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Supplements 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

opportunity for public comment, on,the proposed collection of certain 

information by the agency. Under the Paperwork Reduction Act o,f $.995 (the 

PRA), Federal agencies are required to publish notice in the Federal Register //) ., ̂ . **e ,;s ,*, 

concerning each proposed collection of” information ~,nc_h#ng each proposed 

extension of an existing collection of information, and to allow 60 days for 

public comment in response to the notice. This nofice,soijcits comments,, on,-, 

the regulation requiring manufacturers, packers, and distributors of dietary ’ 

supplements to notify FDA that they are marketing a dietary supplement 

product that bears on its label or in its labeling a statement provided for in ,. . . . I ,,, ,,A<_ “/, .” * *I ,, _x; / >. L L 

the Federal Food, Drug, and Cosmetic Act (the act). 

DATES: Submit written or electronic comments on the ~olh~t~on~,of information. a/ .s. “^” I. ” ..“i”,.,” ,,,._ ,I ,,.b. ‘ .,.. ,~i , 

by [insert da.te 60 days after date of publication in the Federal I$egister]. 

ADDRESSES: Submit electrqnjc comments on the collection of information to - -: v. “,;.““a ,A, * %, a,-. >: -; “:k *,:I J,“‘, I,*? ‘;“& ,i I:“;, lYil tz .; ~ 

http://www.fda.gov/ecomments. Submit wittan, comments to the Division of “‘<s\ -, / , _ ,,,. ,*,~. \<l .I. i “‘. .,; ,-I ,, 

Dockets Management (HFA-305), 5630 Fishers Lane, rm. 1061, Rockville, MD 
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20852. All comments shoujd be jdentjfied with the docket number found in “At lI.,,.fC:^ -.i‘,..E~,.. >,.r.s,*i, -,“‘“&?. ia.- . . G, ^,, /- I 

brackets in the heading of this document. 

FOR FURTHER INFOVJIIAT!~N (~$TAc’T; Peggy Robbins, Office of Management 

Programs (HFA-305), Food and Drug Administration, 5600 Fishers Lane, 

Rockville, MD 20857, 301-827-1223. 

SUPPLEMENTARY.!NFQRyATION: Under the PRA (44 U.S.C. 3Z561.-352,0), Federal , e. 1. “, c ,i ) +* I_.,. . . . . _S.“i “i,.*ri .i.:i ” +*“*a 

agencies must obtain approval from the Office of Management and Budget 

(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 public submit 

reports, keep records, or provide information to a third party. Section 

3506(c)(2)(A) of the PRA (44 U.S.C. 3506(c)(2)(A)) requires Federal agencies 

to provide a 60-day notice in the Federal Register concerning each proposed 

collection of information ,incJuding each proposed extension of an existing 

collection of information, before submitting the collection to~C.&JB for 

approval. To comply with this requirement, FDA is publishing notice of the ,,_ 

proposed collection of information set forth in. this‘ docu,mer& ~ , I , 

With respect to the following collection of informati_c)n, FDA invites 

comments on: (1) Whether the proposed collection ,of information is necess,ary 

for the proper performance of FDA’s functio,ns, including whether the 

information will have practical utility; (2) the accuracy of FDA’s estimate of 

the burden of the proposed collection of information, including the validity 

of the methodology and assumptions used; (3) ways to enhance the quality, 

utility, and clarity of the information to be colh#ed; and (4) ways to minimize 

the burden of the collection of ,inform,at,jo~n on respondents, including through 
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the use of automated coll.eetion techniques, when appropriate, and other forms 4 “,. .“^ i 

of information techno!ogy. 

Food Labeling; Notification Proc@&res f?r~Statetiknts on Dietary I .* <“l,.“/ “‘.l”.~-i.~*.‘~.< x**,“,,r>,.~ .cc*‘rs,:4s-~~x*-- 
Supplements- 21 CFR Part JW2@ (OMB Control NW&T !?9?&$%!1)- 
Extension 

Section 403(r)(6) of the act (22 U.S.C. 343(r)(6)) requires that the agency 

be notified by manufacturers, packers, and distributors of dietary supplements 

that they are marketing a dietary supplement product that bears on its label 

or in its labeling a statement provided for in section 403(r)(6) of the act. Section 

403(r)(6) of the act requires that the agency be notified, with a submission 

about such statements, no later than 30 days after the first marketing of the 

dietary supplement. Information that. is required in the submission includes: 

(1) The name and address of t&.F%n&xturer, packer, or distributor of the 

dietary supplement product; (2) the text of the statement th,at, is being made; 

(3) the name of the dietary ingred.ient or supplement that is the subject 6f the 

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

and (5) a signature of a responsible individual who can certify the accuracy 

of the information presented, who must certify that the information contained 

in the notice is complete and accurate, and that the notifying firm has 

substantiation that the statement is truthful and,@ mislea,ding. 

The agency established § 10$.93 (21 CFR 10’1.93) as the procedural 

regulation for this program. Section 101.93 provides details o,f the procedures 

associated with the submission and identifies the information that must be * _“.1 _; , ““/Ii -,,. , *,j ” .s, i *-~--,-‘?e li- -.,; “,Ti-‘,‘l,i”ii~> :‘” --l--i. ,., -ii ‘2. -:., i _, \. ;: :. _ . ” j 

included in order to meet-the requirements of section 403 pfthe,act (21 U.S.C, 

343). 

Description of Respondents: Businesses or otherfor-profit organizations. 

FDA estimates the burden of,this collecti$oo”of information as follows: I $,,.i * oj -...,.ll /, Z,.” i .+“.l;‘,.” k&“:;,:. ,- _,,, <“*. ,,l >,&,, 
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TABLE 1 .-ESTIMATED.~~NI\IUAL REPORTING BURDEN’ ., L _>_ ,,.. I ,Sll I._ 1. . ., : “_ .,, ‘ ,. 

21 CFR Section No. of Respbndents Annual Frequency Total Annual Re- 
per Response sponses 

Hours per Response Total Hours 

The agency believes that there, wi!l be minima!, bprdgn qn the industry a i” _) ,&*a~,* ,*, ~I, I <-*:.., (;,‘.+,, 

to generate information,.to meet t&b;,eguirements of section. 403 .of the act, in _.” ,h.ri/ *I .,I 

submitting information-regarding section 403(r)(6) of the act statements on 

labels or in labeling of dietary supplements. The agency is requesting only 

information that is imrr+&@ly available to the mar&acture,r, packer, or 



distributor of the dietary supplement that bears ,sFgckw~, statement on its,label .L IcI^--I..-iil’-_“,,x,.~ *a .i~:~,<>,l.,~ ..i,..“.i*,,,ar ; I , , .( j _, \_ ,,‘_ 

or in its labeling. This estimate is4&sed onth.e,ayerage number of notification 

submissions receiwd by the agency in the preceding 12 months. , 

Dated: 

July 17, 2003. 

Jeffre; Shuren, 
Assistant Comqisqi,oner fdr Policy. ". ., /i", >a. __* ,,.. x,-. ,Ia/.?./j . 
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