SUPPORTI NG STATEMENT

FOOD LABELI NG NUTRI TI ON LABELI NG
OF DI ETARY SUPPLEMENTS ON A "PER DAY" BASI S

A. JUSTI FI CATI ON

1. Necessity of the Information Collection

Section 403(qg) (21 U. S.C. 343(qg)) of the Federal Food, Drug,
and Cosnetic Act (the act), which was added by the Nutrition
Label i ng and Education Act of 1990 (the 1990 anendnents),
established the requirenents for nutrition |labeling of food. 1In
particul ar, section 403(q) of the act specifies the nutrition
informati on and other information that nust be present on the
| abel or | abel of food products. Wth respect to dietary
suppl enents, section 403(q)(5)(F) of the act, as anended by the
Di etary Suppl enment Health and Education Act of 1994 (the DSHEA),
anong ot her things, provides that a dietary supplenent shall
conply with the requirenents for nutrition labeling in a manner
specified in regul ations issued by the Food and Drug
Adm ni stration, including the listing of the quantity of each
di etary ingredient per serving.

In a final rule entitled "Food Labeling; Statenent of
Identity, Nutrition Labeling and Ingredient Labeling of D etary
Suppl enents; Conpliance Policy Guide, Revocation" (hereinafter
referred to as "the Septenber 1997 final rule") that published in
t he Federal Register of Septenber 23, 1997 (62 FR 49826), FDA
established requirenents for statenent of identity, nutrition
| abeling, and ingredient |abeling of dietary supplenents in
response to the provisions of section 403(q)(5)(F) of the act.
Section 101.36(b)(2) (21 CFR 101.36(b)(2)))which becones
effective on March 23, 1999) provides that the quantitative
anmount and the percent of daily value of dietary ingredients
shall be declared on a "per serving"” basis and may be voluntarily
declared on a "per unit" basis.

In response to a citizen petition, FDA is proposing to amend
8§ 101.36 to provide that the quantitative anobunts and the percent
of Daily Value of dietary ingredients may be voluntarily
presented on a "per day" basis, if a recomendation is nade on
the I abel that the dietary suppl enment be consunmed nore than once
per day. FDA is advising that it does not intend to object to
manuf acturers declaring information on a per day basis prior to
i ssuance of a final rule, provided it is presented in a manner
consistent wwth the proposal. FDA notes that manufacturers
shoul d be aware that a final rule on this issue may differ from
this proposal and that they would be required to change their
| abels to conformto the final rule.



FDA is requesting OVB approval of the follow ng information
coll ection provisions contained in the proposed anendnents to
§ 101. 36:

21 CFR 101.36(e)(9) Third Party D sclosure

Wul d permt producers of dietary supplenents to provide
voluntarily the quantitative anount and the percent Daily
Val ue of dietary ingredients on a "per day" basis in
addition to the required "per serving" basis, if a
recommendation is nade on the |label that the dietary
suppl ement be consuned nore than once per day.

2. How, by Whom and for Wat Purpose Information is Used

The user of the information on the "per day" quantitative
anounts and percent Daily Values for dietary ingredients would be
t he consuner that purchases the dietary supplenment. This
informati on may be useful to inpress upon consuners of dietary
suppl enment products the total daily intake of each ingredient
that they will receive froma product that is recomended for
consunption nultiple tinmes per day.

3. Use of Inproved Information Technol ogy

Thi s proposed regul ati on does not specifically prescribe the
use of automated, electronic, nmechanical, or other technol ogical
techni ques or other forns of information technol ogy as necessary
for use by firns. Conpanies are free to use whatever fornms of
i nformati on technol ogy may best assist themin revising their
| abel i ng.

4. ldentification of Duplication and Simlar Information Al ready
Avai | abl e

No duplication of Federal regulations concerning the
proposed regul ation to permt the declaration of the quantitative
anount by weight and the percent Daily Value for dietary
ingredients is likely because of the clear Congressional
aut horization that FDA pronul gate regulations pertaining to
di etary suppl enents as opposed to the jurisdiction of the U S
Department of Agriculture (neats and poultry) and the Federal
Trade Conm ssion (adverti sing).

5. Smal | Busi ness

The proposed provisions are no nore burdensone for snal
busi nesses than for |arge. The proposed provisions are voluntary
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and woul d presumably only be used if to the advantage of the
firm

6. Consequences if Data Were Col |l ected Less Frequently

There are no consequences to Federal programor policy
activities if the information is not collected or is collected
| ess frequently. This information is voluntary on the part of
the dietary supplenent producer. Alternative information is
requi red by existing regul ations.

7. Special G rcunstances
Not appli cabl e.
8. Qutside Consultation

The agency consulted with the petitioner and two producers
of dietary supplenments concerning the potential inpact of the
proposed rule. Publication of this proposal will provide an
opportunity for persons outside the agency to offer their
comments on the proposed anmendnent to permt the quantitative
anount and the percent Daily Value of a dietary ingredient to be
voluntarily presented on a "per day" basis, if a recommendation
is made on the | abel that the dietary suppl enment be consuned nore
t han once per day.

9. Gfts

This information coll ection does not provide for paynent or
gifts to respondents.

10. Confidentiality

Information that is trade secret or confidential is subject
to FDA' s regul ations on the release of information, 21 CFR Part
20.
11. Sensitive Questions

This information coll ection does not involve any questions
of a sensitive nature.

12. Respondent Hour Burden and Annual i zed Burden Hour Costs
Esti mat es

Bur den Hours
FDA estimates the total annual hour burden for this proposed
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collection to be 213 hours as foll ows:

Table 1. -- Estimated Annual Reporting Burden
21 CFR Section | No. of No. of Total Annual Hours per Totd Annua | Tota Operating
Respondents | Responsesper | Responses Response Hours Costs
Respondent
101.36(€e) 85 10 850 0.25 213 $83,000

There are no capital or maintenance costs associated with this collection.

These estimates are based on agency conmuni cations with
i ndustry and FDA' s knowl edge of and experience with food
| abeling. FDA has previously estimated that there were a maxi num
of 850 suppliers of dietary supplenents and that each supplier
had 40 products whose | abels required revision. FDA expects that
only 10 percent, or 85, of the dietary supplenent producers would
revise the labels of their products to incorporate nutrition
|l evels for the daily use of its products. FDA also expects that
daily use levels for nutrition information would generally be
pl aced on at nost 25% or at nost 10, of a firnm s estimated 40
products, although this nunber would vary by firm based on the
types of products that it produces. FDA also believes that the
burden associated with the disclosure of nutrition information on
a daily use basis for dietary supplenents that woul d be required
by this proposed rule will be a one-tinme burden for the snal
nunmber of firnms that decide voluntarily to add this additional
information to the | abels for their products. Respondents are
already required to disclose the quantitative anount and daily
val ue of dietary ingredients per serving as part of the nutrition
information for dietary supplenents. Respondents may al so
provi de such information on a per unit basis. The information
requi red under the proposed rule woul d be generated by sinple
extrapol ation fromthat information

Esti mated Annualized Cost for the Burden Hours

FDA estimates that the annualized cost to the respondents
for the hour burden associated with the information collection
provi sions of this proposed regul ati ons woul d be approxi mately
$1065. This estimte presunes that the hourly cost to a firm
voluntarily providing "per day" information would not exceed the
base hourly rate of a GS-13 salary ($25) plus overhead expenses
estimted as being equal to salary, or $50.

13. Annual Cost Burden to Respondent

FDA estimates that at |east 90 percent of firns woul d
coordi nate addition of "per day" use nutrition information with
ot her changes in their |abels, in which case the voluntary cost
of transmtting the information to consuners in |abeling would be
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subsuned al nost entirely in the cost of these other voluntary or
requi red | abel i ng changes. The increnmental cost for these 76
firmse woul d be approxi mately $50 per |abel for 760 |abels, or
$38,000 total. For the remaining 9 firnms that woul d not

coordi nate changes with other |abeling changes, FDA estimates
that the cost woul d be approxi mately $500 per |abel for 90

| abel s, or $45,000 total. The estinmated total operating costs in
Table 1 are, therefore, $83,000. There are no capital costs or
mai nt enance costs associated with this collection.

14. Annualized Cost to the Federal Gover nment

FDA estimates that the annualized cost to the Federal
Governnment will be mnimal. Any costs due to this proposed
| abel i ng change will be absorbed by the agency as part of the
overall cost of its progranms for ensuring conpliance with the
requirenents for nutrition |abeling.

15. Changes of Adjustnents in Burden

The increase in the hour burden is due to the proposed
establ i shment of a new recordkeepi ng requirenent.

16. Statistical Analysis, Publication Plans, and Schedul e

Not Applicable
17. Approval Not to Di splay Expiration Date

There are no reasons why display of the expiration date for
OVB approval of the information collection wuld be

I nappropri ate.

18. Exceptions to the Certification Statenent ldentified in Item
19

No exceptions to the certification statenment identified in
Item 19 of the instructions for conpleting OVB Form 83-1 have
been identified.

B. COLLECTI ONS OF | NFORVATI ON EMPLOYI NG STATI STI CAL METHODS

There are no plans to publish the information collected
under the provisions of this proposed regulation for statistical
use. The collection of information required under the provisions
of this proposed regul ation do not enploy statistical nethods.



