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         John Webster



December 19, 2003

Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Subject:  Docket No. 02N-0278;  Prior Notice of Imported Food Under the Public Health 

               Security and Bioterrorism Preparedness and Response Act of 2002.

               Docket No. 02N-0276;  Registration of Food Facilities Under the Public Health

               Security and Bioterrorism Preparedness and Response Act of 2002. 

Teepak, LLC appreciates the opportunity to comment on the implementation of the regulations developed to enforce the Bioterrorism Preparedness Act.  Teepak is a manufacturer of inedible, regenerated cellulose sausage casings.  Teepak believes that the FDA made the correct decision when it exempted food contact materials from the definition of food in the interim rule.  Our issues are not with the rule, but with its implementation.

The FDA and the USDA determined in 1982 that regenerated cellulose casings would be regulated as food packaging material under 21CFR176.170, Components of paper and paperboard in contact with aqueous and fatty foods.  When the interim final rule for registration of food facilities was promulgated, the FDA explained that food contact substances were excluded from the definition of food, and that facilities that manufacture/process, pack, or hold them were not required to register.  However, then the FDA decided that it would use the Harmonized Tariff Schedule to identify imported shipments that it thought required prior notice.  The HTS number used for regenerated cellulose casings, 3917109000, was flagged with an “FD4” designation which identified it as a material the “FDA believes … is food that is subject to prior notice”.  Teepak notified FDA personnel about this issue at the public meeting in Detroit, via furls@fda.gov, and by telephone, but was unable to obtain any assistance.  As a result we have had to register exempted facilities and are prior noticing exempted shipments, so that they will not be held up in Customs.  Our inability to convince the FDA representatives that we contacted that these products were exempt, gave us little hope that we would be able to convince import inspectors.  

The registration was easy and has been completed.  I am not aware of the difficulty that is being encountered in complying with the prior notification requirements, nor the cost being charged by our import brokers.  We do know that neither is being encountered by 

competitors that import plastic casings that employ an unflagged HTS number.  We are also concerned that our exempt products will be required to comply with the Subpart J rules, when they are promulgated.

The exemption of food contact materials from these regulations should be enforced equally.      

Sincerely,

John Webster

Manager, Regulatory Affairs

Teepak LLC,  915 N. Michigan, Danville, IL 61832   Tel: 217.446.6460  Fax: 217.444.8361
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