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184.1555 Rapeseed oil. 
184.1560 Ox bile extract. 
184.1563 Ozone. 
184.1583 Pancreatin. 
184.1585 Papain. 
184.1588 Pectins. 
184.1595 Pepsin. 
184.1610 Potassium alginate. 
184.1613 Potassium bicarbonate. 
184.1619 Potassium carbonate. 
184.1622 Potassium chloride. 
184.1625 Potassium citrate. 
184.1631 Potassium hydroxide. 
184.1634 Potassium iodide. 
184.1635 Potassium iodate. 
184.1639 Potassium lactate. 
184.1643 Potassium sulfate. 
184.1655 Propane. 
184.1660 Propyl gallate. 
184.1666 Propylene glycol. 
184.1670 Propylparaben. 
184.1676 Pyridoxine hydrochloride. 
184.1685 Rennet (animal-derived) and 

chymosin preparation (fermentation-de-
rived). 

184.1695 Riboflavin. 
184.1697 Riboflavin-5′-phosphate (sodium). 
184.1698 Rue. 
184.1699 Oil of rue. 
184.1702 Sheanut oil. 
184.1721 Sodium acetate. 
184.1724 Sodium alginate. 
184.1733 Sodium benzoate. 
184.1736 Sodium bicarbonate. 
184.1742 Sodium carbonate. 
184.1751 Sodium citrate. 
184.1754 Sodium diacetate. 
184.1763 Sodium hydroxide. 
184.1764 Sodium hypophosphite. 
184.1768 Sodium lactate. 
184.1769a Sodium metasilicate. 
184.1784 Sodium propionate. 
184.1792 Sodium sesquicarbonate. 
184.1801 Sodium tartrate. 
184.1804 Sodium potassium tartrate. 
184.1807 Sodium thiosulfate. 
184.1835 Sorbitol. 
184.1845 Stannous chloride (anhydrous and 

dihydrated). 
184.1848 Starter distillate. 
184.1851 Stearyl citrate 
184.1854 Sucrose. 
184.1857 Corn sugar. 
184.1859 Invert sugar. 
184.1865 Corn syrup. 
184.1866 High fructose corn syrup. 
184.1875 Thiamine hydrochloride. 
184.1878 Thiamine mononitrate. 
184.1890 a-Tocopherols. 
184.1901 Triacetin. 
184.1903 Tributyrin. 
184.1911 Triethyl citrate. 
184.1914 Trypsin. 
184.1923 Urea. 
184.1924 Urease enzyme preparation from 

Lactobacillus fermentum. 
184.1930 Vitamin A. 

184.1945 Vitamin B12. 
184.1950 Vitamin D. 
184.1973 Beeswax (yellow and white). 
184.1976 Candelilla wax. 
184.1978 Carnauba wax. 
184.1979 Whey. 
184.1979a Reduced lactose whey. 
184.1979b Reduced minerals whey. 
184.1979c Whey protein concentrate. 
184.1983 Bakers yeast extract. 
184.1984 Zein. 
184.1985 Aminopeptidase enzyme prepara-

tion derived from lactococcus lactis. 

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

SOURCE: 42 FR 14653, Mar 15, 1977, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 184 appear at 66 FR 56035, Nov. 6, 2001; 66 
FR 66742, Dec. 27, 2001; 68 FR 15355, Mar. 31, 
2003; 69 FR 13717, Mar. 24, 2004; 70 FR 40880, 
July 15, 2005; 70 FR 67651, Nov. 8, 2005; and 81 
FR 49897, July 29, 2016. 

Subpart A—General Provisions 

§ 184.1 Substances added directly to 
human food affirmed as generally 
recognized as safe (GRAS). 

(a) The direct human food ingredi-
ents listed in this part have been re-
viewed by the Food and Drug Adminis-
tration and affirmed to be generally 
recognized as safe (GRAS) for the pur-
poses and under the conditions pre-
scribed. The regulations in this part 
shall sufficiently describe each ingre-
dient to identify the characteristics of 
the ingredient that has been affirmed 
as GRAS and to differentiate it from 
other possible versions of the ingre-
dient that have not been affirmed as 
GRAS. Ingredients affirmed as GRAS 
in this part are also GRAS as indirect 
human food ingredients, subject to any 
limitations prescribed in parts 174, 175, 
176, 177, 178 or § 179.45 of this chapter or 
in part 186 of this chapter. The purity 
specifications in this part do not apply 
when the ingredient is used in indirect 
applications. However, when used in in-
direct applications, the ingredient 
must be of a purity suitable for its in-
tended use in accordance with 
§ 170.30(h)(1) of this chapter. 

(b) Any ingredient affirmed as GRAS 
in this part shall be used in accordance 
with current good manufacturing prac-
tice. For the purpose of this part, cur-
rent good manufacturing practice in-
cludes the requirements that a direct 
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human food ingredient be of appro-
priate food grade; that it be prepared 
and handled as a food ingredient; and 
that the quantity of the ingredient 
added to food does not exceed the 
amount reasonably required to accom-
plish the intended physical, nutri-
tional, or other technical effect in 
food. 

(1) If the ingredient is affirmed as 
GRAS with no limitations on its condi-
tions of use other than current good 
manufacturing practice, it shall be re-
garded as GRAS if its conditions of use 
are consistent with the requirements of 
paragraph (b), (c), and (d) of this sec-
tion. When the Food and Drug Admin-
istration (FDA) determines that it is 
appropriate, the agency will describe 
one or more current good manufac-
turing practice conditions of use in the 
regulation that affirms the GRAS sta-
tus of the ingredient. For example, 
when the safety of an ingredient has 
been evaluated on the basis of limited 
conditions of use, the agency will de-
scribe in the regulation that affirms 
the GRAS status of the ingredient, one 
or more of these limited conditions of 
use, which may include the category of 
food(s), the technical effect(s) or func-
tional use(s) of the ingredient, and the 
level(s) of use. If the ingredient is used 
under conditions that are significantly 
different from those described in the 
regulation, that use of the ingredient 
may not be GRAS. In such a case, a 
manufacturer may not rely on the reg-
ulation as authorizing that use but 
shall have a basis to conclude that that 
use is GRAS or shall use the ingredient 
in accordance with a food additive reg-
ulation. 

(2) If the ingredient is affirmed as 
GRAS with specific limitation(s), it 
shall be used in food only within such 
limitation(s), including the category of 
food(s), the functional use(s) of the in-
gredient, and the level(s) of use. Any 
use of such an ingredient not in full 
compliance with each such established 
limitation shall require a food additive 
regulation. 

(3) If the ingredient is affirmed as 
GRAS for a specific use, without a gen-
eral evaluation of use of the ingredient, 
other uses may also be GRAS. 

(c) The listing of a food ingredient in 
this part does not authorize the use of 

such substance in a manner that may 
lead to deception of the consumer or to 
any other violation of the Federal 
Food, Drug, and Cosmetic Act (the 
Act). 

(d) The listing of more than one in-
gredient to produce the same techno-
logical effect does not authorize use of 
a combination of two or more ingredi-
ents to accomplish the same techno-
logical effect in any one food at a com-
bined level greater than the highest 
level permitted for one of the ingredi-
ents. 

(e) If the Commissioner of Food and 
Drugs is aware of any prior sanction 
for use of an ingredient under condi-
tions different from those proposed to 
be affirmed as GRAS, he will concur-
rently 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 re-
quire 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 ex-
cluded uses would result in adultera-
tion 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 re-
sponse 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 appro-
priate as a result of submission of proof 
of such an applicable prior sanction in 
response to the proposal. 

(f) The label and labeling of the in-
gredient and any intermediate mix of 
the ingredient for use in finished food 
shall bear, in addition to the other la-
beling required by the Act: 

(1) The name of the ingredient, ex-
cept where exempted from such label-
ing in part 101 of this chapter. 

(2) A statement of concentration of 
the ingredient in any intermediate 
mix; or other information to permit a 
food processor independently to deter-
mine that use of the ingredients will be 
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in accordance with any limitations and 
good manufacturing practice guide-
lines prescribed. 

(3) Adequate directions for use to 
provide a final food product that com-
plies with any limitations prescribed 
for the ingredient(s). 

[42 FR 14653, Mar. 15, 1977, as amended at 42 
FR 55205, Oct. 14, 1977; 48 FR 48457, 48459, Oct. 
19, 1983; 62 FR 15110, Mar. 31, 1997; 81 FR 55051, 
Aug. 17, 2016] 

Subpart B—Listing of Specific 
Substances Affirmed as GRAS 

§ 184.1005 Acetic acid. 
(a) Acetic acid (C2H4O2, CAS Reg. No. 

64–19–7) is known as ethanoic acid. It 
occurs naturally in plant and animal 
tissues. It is produced by fermentation 
of carbohydrates or by organic syn-
thesis. The principal synthetic meth-
ods currently employed are oxidation 
of acetaldehyde derived from ethylene, 
liquid phase oxidation of butane, and 
reaction of carbon monoxide with 
methanol derived from natural gas. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 8, which is incorporated 
by reference. Copies are available from 
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC 
20418, or available for inspection 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/federal_register/ 
code_of_federal_regulations/ 
ibr_locations.html. 

(c) The ingredient is used as a curing 
and pickling agent as defined in 
§ 170.3(o)(5) of this chapter; flavor 
enhancer as defined in § 170.3(o)(11) of 
this chapter; flavoring agent and adju-
vant as defined in § 170.3(o)(12) of this 
chapter; pH control agent as defined in 
§ 170.3(o)(23) of this chapter; as a sol-
vent and vehicle as defined in 
§ 170.3(o)(27) of this chapter; and as a 
boiler water additive complying with 
§ 173.310 of this chapter. 

(d) The ingredient is used in food at 
levels not to exceed current good man-
ufacturing practice in accordance with 
§ 184.1(b)(1). Current good manufac-
turing practice results in a maximum 
level as served, of 0.25 percent for 

baked goods as defined in § 170.3(n)(1) of 
this chapter; 0.8 percent for cheeses as 
defined in § 170.3(n)(5) of this chapter 
and dairy product analogs as defined in 
§ 170.3(n)(10) of this chapter; 0.5 percent 
for chewing gum as defined in 
§ 170.3(n)(6) of this chapter; 9.0 percent 
for condiments and relishes as defined 
in § 170.3(n)(8) of this chapter; 0.5 per-
cent for fats and oils as defined in 
§ 170.3(n)(12) of this chapter; 3.0 percent 
for gravies and sauces as defined in 
§ 170.3(n)(24) of this chapter; 0.6 percent 
for meat products as defined in 
§ 170.3(n)(29) of this chapter; and 0.15 
percent or less for all other food cat-
egories. The ingredient may also be 
used in boiler water additives at levels 
not to exceed current good manufac-
turing practice. 

(e) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[47 FR 27814, June 25, 1982] 

§ 184.1007 Aconitic acid. 

(a) Aconitic acid (1,2,3- 
propenetricarboxylic acid (C6H6O6), 
CAS Reg. No. 000499–12–7) occurs in the 
leaves and tubers of Aconitum napellus 
L. and other Ranunculaceae. 
Transaconitic acid can be isolated dur-
ing sugarcane processing, by precipita-
tion as the calcium salt from cane 
sugar or molasses. It may be syn-
thesized by sulfuric acid dehydration of 
citric acid, but not by the 
methanesulfonic acid method. 

(b) The ingredient meets the fol-
lowing specifications: 

(1) Assay. Not less than 98.0 percent 
of C3H3(COOH)3, using the ‘‘Food 
Chemicals Codex,’’ 4th ed. (1996), pp. 
102–103, test for citric acid, which is in-
corporated by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51, 
and a molecular weight of 174.11. Copies 
of the material incorporated by ref-
erence are available from the National 
Academy Press, Box 285, 2101 Constitu-
tion Ave. NW., Washington, DC 20055 
(Internet address http://www.nap.edu), 
or may be examined at Dockets Man-
agement Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852, 
240–402–7500, between 9 a.m. and 4 p.m., 
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