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31 March 2003
MVE/mcv/465/cor/03-089
Food and Drug Administration
Docket Management Branch

HFA – 305

5630 Fishers Lane – rm 1061

Rockville MD 20582

USA
Attention : Docket N° 02N-0276
RE
BIO TERRORISM ACT


SECTION 305 (REGISTRATION OF FOOD FACILITIES PLANTS)
Dear Sirs,

The Gelatin Manufacturers of Europe (GME) represents 9 European companies with a total of 18 production plants and accounts for 45% of worldwide gelatine production and as such we would like to comment on the above proposed Regulation for Registration of Food Facilities.
We thank you in advance for your clarifications and hope you will take our comments into consideration. 
Yours sincerely
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Marc Vermeulen

Appendix (Comments on Section 305)
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Bio-terrorism Act - Section 305

Registration of Food Facilities plants
1. Chapter III A (p.5379):
"Facilities....must be registered by December 12, 2003". Does this mean that all production facilities must be registered separately or can one company with different facilities register all in one application?

2. Definitions „port of entry“ (p. 5382):
GME supports the definition of port of entry of the FDA. If any health risk may be associated with a food, it is important that the port of entry is the port of arrival as well. It does not make sense to transport "critical food" from the port of arrival to the port of entry.

3. Chapter III C Procedure for Registration (p. 5383):
FDA plans to have the registration systems in place 2 months before December 12, 2003. This would provide facilities, which intend to register by mail, no chance to register in due time because the registration by mail may take several weeks or months. GME would like to request that the deadline may be adapted if the registration systems are not in place in due time.

4. Emergency contact information (pp. 5385):
As this is a mandatory section on the registration form (section 5) it is important to know who can take over the necessary responsibilities. What are the skills necessary for this job.? Can the US agent serve as a contact person as well?

5. Entry of merchandise (p. 5386): 
GME does not see a problem to finalize within 15 days all the customs work (entry of merchandise). However, GME would like to get a clear statement on the consequences when samples were taken on behalf of the authorities (FDA, U.S. Customs Service) for external examination, and the results were not available within the timeframe of 15 days. If entry is not made within this timeframe, will the carrier or other authorized party then be required to notify U.S. Customs Service and order a safe warehouse on his own costs?

_____________________
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