AMD OIL SALESL.L.C...................
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May 13, 2004

Dockets Management Branch

U.S. Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, Maryland 20852

Miched S. Craig

PGA Coordinator

Bureau of Customs and Border Protection
1300 Pennsylvania Avenue, N.W.

Room 52C

Washington, D.C. 20229

Re  Docket No. 02N-0278 — Comments On Prior Notice of Imported Food Under
the Public Hedlth Security and Bioterrorism Preparedness and Response Act of
2002 -- Reopening Comment Period

AMD Oil Sdes, LLC is pleased to submit comments to the Food and Drug Administration
(FDA) on the Interim Fina Rule, Prior Notice of Imported Food Under the Public Hedth
Security and Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act), 69
Fed. Reg. 19763 (April 14, 2004) (Prior Notice Interim Finad Rule). We are an importer of
Olive Oil and Badsamic Vinegar from severd European Communities as well as Morocco,
Tunisaand Turkey. We pride oursdves in assuring qudity control for our oils and vineger asit
is pre-sampled and tested prior to shipment. In addition, we make severd trips during the year
to our supplier’s plant to make sure they meet our high standards. They must be in compliance
with the HACCP and 1SO standards and regulations.

Exemptions For Trade Samples

Companies in the food indugtry routindy receive samples from customers, suppliers and
affilistes for qualitative testing, organoleptic analys's, research and evauation. Filing prior notices
for these pre-purchase and trade samples imposes significant burdens without improving food
Security.

Good Questions/ Better Solutions
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Samples for the uses above are of very smdl quantity and are not intended for commercia
digribution. The lack of risk to public hedth that judifies exempting persond use and
homemade foods from prior notice requirements applies, indeed even more persuasively, to
pre-purchase and trade samples.

Communication of Reections of Prior Notice Filings and Refusals of Articles of Food
The Prior Notice Interim Find Rule provides that the carrier is the point of contact if an article
of food is refused. The problem with this requirement is that the carrier is not in a postion to
resolve the problem. Burdening truck drivers, railway operaors, arlines and other cargo
shippers with a duty to report a product refusa to the importer or other concerned party is
likely to lead to delays, confusion and ports clogged with refused food.

In the case of argected notice, the importer or ultimate conggneg, if different, and the filer, if
different, are the persons in the best position to address the agency’s concerns regarding the
refused articles and to correct any prior notice deficiencies or other problems. The importer, the
ultimate condgnee and the filer are dso in the best podtion to export or destroy the refused
food if the prior notice defects cannot be corrected. Delaying the notification to the importer,
ultimate consgnee and filer unduly hinders resolution and increases the likelihood of crowding
ports of entry with refused food. Effecting this change will not cause any additiona burden snce
FDA knows from the prior notice filing the importer’ s identity and contact information. Thus, the
agency has the ability to swiftly communicate with the importer viaemall.

Communication to the Trade

Currently, afiler is recaiving only the FDA/CBP confirmation that a transmisson was received
and that the fields have data. No error message is sent if data is incomplete or inaccurate. As a
consequence, we are looking with concern toward the future when FDA begins enforcing prior
notice requirements because we do not yet know what errors are being made and may not
know until FDA refuses an article of food.

We urge that before full enforcement of the prior notice provison, FDA establish a notification
system that derts the submitter of a prior notice of precisdy what problems are encountered
with that prior notice. Additionaly, we request that FDA publish deficiency information on its
webgte that lists the most common problems seen in submitted prior notices. This should be
done both before and after full enforcement isin place.

Additional Comment Period Needed

FDA should reopen the prior notice rule comment period for an additional 60 days after full
enforcement has been in place for a least Sx months. Both the government and industry need
the benefit of experience with active and full enforcement before fine-tuning the prior notice
regulations for thefind time.

| thank FDA for its efforts to create aworkable prior notice system.
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Sincerdly,

Petti Bieth

AMD Oil Sdles LLC

Traffic Manager

22 Church Street, #103 - Suite 427
Ramsey, New Jersey 07746
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