


20852. All comments should be identified c-vith the docket number found in 
brackets in the heading of this document . 

FOR FURTHER INFORMATION CONTACT : Karen Nelson ; Office Management 
Programs (HFr~-250), Food and Drug Administration, 5600 Fxs1r~P~s Lane , 
RQCkU111E.', MD 2085/, 302-82/-1482 . 

SUPPLEMENTARY INFORMATION : Under the PRA (44 U.S .C. 3501-3520)f Federal 
agencies must obtain approval from the Office of Managernent a--rid BLidget 
(OMB) for each collection of information they conduct or sponsor. "Collection 
of information" is defined in 44 U.S .C. 3502(3) and 5 CFR 1320 .3(c) and 
includes agency requests or requirements that members of the p-Liblic submit 
reports, keep records, or provide inforir~atian to a third party . Section 
3506(c)(2)(A) of the PRA (44 U.S .C. 35Q6(c)(2)(A)) requires Federal agencies 
to provide a 60-day notice in the Federal Register concerning each proposed 
collection of information, including each proposed extension of ~n existing 
collection of information, before submitting the collection to OMB for 
approval . To comply with this requirement, FDA is publishing notice of the 
proposed collection of information set forth in this document . 

With respect to the following collection of inforination, FDA invites 
comments on these topics : (1) Whether the proposed collection of information 
is necessary for the proper performance of FDA's functions, including whether 
the information will have practical utility : (2) the accuracy of FL)A`s estimate 
of the burden of the proposed collection of information, including the validity, 
of the methodology and assumptions used ; (3) ways to enhanc.e the ctuality, 
utility, and clarity of the infornlal(ion to be collected ; and (4,) Avays to minimize 
the burden of the collection of information on respondents, includin- ; through 
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