
DEPARTME T UF HEALTH AND HUMAN SERVICES 

Food and Drug Adm~nis~r~~ion 

Agency ~~forma~iun Collection Activities; Submission for OMB Review; Comment 

od Labeling: Nutrifion Labeling of Dietary Supplements on a “‘Per Day” 

Basis 

ACTION: Notice. 

Y: The Food and Drug Adrn~~~strati~~ (FDA) is announcing that e proposed collection 

sf i~f~~ati~~ isted below has been submitted to the Office of Management and Budget (UM~) 

r review and clearance under the Paperwork Reduction Act of 1995. 

DATES: Subtit written comments on the collection of information by [l’nsert date 30 days q?er 

ADDRESSES: Submit written comments on the collection of ~~f~~atio~ to the Office of ~~f~~ati~~ 

and regulator Affairs, OMB, ew Executive Office fdg., 725 17th St* NW., rm. 10235, 

Wash~~gt~~, C 20503, Attn: Stuart Shapiro, Desk Officer for FC5A. 

FOR ~~RT~~R ~~~~R~AT~~~ CONTACT: Peggy Schfosburg, Office of Inf’ormation Resources 

a~ageme~t (HFA-250), Food and Drug Ad~~is~at~~~, 5600 Fishers Lane, Rockviffe, 

20857,301--827-1223. 

S~~~LE~~N~AR~ IN~~R~AT~UN: Xn co*mpfianee with 44 USC. 3507, FDA has submitted the 

f~l~~wi~g ~r~~~sed collection of i~fo~ati~~ to OMB for review and clearance. 
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Food &abeling: Nutrition Labeling of Dietary Supplements on a “Per Day’“’ Basis 

Section 4~3(q~(~)(~ of the Federal Food, Drug, and Cosmetic Act (21 USC. 343(q)(5)(~)) 

provides that dietary supplements must bear nutrition fabelin in a manner that is a~~rop~ate for 

the duct and that is specified in regulations issued by FDA. FQA issued regulations establishing 

the requirements for dietary supplements in tuition labeling in 21 CFR IOX .36 in the September 

23, 1997, final axle (62 FR 49826). FDA published a proposed rule in e Federal Register of 

January 12, 1999 (64 FR 1765), to amend its nut~tion labeling regulations for diet supplements. 

This amendment would provide that the quantitative amount and the percentage of the daily value 

of a dietary ingredient may be voluntarily presented on a “per day” basis in addition to the required 

“per serving” basis. The proposed rule stated that this voluntary information may be provided if 

a dietary supplement label recommends that the dietary supplement be consumed more than once 

per day. These proposed provisions are in response to a citizen petition sub~tt~d y a manufacturer 

eter of dietary s ppfements. This roposed action would provide suppliers of dietary 

supplements ~ex~b~lity to present additional label information vofuntari y to consumers. 

Xn the Federal Register of August 14,2001 (66 l?R 42663), the agency requested ~o~~~ts 

roposed ~o~~e~t~~n of information. No comments were received. 

FI.IA estimates the burden of this collection of information as folfows: 
TAstE L---E~TTMA-~~D AN~J~R~. REPC~RTING BURIEU 

1 There are no cap&d costs associated with this collection of information. 

These estimates are based on agency co~~nications with industry and FnA’s knowledge 

experience with, food labeling. FDA estimated in the September 23, 1997, final rule (62 

49826 at 49846) that ere was a maximum of 850 suppliers of dietary supplements and that, 

on average, eaeh supplier had 40 products whose labels required revision. FDA estimates that 

only 10 percent, or 85 of the dietary supplement suppliers, would revise the labels of their products 

to ~n~o~orate nut~tion levels for the daily use of their products. FDA also estimates that daily 
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use levels for nutrition information would generally be placed on at most 25 percent, or at most 

10 of a firm’s estimated 40 products, although this number would vary by firm based on the 

types of products that it produces. FDA also believes that the burden associated with the proposed 

disclosure of nutrition info~ation on a daily use basis for dietary supplements would be a one- 

time burderr for the smaf number of firms that would decide vo~unta~~y to add this additional 

~~f~~ati~n ta the labels for their products. FDA estimates that at least 90 percent of f’irms would 

coordinate the addition of daily use nutrition information with other changes m their labels, in 

case the voluntary cost of transmittin the information to consumers in labeling would be 

subsumed almost entirely in the cost of these other voluntary or required labeling c 

incremental cost for these 76 firms would be approximately $50 per label for 760 1 

total, For the remaining 9 firms that would not coordinate changes with other labeling changes, 

3E;Z)A estimates that the cost would be a roximatefy $500 per labef (64 FR 1765 at 1769) for 

90 labels, or $45,~~~ total. The estimated total operating costs in table 1 of this document are, 

e, ~$3,~~~. Respondents are already required to disclose the quantitative amount and the 

ercentage of the daily value af a dietary ingredient on a per serving basis as 




