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AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is annquncing an
opportunity for public comment on the proposed collection of certain
information by the agency. Under the Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are ,re(iuired to publish notice in the Federal Register
concerning each proposed col}ection of information, including each proposed
extension of an existing collection of information, and to allow 60 days for
public comment in response tp the notice. This notice solicité comments on
the proposed collection of infbrmatioﬁ, associated with the guidanéé document
entitled “Requesting an Extension to Use Existing Label Stock Ayfter‘the\ Trans
Fat Labeling Effective Date of January 1, 2006.” Elsewhere m this issue’ of the
Federal Register, FDA is publiishing a notice announcing the Office of
Management and Budget (OMB’s) approval of this collection of information
(OMB control number 0910-0571). Since this was an femergeﬁcy approval that
expires on January 1, 2006, FDA is following the normal PRA clearance

procedures by issuing this notice.

0c05292

N A



2 |
DATES: Submit written or electronic comments on the collection of information

by linsert date 60 days after date of publication in the Federal Regisi;er]‘

ADDRESSES: Submit electronic comments on the collection of information to:
http://www.fda.gov/dockets/ecomments. Submit written comments on the
collection of informatiqn to the Division of DocketS*Management (HF A-305),
Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD

20852. All comments should be identified with the docket number found in

FOR FURTHER INFORMATION CONTACT: Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-1223.

SUPPLEMENTARY INFORMATION: Under the PRA (44 U.S.C. 356%3520}; Federal
agencies must obtain approval from OMB for each collection of ihfqimation
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 pi‘ovide a 60-day notice in the Federal Register
concerning each proposed colieétion of in«fonnation, includingjeach: proposed
extension of an existing collection of ihformation, before submit’ting the
collection to OMB for approval. To comply with this requirement, FDA is
publishing notice of the proposed collection of information set forth in this
document. ‘ |

With respect to the follow\ingycollec’tion of information, FDA invites

comments on these topics: (1) Whether the\pmposed collection of information

is necessary for the proper performance of FDA’s functions, including whether
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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 ipfotmation to be collected; and {4} ways to minimize
the burden of the collection of infofmation on respondents, i,nc‘luding through
" the use of automated collectiﬁn techniques, when appropriate, and other forms
of information technology. :

Guidance for Requesting an Extension to Use Existing Label Stock After the
Trans Fat Labeling Effective Date of January 1, 2006:(OMB Control Number
0910-0571)—Extension

This policy provides guidance to FDA and the food industry about when
and how businesses may request the agqn;:y to consider enforcement discretion
for the use of some or all existing label strbck, that does not declare trans fat
labeling in compliance with the final rule, on products intrciduced into
interstate commerce on or aﬁér the ]mmm:y 1, 2006, effective date. .

Industry Compliance With th(}z Trans Fat Final Rule

FDA issued a final rule (the trans fat ifimal rule) on July 11, 2003, (68 FR
41434) to require food labels to bear thefgyam (g) amount of trans fat without
a percent Daily Value (% DV) directly under the saturated fat line on the
Nutrition Facts panel (http://Ww.cfsan.fda.gov/—vacroba»t/fw&’ 711a.pdf). The
trans fat final rule affects almost all manufacturers of packaged, labeled food
sold in the United States. *FDAibeli’eves that most busineséés;inc;lucﬁng small
businesses, should not have difficulty meeting the January 1, 2006, éffective
date of the trans fat final rule. However, ;un-der certain circumstances some
businesses may want to request that the agency consider an extension of time
to use current labels that are not in Compliénce, with the t;rans;fat final rule.

Therefore, the agency believes that it would be appropriate to consider, on a
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case-by—case basis, whether to exercise enforcement discretion on the January
1, 2006, effective date for trans fat labeling for some businesseé that can make
an appropriate showing.

The agency intends to consider the‘,ffollowing factors in any request from
a firm for the agency’s exercise of equrcem@nt discretion:

* Whether products contain 0.5 g or less tréns fat;

¢ The explanation of wh& the request is being made§

* The number of existing labels tha‘t\the firm is fequesting to use;

e The dollar amount asséciatéd ‘with the number of existing labels to be
used; and

e The estimate of the ambun‘t of time needed, not exceediirng 12 months,
to exhaust the number of existing labels the firm is requesting to use.

Requests may be considered at any time before or after the January 1, 2006,
effective date of the trans fat final rule. Firms may subniit their reqn;ésts in
writing to FDA'’s Center for Food Safety and Applied Nutrition. Firms are
encouraged to keep this letter of request for their records anidlshb‘uld make
a copy available for inspection to any FDA officer or employee of who requests
it. FDA intends to use the information in the letter to make decisions about
whether a firm’s product is subject to FDA’s enforcement diseretion for the
trans fat labeling requirement#.

FDA estimates the burden of the collection of information as follows:
TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN'

“No.of . | Annual Frequency |  Total Annual " Hours per
Activity Respondents pet Response . Responses - Response Total Hours
Written requests to FDA in year one : 56 t 56 L 5 280
Written requests to FDA in year twb o 28 1 S 28 \ 5 140
Onetime burden hours for years one and two 420

‘There are no capital costs or operating-and maintenance costs associated with this collection of Jntbrmaﬁon.
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FDA estimates a 2-year time period during which these requests will be
made following the issuance of this g‘uidaﬁce\. Beyond 2 years, FDA expects
businesses to fully comply with the trans fat final rule, as it is unlikely that
there will still be old labeling stock left to use. o

FDA expects that, althouéh all sizes of business are Aeligib}e,/smail
businesses and very small businesses are the firms most likely to be ab]evto
.demonstrate a need to request an extension to the trans fat labeling deadline.
The agency has already received three requests from buﬁnesées regarding the
trans fat labeling compliance date of Ianuary 1, 20086. Because small businesses
are more likely to submit requests for extensmns, and most of the affected
businesses are small, we use the number of small busmes‘ws as the base to
calculate the reporting burden. The iegulatory flexibility analysis of the trans
fat final rule estimated that 11,180 small businesses will"heve to revise the
labels on their products as a result of the trans fat final rule Gwen that only

three businesses have submitted requests to FDA so far, FDA estimates that,

in the first year following the issuance of the guidance, the total number of
businesses that will request é labeling compliance exten}sqionv fmm FDA can .
be estimated as approkimetelj 0.5 percent ef the number of sxﬁaﬂ businesses,
which equals 56. | |

FDA estimates that it will take one employee approximately 4 hours to
put together a request to FDA and approximately 1 hour for a supervisor to
look over the request before sﬁbmitting it to the agency. Thus, eaeh firm
submitting a compliance exteﬁsion request will need 5 hours of employee time
to complete the,request. Givenjthat 56 businesses are expected to submit

written requests in year one, the total burden hours for year one are 280.
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In year two, FDA expects about one-half as many firms to request a
labeling compliance extension. So for year two, 28 firms are expected to file
a request for an extension to the labeling compliance date. Again, assuming
that it will take 5 hours to complete each request, the total Bnrden hours for

year two will be 140.
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