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with the Food and Drug Administra-
tion’s Freedom of Information Act pro-
cedures, as described in part 20 of this 
chapter. In particular, data and infor-
mation that fall within the definitions 
of a trade secret or confidential com-
mercial or financial information are 
not available for public disclosure in 
accordance with § 20.61(c) of this chap-
ter. 

(f) If the request for an exemption 
from regulation as a food additive is 
not granted, the requestor may submit 
a petition to the Food and Drug Ad-
ministration for reconsideration of the 
decision in accordance with the provi-
sions of § 10.33 of this chapter. 

(g) If the Food and Drug Administra-
tion receives significant new informa-
tion that raises questions about the di-
etary concentration or the safety of a 
substance that the agency has exempt-
ed from regulation, the Food and Drug 
Administration may reevaluate the 
substance. If the Food and Drug Ad-
ministration tentatively concludes 
that the information that is available 
about the substance no longer supports 
an exemption for the use of the food- 
contact material from the food addi-
tive regulations, the agency will notify 
any persons that requested an exemp-
tion for the substance of its tentative 
decision. The requestors will be given 
an opportunity to show why the use of 
the substance should not be regulated 
under the food additive provisions of 
the act. If the requestors fail to ade-
quately respond to the new evidence, 
the agency will notify them that fur-
ther use of the substance in question 
for the particular use will require a 
food additive regulation. This notifica-
tion will be placed on public display at 
the Division of Dockets Management 
as part of the file of uses of substances 
exempted from regulation as food addi-
tives. The Food and Drug Administra-
tion recognizes that manufacturers 
other than those that actually made a 
request for exemption may also be 
using exempted substances in food-con-
tact articles under conditions of use 
(e.g., use levels, temperature, type of 
food contacted, etc.) that are similar to 
those for which the exemption was 
issued. Because only requestors will be 
notified as part of the revocation proc-
ess described in this section, the Food 

and Drug Administration plans to no-
tify other manufacturers by means of a 
notice published in the FEDERAL REG-
ISTER of its decision to revoke an ex-
emption issued for a specific use of a 
substance in a food contact article. 

(h) Guidance documents to assist re-
questors in the preparation of submis-
sions seeking exemptions from the food 
additive regulations are available from 
the Food and Drug Administration’s 
Office of Premarket Approval (HFS– 
200), 5100 Paint Branch Pkwy., College 
Park, MD 20740. Interested persons are 
encouraged to obtain specific guidance 
from the Food and Drug Administra-
tion on the appropriate protocols to be 
used for obtaining migration data, on 
the validation of the analytical meth-
ods used to quantify migration levels, 
on the procedures used to relate migra-
tion data to dietary exposures, and on 
any other issue not specifically covered 
in the Food and Drug Administration’s 
guidance documents. 

[60 FR 36595, July 17, 1995, as amended at 62 
FR 40599, July 29, 1997; 65 FR 56479, Sept. 19, 
2000] 

Subpart C—Specific Administra-
tive Rulings and Decisions 

§ 170.45 Fluorine-containing com-
pounds. 

The Commissioner of Food and Drugs 
has concluded that it is in the interest 
of the public health to limit the addi-
tion of fluorine compounds to foods (a) 
to that resulting from the fluoridation 
of public water supplies, (b) to that re-
sulting from the fluoridation of bottled 
water within the limitation established 
in § 165.110(d) of this chapter, and (c) to 
that authorized by regulations (40 CFR 
part 180) under section 408 of the Act. 

[42 FR 14483, Mar. 15, 1977, as amended at 72 
FR 10357 Mar. 8, 2007] 

§ 170.50 Glycine (aminoacetic acid) in 
food for human consumption. 

(a) Heretofore, the Food and Drug 
Administration has expressed the opin-
ion in trade correspondence that gly-
cine is generally recognized as safe for 
certain technical effects in human food 
when used in accordance with good 
manufacturing practice; however: 

VerDate Mar<15>2010 13:59 Jul 24, 2014 Jkt 232072 PO 00000 Frm 00030 Fmt 8010 Sfmt 8010 Y:\SGML\232072.XXX 232072pm
an

gr
um

 o
n 

D
S

K
3V

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2020-07-27T14:45:33-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




