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============================================

The Food Processors of Canada (FPC) is pleased to have the opportunity to provide the following comments to the United States Food and Drug Administration (FDA) for consideration as they develop the regulations required for the implementation of  the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Bioterrorism Act).  The FPC is a internationally respected business association serving food industry executives on matters concerning trade, commerce and manufacturing.  The members of FPC own or manage Canadian food processing companies who add value to inputs sourced from around the world and service markets in 80 countries including the United States and therefore affected by the final rules implemented by the FDA.  
Docket No. 02N-0276, Section 305 (Registration)

· FDA proposes to require information beyond that mandated by the statute.  Because of the scope of the proposal, the amount of information required or requested, and the need for timely information updates, there is a real potential for the FDA registration database system to become clogged, with adverse consequences for domestic commerce and international trade.

· FDA appears to have underestimated the complexity of the registration, the number of facilities that would be required to register, and the annual reporting burden on facilities and parent firms.  FDA particularly appears to have underestimated the number of transportation/shipping facilities, which would be required to register since they hold food in transit.

· While FDA has provided a registration option to select “most or all” food categories for a registrant, this option will be more helpful to food distribution segments than to food processing firms.  Most food processing facilities produce products in a narrow range of a few categories.  Category reporting will constitute a burden for large multi-facility food processing corporations.

· If an import is placed on hold because of the facility is not registered with FDA, the owner, purchaser, importer, or consignee is responsible for placing and paying for secure storage, even though none of them may have had responsibility or involvement in registration.

· FDA has not clarified what procedure must be followed if a facility changes ownership.  An authorized party must make changes to the registration information.  At change of facility ownership, the authority to make changes in registration information also likely would change, possibly causing some disruption in domestic commerce and international trade.


