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'Food and Drug Administration =~
21 CFRPart 172
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SUPPLEMENTARY INFORMATION: |
S e ; Do
I. Background L

In a notice pubhshed in the F ederal Reglster on May 20 2002:\ (67ﬁR

35552), FDA announced that Nutrmova Inc., 285 Damdson Ave sulte 102 B
Somerset, NJ 08873 had fﬂed a foodﬁaddltlve petltlon TFAP 2A4735) The |

petition proposed to amend § 172 800 Acesu]fame potassmm‘(ZI CFR 172 800)7‘ :
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to provide for the safe use of ACK asa genera] purpose sweetener and ﬂavor o B
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would be to broaden the regulatlon to mdude any addltlonal food category

following paragra“phs of meat and poultry, and to rep]ace t

listed uses of ACK with a smg1e~use category for food

lifetime. The present petltlon does not Contam any new 1nformat10n that would

cause FDA to alter thls prevmusly determmed ADI for ACK




current petition, Nutrmova Inc prov1ded the results from taste panel studles
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demonstratlng the sweetness proflle of ACK as a functlon of concentratlen in

II. Determmatlon of Safety
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Under the general safety standard prov1sions of sectlon 409((:)(3)(A) of the S




constltuents of the addltlve Thus where an addltlve hasnot heenmshov»%n to

cause cancer, even though 1t contams a carcmogenlc 1mpur1ty, the addltlve S

is not subject to the legal effect of the Delaney clause. Ratherw the addltlv

termeie

is properly evaluated under the general safety standard usmg“rlsk assesSment )

procedures to determme whether there is a reasonable certamty that no‘ ;harm

will result from the proposed use of the addltlve (Scott V FDA 728 F 2d 322

(6th Cir. 1984)).
II1. Evaluation of Safety for the Petltmned U L

To determrne whether ACK C a 1 oly u
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sweetener and ﬂavor enhancer FD fo cused 1ts evaluatwn o

from its use as a general—purpose sweetener and ﬂavor enhancer m food

v

eaters-only at the 90th percentrle 1ntake to be 313 mg/p/ d (Refs 2 and 3) o
CEDI is based on the following faciors: (1)\The amount of‘AﬁK that may be T

used in the currently regulated food categorles and (2) the:maxnnum use level

of ACK in other representatrve food categorles 1n Wthh the'sweetener may
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be used. FDA concludes that the updated CEDl for ACK 1s well ‘belowAthe ADI

(900 mg/p/d). FDA has determmed that the updated E]El')ls“for‘AAS/and AAA |
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- are 250 mlcrograms per persori per day (ug/p/ day) and 0.36 ug/p/ day

respectively (Refs. 1 and 3). These hydroly31s products are formed only under

extreme condltrons of temperature and/ or pH The agency has determlned that




the increase in exposure to AAS anthA
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negligible and does not pose any safety concerns (Refs 3, 4 an, 5). N
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B. Methy]ene Chjorzﬁde \
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potential 1mpur1t

FR 36344 at’ 36346] In the past FDA has assumed ihat methylene chlorlde

a«’yﬂrif” i

the volatlhty of methylene chlorlde (Ref 1)

IV. Conclusion




In accordance with § 171 1(h) (21 CFR ]

‘:;(Wya, t-k

documents that FDA oon51dered and rehed upon in reachlng 1ts dec1s1on to

provided in §1. 1.1(h), FDA,win“_‘ Jete from the d
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that are not'aVailabl\evwf ubllc dlsolosure before

available for ins’ﬁ*eﬁtion.

V. Env1ronmenta1 Eﬂ'ects

Division of Dockets Management (see ADDRESS’ S) hetw

Monday through F rlday
VI. Paperwork Reductlon Act of 1995

of 1995 is not requlred
VII. Objections ‘f
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I

provisions of the regulatlon to Whlch ob]ectlon 1s made and the grounds for

z>3

number found in brackets in the .hu wlng of thrs document Any ob]ectlons

a

Friday.
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