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the AOAC INTERNATIONAL, 481 North 
Frederick Ave., suite 500, Gaithersburg, 
MD 20877, or may be examined at the 
National Archives and Records Admin-
istration (NARA). For information on 
the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[43 FR 54237, Nov. 11, 1978, as amended at 49 
FR 10106, Mar. 19, 1984; 54 FR 24897, June 12, 
1989; 70 FR 40880, July 15, 2005; 70 FR 67651, 
Nov. 8, 2005] 

§ 173.400 Dimethyldialkylammonium 
chloride. 

Dimethyldialkylammonium chloride 
may be safely used in food in accord-
ance with the following prescribed con-
ditions: 

(a) The food additive is produced by 
one of the following methods: 

(1) Ammonolysis of natural tallow 
fatty acids to form amines that are 
subsequently reacted with methyl chlo-
ride to form the quaternary ammonium 
compounds consisting primarily of 
dimethyldioctadecylammonium chlo-
ride and dimethyldihexadecyl-
ammonium chloride. The additive may 
contain residues of isopropyl alcohol 
not in excess of 18 percent by weight 
when used as a processing solvent. 

(2) Ammonolysis of natural tallow 
fatty acids to form amines that are 
then reacted with 2-ethylhexanal, re-
duced, methylated, and subsequently 
reacted with methyl chloride to form 
the quaternary ammonium compound 
known as dimethyl(2-ethylhexyl) hy-
drogenated tallow ammonium chloride 
and consisting primarily of dimethyl(2- 
ethylhexyl)octadecylammonium chlo-
ride and dimethyl(2-ethyl-
hexyl)hexadecylammonium chloride. 

(b) The food additive described in 
paragraph (a)(1) of this section con-
tains not more than a total of 2 percent 
by weight of free amine and amine hy-
drochloride. The food additive de-
scribed in paragraph (a)(2) of this sec-
tion contains not more than 3 percent 
by weight, each, of free amine and 
amine hydrochloride as determined by 
A.O.C.S. method Te 3a–64, ‘‘Acid Value 
and Free Amine Value of Fatty Quater-
nary Ammonium Chlorides,’’ 2d print-
ing including additions and revisions 

1990, which is incorporated by reference 
in accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. Copies are available from 
the Center for Food Safety and Applied 
Nutrition (HFS–200), Food and Drug 
Administration, 5100 Paint Branch 
Pkwy., College Park, MD 20740, and 
from the American Oil Chemists’ Soci-
ety, P.O. Box 5037, Station A, Cham-
paign, IL 61820, or available for inspec-
tion at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) The food additive is used as a de-
colorizing agent in the clarification of 
refinery sugar liquors under the fol-
lowing limitations: 

(1) The food additive described in 
paragraph (a)(1) of this section is added 
only at the defecation/clarification 
stage of sugar liquor refining in an 
amount not to exceed 700 parts per mil-
lion by weight of sugar solids. 

(2) The food additive described in 
paragraph (a)(2) of this section is used 
under the following conditions: 

(i) The additive is adsorbed onto a 
support column composed of suitable 
polymers that are regulated for con-
tact with aqueous food. Excess non-
adsorbed additive shall be rinsed away 
with potable water prior to passage of 
sugar liquor through the column. 

(ii) The residue of the additive in the 
decolorized sugar liquor prior to crys-
tallization shall not exceed 1 part per 
million of sugar as determined by a 
method entitled ‘‘Colorimetric Deter-
mination of Residual Quaternary Am-
monium Compounds (Arquad HTL8) in 
Sugar and Sugar Solutions,’’ June 13, 
1990, which is incorporated by reference 
in accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. Copies are available from 
the Center for Food Safety and Applied 
Nutrition (HFS–200), Food and Drug 
Administration, 5100 Paint Branch 
Pkwy., College Park, MD 20740, or 
available for inspection at the National 
Archives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
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codeloflfederallregulations/ 
ibrllocations.html. 

(d) To assure safe use of the additive, 
the label and labeling of the additive 
shall bear, in addition to other infor-
mation required by the Federal Food, 
Drug, and Cosmetic Act, adequate di-
rections to assure use in compliance 
with paragraph (c) of this section. 

[56 FR 42686, Aug. 29, 1991] 

PART 174—INDIRECT FOOD 
ADDITIVES: GENERAL 

Sec. 
174.5 General provisions applicable to indi-

rect food additives. 
174.6 Threshold of regulation for substances 

used in food-contact articles. 

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

§ 174.5 General provisions applicable 
to indirect food additives. 

(a) Regulations prescribing condi-
tions under which food additive sub-
stances may be safely used predicate 
usage under conditions of good manu-
facturing practice. For the purpose of 
this part and parts 175, 176, and 177 of 
this chapter, good manufacturing prac-
tice shall be defined to include the fol-
lowing restrictions: 

(1) The quantity of any food additive 
substance that may be added to food as 
a result of use in articles that contact 
food shall not exceed, where no limits 
are specified, that which results from 
use of the substance in an amount not 
more than reasonably required to ac-
complish the intended physical or tech-
nical effect in the food-contact article; 
shall not exceed any prescribed limita-
tions; and shall not be intended to ac-
complish any physical or technical ef-
fect in the food itself, except as such 
may be permitted by regulations in 
parts 170 through 189 of this chapter. 

(2) Any substance used as a compo-
nent of articles that contact food shall 
be of a purity suitable for its intended 
use. 

(b) The existence in the subchapter B 
of a regulation prescribing safe condi-
tions for the use of a substance as an 
article or component of articles that 
contact food shall not be construed to 
relieve such use of the substance or ar-
ticle from compliance with any other 
provision of the Federal Food, Drug, 

and Cosmetic Act. For example, if a 
regulated food-packaging material 
were found on appropriate test to im-
part odor or taste to a specific food 
product such as to render it unfit with-
in the meaning of section 402(a)(3) of 
the Act, the regulation would not be 
construed to relieve such use from 
compliance with section 402(a)(3). 

(c) The existence in this subchapter B 
of a regulation prescribing safe condi-
tions for the use of a substance as an 
article or component of articles that 
contact food shall not be construed as 
implying that such substance may be 
safely used as a direct additive in food. 

(d) Substances that under conditions 
of good manufacturing practice may be 
safely used as components of articles 
that contact food include the fol-
lowing, subject to any prescribed limi-
tations: 

(1) Substances generally recognized 
as safe in or on food. 

(2) Substances generally recognized 
as safe for their intended use in food 
packaging. 

(3) Substances used in accordance 
with a prior sanction or approval. 

(4) Substances permitted for use by 
regulations in this part and parts 175, 
176, 177, 178 and § 179.45 of this chapter. 

(5) Food contact substances used in 
accordance with an effective pre-
market notification for a food contact 
substance (FCN) submitted under sec-
tion 409(h) of the act. 

[42 FR 14534, Mar. 15, 1977, as amended at 67 
FR 35731, May 21, 2002] 

§ 174.6 Threshold of regulation for 
substances used in food-contact ar-
ticles. 

Substances used in food-contact arti-
cles (e.g., food-packaging or food-proc-
essing equipment) that migrate, or 
that may be expected to migrate, into 
food at negligible levels may be re-
viewed under § 170.39 of this chapter. 
The Food and Drug Administration 
will exempt substances whose uses it 
determines meet the criteria in § 170.39 
of this chapter from regulation as food 
additives and, therefore, a food addi-
tive petition will not be required for 
the exempted use. 

[60 FR 36596, July 17, 1995] 
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