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known uses, and a summary of the
basis for the determination.

(2) The FEDERAL REGISTER notice will
allow a period of 60 days during which
any interested person may review the
data and information and/or file com-
ments with the Dockets Management
Branch. Copies of all comments shall
be made available for examination in
the Dockets Management Branch.

(3) The Commissioner will evaluate
all comments received. If he concludes
that there is a lack of convincing evi-
dence that the substance is GRAS or is
otherwise exempt from the definition
of a food additive in section 201(s) of
the act, he will publish a notice thereof
in the FEDERAL REGISTER. If he con-
cludes that there is convincing evi-
dence that the substance is GRAS, he
will publish an order in the FEDERAL
REGISTER listing the substance in this
subchapter E as GRAS.

(c) A FEDERAL REGISTER notice deter-
mining that a substance is a food addi-
tive shall provide for the use of the ad-
ditive in food or food-contact surfaces
as follows:

(1) It may promulgate a food additive
regulation governing use of the addi-
tive.

(2) It may promulgate an interim
food additive regulation governing use
of the additive.

(3) It may require discontinuation of
the use of the additive.

(4) It may adopt any combination of
the above three approaches for dif-
ferent uses or levels of use of the addi-
tive.

(d) If the Commissioner of Food and
Drugs is aware of any prior sanction
for use of the substance, he will con-
currently propose a separate regulation
covering such use of the ingredient
under this subchapter E. If the Com-
missioner is unaware of any such appli-
cable prior sanction, the proposed regu-
lation will so state and will require any
person who intends to assert or rely on
such sanction to submit proof of its ex-
istence. Any regulation promulgated
pursuant to this section constitutes a
determination that excluded uses
would result in adulteration of the food
in violation of section 402 of the act,
and the failure of any person to come
forward with proof of such an applica-
ble prior sanction in response to the

proposal will constitute a waiver of the
right to assert or rely on such sanction
at any later time. The notice will also
constitute a proposal to establish a
regulation under this subchapter E., in-
corporating the same provisions, in the
event that such a regulation is deter-
mined to be appropriate as a result of
submission of proof of such an applica-
ble prior sanction in response to the
proposal.

[41 FR 38644, Sept. 10, 1976, as amended at 42
FR 4717, Jan. 25, 1977; 42 FR 15675, Mar. 22,
1977; 42 FR 55207, Oct. 14, 1977; 54 FR 18281,
Apr. 28, 1989]
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Subpart A—General Provisions
§ 571.1 Petitions.

(a) Petitions to be filed with the
Commissioner under the provisions of
section 409(b) of the act shall be sub-
mitted in triplicate. If any part of the
material submitted is in a foreign lan-
guage, it shall be accompanied by an
accurate and complete English trans-
lation. The petition shall state peti-
tioner’s post office address to which
published notices or orders issued or
objections filed pursuant to section 409
of the act may be sent.

(b) Pertinent information may be in-
corporated in, and will be considered as
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