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AGENCY: Foad and Drug Administration, HNS, 

~~~~ARY~ The Food and Drug Administration (FDA) is a~~~~cing an opportunity for public 

~~~e~t on the proposed collection of certain information by the agency. Under the Paperwork 

Reduction Act of 1995 (the PRA), Federal agencies are required to publish notice in the Federal 

IXegister eoxeming each proposed collection of information, including each proposed extension 

an existing collection of information, and to allow 60 days for public comment in response 

to the notice. This notice solicits comments on the regulation requiring manufacturers, packers, 

aad dis~b~t~rs of dietary supplements to notify FDA that they are marketing a dietary supplement 

el or in its labeling a statement provided for in the Federal Food, 

Drug, and Cosmetic Act (the act). 

DATES: Submit written or electronic comments on the collection of information by [irzsert dclte 

ADDRESSES: Submit electronic comments on the collection of information to http:// 

www .accessdata.fda.gov/s~riptslocldocketsfed~ckethome.cfm. Submit written com.ments on the 

collect~ion of information t the Dockets Management Branch (HFA-X6), Food and Drug 

Admi~is~atiun~ 5630 Fishers Lane, rm. 1061 s RockviXle, MD 20852. All comments should be 

identified with the docket umber found in brackets in the heading of this document. 

0~01224 
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FOR FURTHER ~NF~R~ATI~N CONTACT: Peggy Schfosburg, Office of Information Resources 

Management (HFA-250), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 

RY ~NF~R~ATI~N~ Under the PRA (44 U.S.C. 3501-3520), Federal agencies must 

obtain approval from the Office of Management and Budget (UM3) for each collection of 

info~ation they conduct or sponsor. “CuIlection of information” is defined in 44 U.S.C. 3502(3) 

md 5 CFR 1320.3(c) and includes agency requests or requirements that members of the public 

submit reports, keep records, or provide information to a third party. Section 35~~(c)(2)(A) of 

e PRA (44 U,S.C. 35~~(c)(2)(A)) requires Federal agencies to provide a 60-day notice in the 

Federali Register concerning each proposed collection of information, including each proposed 

extension of an existing collection of information, before submitting the collection to OMB for 

proval. To comply with this requirement, FDA is publishing notice of the proposed collection 

set forth in this document. 

With respect to the followmg collection of information, EDA invites comments on: (1) 

Whether the proposed collection of information is necessary for the proper performance of FDA”s 

frictions, including whet r the information wiI1 have practical utility; (2) the accuracy of 

estimate of the burden of proposed coffeetion of information, including the validity of the 

odology and assump ons used; (3) ways to enhance the quality, utility, and clarity of tie 

~ufo~at~~n to be collected; and (4) ways to minimize the burden of the collection of ~nfo~ation 

ondents, including hrough the use of automated collection techniques, when appropriate, 

and other forms of information technology. 

Food Labeling; Nutificatiun Procedures fur Statements on Dietary Suppleme&+-- CFR Part 

101.93 (CIMB Coxltrul Number ~91~~~33l)-~xte~~i~~ 

~e~~r~~~~o~: Section 03(r)(6) of the act (21 U.S.C. 343(r)(6)) requires that the agency be 

motived by m~ufacturers, packers, and distributors of dietary supplements that they are m~keti~g 

a dietary supp ement product that bears on its label or in its labeling a statement provided for 
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in section 4~3(r)(6) of the act.. Section 403(r)(6) of the act requires that the agency be notified, 

with a sub~ssion about such statements, no later an 30 days after the first marketing of the 

ement. ~nfo~ation that is required in the submission includes: (I) The name and 

address of the manufacturer, packer, or distributor of the dietary supplement product; (2) the text 

of the statement that is being made; (3) the name of the dietary ingredient or supplement that 

of the statement; (4) the name of the dietary supplement (including the brand name); 

ature of a responsible individual who can certify the accuracy of the ~nfo~at~on 

presented. 

e agency establis ed 0 101.93 (21 CF’R 101.93) as the procedural regulation for this 

rugram. Section f 01.93 rovides details of the procedures associated with e submission and 

identifies the information that must be included in order to meet the requirements of section 403 

of the act. 

~~~~~i~~i~~ ~~~~s~~~~e~~s: Businesses or other for-profit organizations. 

FDA estimates the b I-den of this collection of information as foilows: 
TABLE I.--- ESTtMATED ANNUAL f%PQRTtNG ~URt3EP-J” 

22 CFR Sectian 

a There are no capital costs or operating and maintenance costs associated with this col!ection of j~fo~~atjon~ 

The agency believes that there wifI be minimal burden on the industry to generate information 

to meet the requirements of section 403 of the act in submitting information regarding section 

e act statements on labels or labeling of dietary supplements. The agency is 

requesting only information that is i~ediate~y available to the manufacturer, packer, or dis~b~tor 



4 

of the dietary supplement that bears such a statement on its labeling or in its labeling. 33-h estimate 

is based on the average number of notification submissions received by the agency in the preceding 

October 19, 2001. 

Assctciate C=omissioner for Policy. 
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