
DEPARTMENT OF HEALTH AND HUMAN SERWCES 

Agency inf~~~atiun Coiiection Activities; Proposed Calleetion; Comment Request; 

ing Requirements for Color Additives (Other Than Hair Dyes) md Petitions 

~~~~AR~~ e F~vd and Drug Administration ( A) is a~~u~~~~~ m v~~v~~ity for ~ub~~~ 

~v~e~t on rvpsed ~v~~ect~~~ of certain information the agency. Under the ~a~r~vrk 

Reduction Act of 1995 (the PRA), Federal agencies are required to pubfish notice i-n the 

Re@ster ~~~~~~i~~ each proposed coUectivn vf in ativn, i~c~udi~~ eat pmposed ~~~~~~~~~ 

notice. This notice svficits clients on requirements relating to the approva 

DATES: Submit written or electronic comments on the coflectivn of i~f~~ativ~ by [iazsert da& 

Register 

www.aceessdata.fda.govfseripts/~~/dvcketsledv~ke~v~e.efm. cubit tten ~v~ents an 

~~lleetivn of i~fv~at~u~ to the vckets Mamgernent ~~a~~h (WA-3 , Food and Drug 

Ad~~~strat~~~, 5630 Fishers Lane., m. 106f Y RvckviBe, cv~ents should be 

e&Tied with the docket number found in brackets in the heading of 

FUR FURTHER I~~UR~A~l~~ CUNTACX Peggy Schfvsburg, Office of In 

25m vd and Drug Ad~~is~ati~~, 5600 Fishers Lane, rm. IGB-26; 

ockvi D 20857,301-- 



2 

(44 U.S.C. 35OL3520), Federal agencies must 

e Office of Management and Budget (UM 

ey conduct or sponsvr. “‘Collection of ~nfv~ativn” is de~ned in 4 U.S.Cw 35~2(3) 

~32~.3(c) and includes agency requests or requ~ement~ that members of the public 

submit repvrts, keep recvr s, or provide ~nfv~ativn to a thkd p 

the S.C. 35~~(c)(2)(A)) requires Federal agencies to prvvide a HI-day notice i 

Federal Register concerning eat prvposed extens~vn of a cokctiv ativn including each 

P ext~n~ivn of an existing coffectian of infv~atiun, efvre sub~t~~ng t 

for a~~rvva~. To cvmply with this requirement, FDA is publishing notice of the pr 

n in this dv~um~nt. 

Wad respect to the fvllvwing collection of infu~a~ivn, A invites comments on: (1) 

hether the proposed collection 6f infvrmativn is necessary fvr the proper ~e~~~an~e v 

functiv~s, including whether the ~nfv~at~vn will have practical utility; (2) the accuracy of FI3A’s 

e proposed collection of infvrmativn, including the validity v 

methvdv~vgy and assumpt~vns used; (3) ways to enhance the quality, utility, and clarity of 

~nfv~ativn to be collected; and (4) ways tv minimize e burden of the ~v~~e~t~vn of ~nfv~at~vn 

on res~vndents~ including through the use of automated cvflectivn techniques, when apprvp~ate~ 

fin ation nology. 

~e~tivn 721 (a) vf the deral Food, Drug, and ~vsrneti~ Act (the act) (21 

prvv~des that a color additive shall be deemed to be unsafe unless the additive and its use 

ty with a regulation e condition(s) under whkh the additive may safely 

, vr unless the additive and its use ~vnfu~ to the terms of an exemption fvr ~nvestigat~vna~ 

use issued under section 721(f) of the act. Color additive petitiuns are submitted by individuals 

or cvm~an~es tv vbtain a~~rvva~ of a new color additive or a change in e ~~~d~t~~~s of use 
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permitted fvr a color additive that is already appruved. Section 71.1 (21 

in ativn that a petitiuner must submit in order to establis 

e issuace of a regu~ativn pe~itting its use. 

F!EIA scientific persvnnel review color additive petitivns to ensure at the intended use of 

the cvfor additive in or on fvvd, drugs, cosmetics, and medical devices is suitable and safe. CoXor 

add~~ve petitions were s~~~i~~ally prvvided for by Congress when it enacted the Color Additive 

Amendments of 1960 (Public Law 94-295). Xf FDA stvpped accepting color additive petitions 

ox stopped roguing them to contain the infv~ativn specified in 0 7 .I, there would 

new uses of listed color additives or new color additives to m 

FDA’s eolvr additive labeling requirements in §?0.25 (21 CFR 70.25) require that color 

in food, drugs, devices, or cosmetics e labeled with suf~ci~nt 

espvndents are businesses engaged in the manufac~r~ or sale of color additives fvr use 

eties, or medical devices, 

A estimates the burden of this collection of infv~ativn as fvllvws: 
-i”AEfLE I .--EST&tIATED b&@JUAL ~~~~R~~~~ Bu~5~~ 1 

s ~st~rnat~ is based vn the number vf new cofur additive petitions receive 

2000 and the tvtaX hvurs expended by~~etitivners to prepare the petitions. Although the burden 

es with the type of pe~~vn sub~tted, a color additive petition involves analytical work and 

ate tvx~~v~vgy sfudies, as well as the work of drafting etitivn itself. Because la 

requirements under 0 70.25 for a particular color additive involve infonnatiun required as 

e colvr additive petition safe review prveess, the estimate for the number of respondents is 

71. I, and the burden ing are included in the ~~rn~te 
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Color additives are subjected to payment of fees for the petitioning process. e listing fee 

far a colur addjt~ve petition ranges from $1,600 to $3,000, d~~e~d~~g on the intended use of the 

Bested amendment. A complete schedule of fees is set in 2.1 

average of one Category A and two Category B color ad itive ~eti~uns are expecte 

per year. me maximu cofm additive petition fee for a Category A peti 




