mittee, a special advance deposit is to
be made in the amount of $2,500. Where
required, further advances in incre-
ments of $2,500 each are to be made
upon request of the Commissioner. All
deposits for referrals to a color addi-
tive advisory committee in excess of
actual expenses will be refunded to the
depositor.

(c) All deposits and fees required by
this section are to be paid by money
order, bank draft, or certified check
drawn to the order of the Food and
Drug Administration, collectable at
par in Washington, DC. All deposits
and fees are to be forwarded to the As-
sociate Commissioner for Management
and Operations, Food and Drug Admin-
istration, 5600 Fishers Liane, Rockville,
MD 20857, and after appropriate record
of them is made, they will be trans-
mitted to the Treasurer of the United
States for deposit in the special ac-
count ‘““‘Salaries and Expenses, Certifi-
cation, Inspection, and Other Services,
Food and Drug Administration.”

(d) The Commissioner may waive or
refund such fees in whole or in part
when, in the Commissioner’s judgment,
such action will promote the public in-
terest. Any person who believes that
payment of these fees will be a hard-
ship may petition the Commissioner
under §10.30 to waive or refund the
fees.

Subpart —Advisory Committees
for Human Prescription Drugs

§14.160 Establishment of standing
technical advisory committees for
human prescription drugs.

The standing technical advisory com-
mittees for human prescription drugs
are established to advise the Commis-
sioner:

(a) Generally on the safety and effec-
tiveness, including the labeling and ad-
vertising, and regulatory control of the
human prescription drugs falling with-
in the pharmacologic class covered by
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