
ency ~~f~~~at~~~ Collection Activities; Pro 

Collection; Comment Request; State Petitions for ~xe~~ti~~ 

from Preempt ion 

AGENCY : Food and Drug ~d~i~~st~ati~~, HKS. 

TION: P\lotice. 

s Y: The Food and Dru Ad~i~~st~at~Q~ (FDA) is 

annuun~ing an opportunity for pubfic ~~~~e~t on the 

proposed collection of certain information by the agency. 

Under the Paperwork Re uction Act of 1995 (t 

proposed collection of 

proposed extension of an 

regulations governing State petitions for 

e~e~ptiQ~ from preemption. 

~~fur~at~o~ by [insert date 6; days after - 

date of publication in the FEDERAL REGIST 
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CRESSES : Submit electronic comments on the colh.lection of 

.~~f~~~at~~n to 

accessdata,fda.gov/scripts/oc/doc 

e.cfm. Submit written comments on the coXliection of 

~~f~~~~at~~~ to the Dockets anagement Branch (WA-305) I 

and Drug Administration, 5630 Fis ers Lane, rm. lUf;l, 

ockville, MD 20852. All comments should e identified 

Wit et nurn_ber found in rackets in the heading of 

this dacument. 

Peggy Schlosburg, office 

Information Resources ~a~a~e~~~t SOFA-2~~~ 1 Food and 

Dru Ad~i~~strati~~, 5600 Fishers Lane, Rot 

20857, 301-827-X223. 

Under the (44 U.S.C. 3501- 

ederal agencies must obtain ap royal, from the 

office of udget ~~~~~ for each col_lection 

of i~f~r~atiu~ they conduct or s ~~c~llecti~n of 

in 44 U.SAL 3502(3) and 5 CF 

f320w3(c) and includes agency re uests or re~uire~ents that 

of the public submit reports, keep records, or 

provide i~f~~~at~~~ to a third party. Section 

(44 Ud3.C 3506(c) (2) (A)) requ-ires 

Federal. agencies to provide a GO-day notice in the 

proposed collection of 
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~~f~~~at~un~ ~~c~~d~~g each proposed extension of an 

existing co1 ection of information, before submitting the 

collection to OMB for approval. To compfy with this 

FDA is pub~~sh~~g notice of t reposed 

coflection af i~f~r~at~u~ set forth in this documents 

wit respect to the following collection of 

~~f~~~at~~~~ DA invites ~~~~e~ts on: (1) Whether the 

osed coJlection of ~~f~~~atiQn is necessary for the 

proper per ormance of FDA's functions, i~c~ud~~g whether 

the ~~fo~~at~Q~ wi11 have practical utility; (2) the 

accuracy of FDAis estimate of the burden of t 

coU.ection of information, including t 

~~t~~d~~ogy and assumptions used; (3) ways to enhance the 

uality, utility, and clarity of the information to be 

and (4) ways to ~~~~~~~e the burden of the 

the use of automated collection technkques, when 

100.1 (d) B Control No. 0910-U277)--Extension 

Under section ~U3A~b~ of the Federal Food, Drug, and 

Cosmetic Act (the act) (21 S.C. 343-l(b)), States may 

peti.tion FDA for exemption from Federal p~~e~~t~u~ of State 

ing and standard of identity reguirements, 
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Section 100.1. fd) (21 CFR 100.7.(d)) sets forth the 

~~f~~~at~u~ a State is required to submit in such a 

etition. The infurmatiun required under S lo&l(d) 

enables FDA to determine whether the State food labCLing ox 

standard of identity requirement satisfies t criteria of 

section 4~~A~~~ of the act for granting exemption from 

FedexaL preemption. 

FDA estimates the burden of this ~u~~~~t~~~ of 

infur~atiun as fallows: 

able 1. -- Estimated 

orting burden for > is i~si~~~f~~a~t 

because petitions fur ex~~~t~~~ from pr~e~~tiu~ are se~du~ 

s~b~~tt~d by States. In the last 3 years, l%DA has nat 

receive any new petitions; t erefure, the agency @striates 

at one or fewer petitkms wi21, be submitted a 

Because S lo&l(d) ~~p~e~~nts a stat~tu~y ~~f~r~ati~~ 

Zecztiun re~~~re~~~t, only the additional burden 

le to the reg~latiun has been include in the 

estimate. A~t~~u~~ FDA elieves that the burden will be 

insign5ficant, it believes these ~~f~~~ati~~ collection 
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