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Antimycotics.

Antioxidants.

181.25 Driers.

181.26 Drying oils as components of finished
resins.

181.27 Plasticizers.

181.28 Release agents.

181.29 Stabilizers.

181.30 Substances used in the manufacture
of paper and paperboard products used in
food packaging.

181.32 Acrylonitrile copolymers and resins.

181.33 Sodium nitrate and potassium ni-
trate.

181.34 Sodium nitrite and potassium nitrite.

AUTHORITY: 21 U.S.C. 321, 342, 348, 371.

SOURCE: 42 FR 14638, Mar. 15, 1977, unless
otherwise noted.

EDITORIAL NOTE: Nomenclature changes to
part 181 appear at 61 FR 14482, Apr. 2, 1996,
and 66 FR 56035, Nov. 6, 2001.

Subpart A—General Provisions

§181.1 General.

(a) An ingredient whose use in food
or food packaging is subject to a prior
sanction or approval within the mean-
ing of section 201(s)(4) of the Act is ex-
empt from classification as a food addi-
tive. The Commissioner will publish in
this part all known prior sanctions.
Any interested person may submit to
the Commissioner a request for publi-
cation of a prior sanction, supported by
evidence to show that it falls within
section 201(s)(4) of the Act.

(b) Based upon scientific data or in-
formation that shows that use of a
prior-sanctioned food ingredient may
be injurious to health, and thus in vio-
lation of section 402 of the Act, the
Commissioner will establish or amend
an applicable prior sanction regulation
to impose whatever limitations or con-
ditions are necessary for the safe use of
the ingredient, or to prohibit use of the
ingredient.

(c) Where appropriate, an emergency
action level may be issued for a prior-
sanctioned substance, pending the
issuance of a final regulation in ac-
cordance with paragraph (b) of this sec-
tion. Such an action level shall be
issued pursuant to section 402(a) of the
Act to identify, based upon available
data, conditions of use of the substance
that may be injurious to health. Such
an action level shall be issued in a no-
tice published in the FEDERAL REG-

§181.5

ISTER and shall be followed as soon as
practicable by a proposed regulation in
accordance with paragraph (b) of this
section. Where the available data dem-
onstrate that the substance may be in-
jurious at any level, use of the sub-
stance may be prohibited. The identi-
fication of a prohibited substance may
be made in part 189 of this chapter
when appropriate.

[42 FR 14638, Mar. 15, 1977, as amended at 42
FR 52821, Sept. 30, 1977; 54 FR 39635, Sept. 27,
1989]

§181.5 Prior sanctions.

(a) A prior sanction shall exist only
for a specific use(s) of a substance in
food, i.e., the level(s), condition(s),
product(s), etc., for which there was ex-
plicit approval by the Food and Drug
Administration or the United States
Department of Agriculture prior to
September 6, 1958.

(b) The existence of a prior sanction
exempts the sanctioned use(s) from the
food additive provisions of the Act but
not from the other adulteration or the
misbranding provisions of the Act.

(c) All known prior sanctions shall be
the subject of a regulation published in
this part. Any such regulation is sub-
ject to amendment to impose whatever
limitation(s) or condition(s) may be
necessary for the safe use of the ingre-
dient, or revocation to prohibit use of
the ingredient, in order to prevent the
adulteration of food in violation of sec-
tion 402 of the Act.

(d) In proposing, after a general eval-
uation of use of an ingredient, regula-
tions affirming the GRAS status of
substances added directly to human
food in part 184 of this chapter or sub-
stances in food-contact surfaces in part
186 of this chapter, or establishing a
food additive regulation for substances
added directly to human food in parts
172 and 173 of this chapter or food addi-
tives in food-contact surfaces in parts
174, 175, 176, 177, 178 and §179.45 of this
chapter, the Commissioner shall, if he
is aware of any prior sanction for use
of the ingredient under conditions dif-
ferent from those proposed in the regu-
lation, concurrently propose a separate
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