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§ 170.38
(3) The Commissioner will evaluate
all comments received. If he concludes
that there is a lack of convincing evidence 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 concludes that there is convincing evidence that the substance is GRAS, he
will publish an order in the FEDERAL
REGISTER listing the substance as
GRAS in part 182, part 184, or part 186
of this chapter, as appropriate.
(c) A FEDERAL REGISTER notice determining that a substance is a food additive shall provide for the use of the additive in food or food contact surfaces
as follows:
(1) It may promulgate a food additive
regulation governing use of the additive.
(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 different uses or levels of use of the additive.
(d) If the Commissioner of Food and
Drugs is aware of any prior sanction
for use of the substance, he will concurrently propose a separate regulation
covering such use of the ingredient
under part 181 of this chapter. If the
Commissioner is unaware of any such
applicable prior sanction, the proposed
regulation will so state and will require any person who intends to assert
or rely on such sanction to submit
proof of its existence. 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 applicable 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 part 181
of this chapter, incorporating the same
provisions, in the event that such a
regulation is determined to be appropriate as a result of submission of proof

conditions different from those proposed to be determined to be GRAS.
The failure of any person to come forward with proof of such an applicable
prior sanction in response to the notice
of filing will constitute a waiver of the
right to assert or rely on such sanction
at any later time. The notice of filing
will also constitute a proposal to establish a regulation under part 181 of this
chapter, incorporating the same provisions, in the event that such a regulation is determined to be appropriate as
a result of submission of proof of such
an applicable prior sanction in response to the notice of filing.
(Information collection requirements were
approved by the Office of Management and
Budget under control number 0910–0132)
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§ 170.38 Determination of food additive status.
(a) The Commissioner may, in accordance with § 170.35(b)(4) or (c)(5),
publish a notice in the FEDERAL REGISTER determining that a substance is
not GRAS and is a food additive subject to section 409 of the Act.
(b)(1) The Commissioner, on his own
initiative or on the petition of any interested person, pursuant to part 10 of
this chapter, may issue a notice in the
FEDERAL REGISTER proposing to determine that a substance is not GRAS and
is a food additive subject to section 409
of the Act. Any petition shall include
all relevant data and information of
the type described in § 171.130(b). The
Commissioner will place all of the data
and information on which he relies on
public file in the office of the Division
of Dockets Management and will include in the FEDERAL REGISTER notice
the name of the substance, its 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 comments with the Division of Dockets
Management. Copies of all comments
shall be made available for examination in the Division of Dockets Management’s office.
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§ 170.39

21 CFR Ch. I (4–1–09 Edition)

of such an applicable prior sanction in
response to the proposal.

the Food and Drug Administration’s
files or from other appropriate sources;
(3) The substance has no technical effect in or on the food to which it migrates; and
(4) The substance use has no significant adverse impact on the environment.
(b) Notwithstanding paragraph (a) of
this section, the Food and Drug Administration reserves the right to decline
to grant an exemption in those cases in
which available information establishes that the proposed use may pose a
public health risk. The reasons for the
agency’s decision to decline to grant an
exemption will be explained in the
Food and Drug Administration’s response to the requestor.
(c) A request for the Food and Drug
Administration to exempt a use of a
substance from regulation as a food additive shall include three copies of the
following information (If part of the
submitted material is in a foreign language, it must be accompanied by an
English translation verified to be complete and accurate in accordance with
§ 10.20(c)(2) of this chapter):
(1) The chemical composition of the
substance for which the request is
made, including, whenever possible,
the name of the chemical in accordance with current Chemical Abstract
Service (CAS) nomenclature guidelines
and a CAS registry number, if available;
(2) Detailed information on the conditions of use of the substance (e.g.,
temperature, type of food with which
the substance will come into contact,
the duration of the contact, and whether the food-contact article will be for
repeated or single use applications);
(3) A clear statement as to whether
the request for exemption from regulation as a food additive is based on the
fact that the use of the substance in
the food-contact article results in a dietary concentration at or below 0.5
parts per billion, or on the fact that it
involves the use of a regulated direct
food additive for which the dietary exposure is at or below 1 percent of the
acceptable dietary intake (ADI);
(4) Data that will enable the Food
and Drug Administration to estimate
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§ 170.39 Threshold of regulation for
substances used in food-contact articles.
(a) A substance used in a food-contact article (e.g., food-packaging or
food-processing equipment) that migrates, or that may be expected to migrate, into food will be exempted from
regulation as a food additive because it
becomes a component of food at levels
that are below the threshold of regulation if:
(1) The substance has not been shown
to be a carcinogen in humans or animals, and there is no reason, based on
the chemical structure of the substance, to suspect that the substance is
a carcinogen. The substance must also
not contain a carcinogenic impurity or,
if it does, must not contain a carcinogenic impurity with a TD50 value based
on chronic feeding studies reported in
the scientific literature or otherwise
available to the Food and Drug Administration of less than 6.25 milligrams
per kilogram bodyweight per day (The
TD50, for the purposes of this section, is
the feeding dose that causes cancer in
50 percent of the test animals when
corrected for tumors found in control
animals. If more than one TD50 value
has been reported in the scientific literature for a substance, the Food and
Drug Administration will use the lowest appropriate TD50 value in its review.);
(2) The substance presents no other
health or safety concerns because:
(i) The use in question has been
shown to result in or may be expected
to result in dietary concentrations at
or below 0.5 parts per billion, corresponding to dietary exposure levels
at or below 1.5 micrograms/person/day
(based on a diet of 1,500 grams of solid
food and 1,500 grams of liquid food per
person per day); or
(ii) The substance is currently regulated for direct addition into food, and
the dietary exposure to the substance
resulting from the proposed use is at or
below 1 percent of the acceptable daily
intake as determined by safety data in
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