§861.38

(1) The Food and Drug Administra-
tion determines that an earlier effec-
tive date is necessary to protect the
public health and safety; or

(2) The standard has been established
for a device that, by the effective date
of the standard, has been reclassified
from class III to class II.

(¢c) The Food and Drug Administra-
tion may declare a proposed regulation
amending a standard effective on publi-
cation in the FEDERAL REGISTER if it
determines that making the regulation
so effective is in the public interest. A
proposed amendment of a performance
standard made effective upon publica-
tion may not prohibit the introduction
or delivery for introduction into inter-
state commerce of a device that con-
forms to the standard without the
change or changes provided in the pro-
posed amendment until the effective
date of any final action on the pro-
posal.

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR
58405, Dec. 10, 1992]

§861.38 Standards advisory commit-
tees.

(a) The Food and Drug Administra-
tion will establish advisory commit-
tees to which proposed regulations may
be referred, and these committees shall
consider such referrals in accordance
with this section and part 14 of this
chapter. Such advisory committees,
which may not be classification panels,
shall be considered ad hoc advisory
committees. Their members shall be
selected in accordance with §§14.82 and
14.84, except that no member may be a
regular full-time FDA employee. Each
advisory committee established under
this section shall include as nonvoting
members a representative of consumer
interests and a representative of inter-
ests of the device manufacturing indus-
try.

(b) A proposed regulation to estab-
lish, amend, or revoke a performance
standard shall be referred to an advi-
sory committee for a report and rec-
ommendation with respect to any mat-
ter involved in the proposed regulation
which requires the exercise of sci-
entific judgment if:

(1) The Food and Drug Administra-
tion determines that such referral is
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necessary or appropriate under the cir-
cumstances; or

(2) Requested by an interested per-
son, in the form of a citizen petition in
accordance with §10.30 of this chapter,
which is made within the period pro-
vided for comment on the proposed reg-
ulation and which demonstrates good
cause for referral.

(c) When a proposed regulation is re-
ferred to an advisory committee, the
Food and Drug Administration will fur-
nish the committee with the data and
information upon which the proposed
regulation is based. After independ-
ently reviewing the materials fur-
nished by the Food and Drug Adminis-
tration and any other available data
and information, the advisory com-
mittee shall, within 60 days of the re-
ferral, submit a report and rec-
ommendation on the proposed regula-
tion, together with all underlying data
and information and a statement of the
reason or basis for the recommenda-
tion. A copy of the report and rec-
ommendation will be publicly dis-
played in the office of the Dockets
Management Branch, Food and Drug
Administration.

(d) Where appropriate, each proposed
regulation establishing a standard pub-
lished in the FEDERAL REGISTER will
include a call for nominations to the
advisory committee for that particular
standard.

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR
58405, Dec. 10, 1992]
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