SUPPORTING STATEMENT
Applicationsfor Temporary Marketing Permits
(21 CFR 130.17(c) and (1))

OMB No. 0910-0133

A. JUSTIFICATION

1.

Necessity for the Information Collection

Section 401 of the Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 341)
directs FDA to issue regulations establishing definitions and standards of identity for food
“whenever * * * such action will promote honesty and fair deding in the interest of
consumers.” These actions, intended to resolve economic problems, may result from
petitions from consumer groups, the food industry, or interested persons, or from the
agency’sown initiative. Under section 403(g) of the act (21 U.S.C. 343(g)), afood that
is subject to a definition and standard of identity prescribed by regulation is misbranded if
it does not conform to such definition and sandard of identity (Attachment A).

To enable the food industry to obtain data in support of petitions to amend food
sandards, FDA issues temporary marketing permits for interstate shipment of
experimenta packs of food varying from requirements of standards of identity, in
accordance with the regulation in §130.17 (21 CFR 130.17) (Attachment B). This
regulation dlows a manufacturer, packer, or distributor, etc., to conduct investigations of
apotentia advance in food technology to determine the advantages to, and acceptance
by, consumers of avariation in afood from an goplicable standard of identity.

We request OMB gpprovd for the following information collection requirements
contained in 8130.17:

21 CFR 130.17(c) Reporting

Provides format and information for arequest for atemporary marketing permit.

21 CFR 130.17(1) Reporting

Provides format and information for arequest for an extension of atemporary
marketing permit.

How, by Whom, and for What Purpose Information is Used



Any interested person (ingtitutiona customer, industrial customer, or food industry
member, i.e., manufacturer, packer, or distributor) desiring to apply for atemporary
marketing permit must file awritten gpplication, at any time, responding to §130.17.
After the information in the gpplication is received by FDA, it isreviewed to assure that it
isaufficient. When information is lacking, the gpplicant is promptly contacted and told of
the deficiencies. When the information received warrants the issuance of a permit, aletter
granting the permit isissued to the gpplicant and a notice of issuance of the permit is
published in the Federd Regider.

Theindudry is aware that the issuance of atemporary marketing permit is contingent
upon the submission of finished labels. Thus, the industry's labding of an experimenta
food not only derts consumers that the food may vary from their expectations of the
standardized food, but aso protects consumers againg fase and mideading labling.

The pendties for shipping foods that deviate from their applicable standards without an
gpproved temporary marketing permit are seizure and injunction, as well as crimina
actions such as fines and imprisonment.

Use of Improved I nformation Technology

Industry isincreasingly turning to the use of automatic production facilities. The use of
automated printouts is acceptable for purposes of evauating new food products prior to
submitting a petition to amend astandard. Any use of improved technology appropriate
to satisfy FDA regulation is acceptable.

I dentification of Duplication and Similar Information Already Available

FDA isthe only Federd agency with the authority to issue temporary marketing permits
for market testing of experimenta foods under FDA jurisdiction. No smilar information
collection requirement exigs.

Small Business

The same information is requested from large and smal firms and is the minima amount
needed. Thereisno specid burden placed on small businesses by thisregulation. To
exempt asmal business would only hurt that business since it could not market test an
experimenta food. Of the approximately 6 companies per year that request temporary
marketing permits, only 1 or 2 could be considered to be smal companies. The agency,
however, does have an office of Smal Manufacturers Ass stance which may be contacted
if help is needed.



10.

11.

Consequencesif Data Were Collected L ess Frequently

There are no consequences to Federa program or policy activities if the information is not
collected or is collected less frequently. However, information generated under
temporary marketing permits on the acceptability of the variation in the stlandardized food
is an important factor in the agency's decison on whether to propose to amend the
gpplicable standard of identity to provide for the variation.

Special Circumstances

There are no specid circumstances associated with this information collection.

Outside Consultation

FDA contacted a sampling of firms that have submitted recent requests for temporary
marketing permits. None of these firms had comments concerning the provisons of §
130.17.

In accordance with 5 CFR 1320.8(d), on Tuesday, June 8, 1999, (64 FR 30524), a 60-
day notice for public comment (Attachment C) was published in the Federd Regider.

No comments were received from the public.

Gifts

This information collection does not provide for payment or gifts to respondents.
Confidentiality

The existence of the gpplication for atemporary marketing permit is regarded as
confidential commercia information because it would disclose the intent of the company
to pursue the marketing of anew product. Once a notice is published announcing the
issuance of the permit, the application is no longer regarded as confidentid.

Sensitive Questions

Thisinformation collection does not involve any questions of a sengtive nature.



12. Respondent Hour Burden and Annualized Burden Hour Costs Estimates
Burden Hours.

The annud burden hour for this information collection is 91 hours, asfollows.

Estimated Annual Reporting Burden
21 CFR No. of Respondents Annual Frequency per | Total Annual Hours per Response | Total Hours
Section Response Responses
103.17(c) 3 1 3 25 75
103.17(1) | 4 2 8 2 16
Totd 91

Edimated Annudized Cod for the Burden Hours.

The estimated number of temporary marketing permit applications and hours per response
IS an average based on the agency’ s experience with applications received from October
1, 1995, through September 30, 1998 and information from firms that have submitted
recent requests for temporary marketing permits. During that period FDA recelved a
total of 10 requests for temporary marketing permits under 103.17(c) from atota of 10
applicants. During that same period, FDA received atotd of 23 requests for temporary
marketing permit extensons under 103.17(1) from atota of 17 applicants. Based upon
this prior higtory, FDA estimates that it will receive gpproximately 3 temporary marketing
permit and 8 requests for extensons annualy from 3 and 4 applicants respectively. The
burden for these applications is gpproximately 91 hours.  FDA estimates the annuadized
cost to respondents for the hour burden associated with the requirements of this regulation
to be approximately $4,700. This estimate presumes that the hourly cogt to affected firms
will not

exceed the base hourly rate of a GS-13 salary ($26) plus overhead expenses estimated
as being equal to sdary, or $52.

13.  Annual Cogt Burden to Respondent

There are no capita costs or operating and maintenance costs associated with this
collection.



14.

15.

16.

17.

18.

Annualized Cost to the Federal Gover nment

FDA egtimates that approximately 0.4 of a professona person per year is used annudly
to process gpplications for temporary marketing permits. The salaries of the professionals
involved are estimated to average gpproximately $58,000 per year. Therefore, about
$23,200 per year (0.4 X $58,000) is spent on professiona sdariesdone. This estimate
aso presumes that overhead will be equa to sdary for atotal cost to the Federd
Government to process gpplications for temporary marketing permits of gpproximeately
$46,400 per year.

Changes or Adjustmentsin Burden

The decrease in the total burden reflected in this statement (-139 hours) reflects a
decrease in the number of gpplications (a decrease in the number of gpplicants and
responses) and, therefore, a decrease in burden (negative adjustment).

Statistical Analysis, Publication Plans, and Schedul e
Not appli cabl e.
Approval Not to Display Expiration Date

There are no reasons why display of the expiration
date for OVB approval of the information collection
woul d be i nappropriate.

Exception to the Certification Statenment ldentified in
[tem 19

No exceptions to the certification statenment
identified in item19 of the instructions for
conpleting OVMB form 83-1 have been identified.

COLLECTI ONS OF | NFORMATI ON EMPLOYI NG STATI STI CAL
METHODS

There are no plans to publish the information

col |l ected under the provisions of this regulation for
statistical use. The collection of information

requi red under the provisions of this regul ation does
not enploy statistical nmethods.






