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ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is announcing the
| av‘ail‘abil’ity of a final guidance documeht for industry entitled “Channels of
Trade Policy for Commodities With Vinclozolin Residues.” This guidance
presents FDA’s policy for implementing, for the pesticide chemical |
vinclozolin, the channels of trade provision in the Federal Food, Drug, and
 Cosmetic Act (the act), as amended by the Food _Quality Protection Act (FQPA)
‘ fof- 1996. The guidance is intended to assist firms in understanding FDA’s
planned approach to the enforcement of this provision of the FQPA with regard
to residues of vinclozolin in food.
DATES: Submit written or electronic comments concerning the guidance at any
time. | | |
ADDRESSES: Submit written comments concerning the guidance document to
the Dockets Management Branch (HFA-305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville, MD 20852. Submit electronic
comments to http://www.fda.gov/dockets/ecomments. Submit written requests
for single copies of the guidance document entitled “Channels of Trade Policy

for Commodities With Vinclozolin Residues” to the Office of Plant and Dairy
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Foods aﬁd Beverages (HFS-305), Center for Food Safety and Applied Nutrition,
Food and Drug Administration, 5100 Paint Branch Pkwy., College Park, MD
20740-3835. Send two self-addressed adhesive labels to assist that office in
processing your request. See the SUPPLEMENTARY INFORMATION section for
electronic access to this ddcument.
FOR FURTHER ,INFQRMAﬁ‘ON’CONTKCT:‘M"’ic'h'a’el E”.“”‘Kés/h{bt:k',"Center' for Food
Safety and Applied Nutrition (HFS-305), Food and Drug Administration, 5100
Paint Branch Pkwy., College Park, MD 20740-3835, 301-436-2022, FAX 301

436-2651, e-mail: mkashtoc@cfsan.fda.gov.

SUPPLEMENTARY INFORMATION:
I Background

In a notice published in t_heuFederal Register of July 10, 2001 (66 FR
35990), FDA announced the a‘vail‘ab‘ility of a draft guidance document entitled
o “Ch'a;nnel‘s: of T‘rade“ Policy fmf Cémmodities W1th Vihclozolin Residues.” The
agency has finaliied the draft guidance after fecéiving no comments on the
document. In a notice published in the Federal Register of October 23, 2001
(66 FR 53614), FDA announced that it Was Subniiftihg to the’ Office of |
Management and Budget (OMB) for review and clearance under the Paperwork
Reduction Act of 1995 the collection of information entitled “Suggested
Documentation for Demonstrating Compliance With the Channels of Trade
Provision for Foods With Vinclozolin Residues.” In the October notice, FDA
estimated that the gmdance entlﬂed ““Channels of Trade Policy for
Commodltles With Vinclozolin Residues” would create an estlmated annual
reporting burden of 921 hours and an estlmated annual recordkeeping burden

of 496 hours. The October notice also requested comments on these burden
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estimates. On March 25, 2002, OMB informed FDA that it had approved the

information collection until March 31, 2005.
II. Guidance Document

This final guidance document is being issued as level 1 guidance
consistent with FDA’s good guidance practices regulation (21 CFR 10.115). The
guidance represents the agency’s current thinkin‘g”on the channels of trade
provision and how this proVision relates toFDA-regulated products with
residues of vinclozolin. It does not create or confer any rights for or on any
~ person and does not operate to b1nd FDA or the pubhc An alternatrve
approach may be used 1f such approach satlsfles the requlrements of the |

applicable statute and regulations.
III. Electronic Access

Coples of this gu1dance also may be downloaded to a personal computer
with access to the Internet The flnal gu1dance document may be accessed at
http://www.cfsan.fda.gov under “How to Obtain FDA Food & Cosmetic

Guidance Documents.”
IV. Comments

Interested persons may, at any time, submit written comments concerning
the guidance entitled “‘Channels of Trade Policy for Commodities With
Vinclozolin Resrdues” to the Dockets Management Branch (see ADDRESSES).
Two copies of any comments are to be }submltted, except that individuals may
submit one copy. Comments are to be identified with the docket number found

in brackets in the heading of this document. A copy of the gnidance is available
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for public examination in the Dockets Management Branch between 9 a.m. and
4 p.m., Monday through Fnday \ |
Dated: glé [/ vz

May 31, 2002.
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Margaret M. Dotzel,
Assoc1ate Comm1331oner for Pollcy.
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