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Food and Drug Administration, HHS § 180.1

PART 180—FOOD ADDITIVES PER-
MITTED IN FOOD OR IN CON-
TACT WITH FOOD ON AN IN-
TERIM BASIS PENDING ADDI-
TIONAL STUDY

Subpart A—General Provisions

Sec.
180.1 General.

Subpart B—Specific Requirements for
Certain Food Additives

180.22 Acrylonitrile copolymers.
180.25 Mannitol.
180.30 Brominated vegetable oil.
180.37 Saccharin, ammonium saccharin, cal-

cium saccharin, and sodium saccharin.

AUTHORITY: 21 U.S.C. 321, 342, 343, 348, 371;
42 U.S.C. 241.

EDITORIAL NOTE: Nomenclature changes to
part 180 appear at 61 FR 14482, Apr. 2, 1996.

Subpart A—General Provisions

§ 180.1 General.
(a) Substances having a history of

use in food for human consumption or
in food contact surfaces may at any
time have their safety or functionality
brought into question by new informa-
tion that in itself is not conclusive. An
interim food additive regulation for
the use of any such substance may be
promulgated in this subpart when new
information raises a substantial ques-
tion about the safety or functionality
of the substance but there is a reason-
able certainty that the substance is
not harmful and that no harm to the
public health will result from the con-
tinued use of the substance for a lim-
ited period of time while the question
raised is being resolved by further
study.

(b) No interim food additive regula-
tion may be promulgated if the new in-
formation is conclusive with respect to
the question raised or if there is a rea-
sonable likelihood that the substance
is harmful or that continued use of the
substance will result in harm to the
public health.

(c) The Commissioner, on his own ini-
tiative or on the petition of any inter-
ested person, pursuant to part 10 of this
chapter, may propose an interim food
additive regulation. A final order pro-

mulgating an interim food additive
regulation shall provide that continued
use of the substance in food is subject
to each of the following conditions:

(1) Use of the substance in food or
food contact surfaces must comply
with whatever limitations the Commis-
sioner deems to be appropriate under
the circumstances.

(2) Within 60 days following the effec-
tive date of the regulation, an inter-
ested person shall satisfy the Commis-
sioner in writing that studies adequate
and appropriate to resolve the ques-
tions raised about the substance have
been undertaken, or the Food and Drug
Administration may undertake the
studies. The Commissioner may extend
this 60-day period if necessary to re-
view and act on proposed protocols. If
no such commitment is made, or ade-
quate and appropriate studies are not
undertaken, an order shall imme-
diately be published in the FEDERAL
REGISTER revoking the interim food ad-
ditive regulation effective upon publi-
cation.

(3) A progress report shall be filed on
the studies every January 1 and July 1
until completion. If the progress report
is inadequate or if the Commissioner
concludes that the studies are not
being pursued promptly and diligently
or if interim results indicate a reason-
able likelihood that a health hazard ex-
ists, an order will promptly be pub-
lished in the FEDERAL REGISTER revok-
ing the interim food additive regula-
tion effective upon publication.

(4) If nonclinical laboratory studies
are involved, studies filed with the
Commissioner shall include, with re-
spect to each study, either a statement
that the study has been or will be con-
ducted in compliance with the good
laboratory practice regulations as set
forth in part 58 of this chapter, or, if
any such study was not conducted in
compliance with such regulations, a
brief statement of the reason for the
noncompliance.

(5) [Reserved]
(6) If clinical investigations involving

human subjects are involved, such in-
vestigations filed with the Commis-
sioner shall include, with respect to
each investigation, a statement that
the investigation either was conducted
in compliance with the requirements
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for institutional review set forth in
part 56 of this chapter, or was not sub-
ject to such requirements in accord-
ance with §§ 56.104 or 56.105, and that it
has been or will be conducted in com-
pliance with the requirements for in-
formed consent set forth in part 50 of
this chapter.

(d) Promptly upon completion of the
studies undertaken on the substance,
the Commissioner will review all avail-
able data, will terminate the interim
food additive regulation, and will ei-
ther issue a food additive regulation or
will require elimination of the sub-
stance from the food supply.

(e) The Commissioner may consult
with advisory committees, professional
organizations, or other experts in the
field, in evaluating:

(1) Whether an interim food additive
regulation is justified,

(2) The type of studies necessary and
appropriate to resolve questions raised
about a substance,

(3) Whether interim results indicate
the reasonable likelihood that a health
hazard exists, or

(4) Whether the data available at the
conclusion of those studies justify a
food additive regulation.

(f) Where appropriate, an emergency
action level may be issued for a sub-
stance subject to paragraph (a) of this
section that is not an approved food ad-
ditive, pending the issuance of a final
interim food additive regulation. Such
an action level shall be issued pursuant
to sections 306 and 402(a) of the act to
identify, based upon available data, a
safe level of use for the substance.
Such an action level shall be issued in
a notice published in the FEDERAL REG-
ISTER and shall be followed as soon as
practicable by a proposed interim food
additive regulation. Where the avail-
able data do not permit establishing an
action level for the safe use of a sub-
stance, use of the substance may be
prohibited. The identification of a pro-
hibited substance may be made in part
189 of this chapter when appropriate.

[42 FR 14636, Mar. 15, 1977, as amended at 42
FR 15674, Mar. 22, 1977; 42 FR 52821, Sept. 30,
1977; 46 FR 8952, Jan. 27, 1981; 46 FR 14340,
Feb. 27, 1981; 50 FR 7492, Feb. 22, 1985; 54 FR
39634, Sept. 27, 1989]

Subpart B—Specific Requirements
for Certain Food Additives

§ 180.22 Acrylonitrile copolymers.
Acrylonitrile copolymers may be

safely used on an interim basis as arti-
cles or components of articles intended
for use in contact with food, in accord-
ance with the following prescribed con-
ditions:

(a) Limitations for acrylonitrile
monomer extraction for finished food-
contact articles, determined by a
method of analysis titled ‘‘Gas-Solid
Chromatographic Procedure for Deter-
mining Acrylonitrile Monomer in Ac-
rylonitrile-Containing Polymers and
Food Simulating Solvents,’’ which is
incorporated by reference. Copies are
available from the Center for Food
Safety and Applied Nutrition (HFS–
200), Food and Drug Administration,
200 C St. SW., Washington, DC 20204, or
available for inspection at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC
20408, are as follows:

(1) In the case of single-use articles
having a volume to surface ratio of 10
milliliters or more per square inch of
food contact surface—0.003 milligram/
square inch when extracted to equi-
librium at 120 °F with food-simulating
solvents appropriate to the intended
conditions of use.

(2) In the case of single-use articles
having a volume to surface ratio of less
than 10 milliliters per square inch of
food contact surface—0.3 part per mil-
lion calculated on the basis of the vol-
ume of the container when extracted to
equilibrium at 120 °F with food-simu-
lating solvents appropriate to the in-
tended conditions of use.

(3) In the case of repeated-use arti-
cles—0.003 milligram/square inch when
extracted at a time equivalent to ini-
tial batch usage utilizing food-simu-
lating solvents and temperatures ap-
propriate to the intended conditions of
use.
The food-simulating solvents shall in-
clude, where applicable, distilled
water, 8 percent or 50 percent ethanol,
3 percent acetic acid, and either n-
heptane or an appropriate oil or fat.

(b) Where necessary, current regula-
tions permitting the use of acrylo-
nitrile copolymers shall be revised to
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