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July 7, 2003
Dockets Management Branch (HFA-305)
Food and Drug Administration

1061-5630 Fishers Lane
Rockville, Maryland

20852

RE: Dockets 02N-0275, 02N-0277
Dear sir or madam:

I am writing on behalf of the Canadian Trucking Alliance (CTA) in response to the request for comments on the above-noted dockets, which were published in the Federal Register on May 9, 2003.

By way of background, the CTA is a federation of Canada’s regional and provincial trucking associations formed to represent the views of the industry on national and international policy issues. The associations comprising the CTA federation collectively represent some 4,000 companies across Canada.  The Canadian trucking industry as a whole generates over $50 billion per year in freight revenue, and carried about two-thirds (by value) of Canada’s $564 billion trade with the United States in 2002, including most of the food shipped across the border.  Further information on the CTA, and the importance of Canada-US trade, can be found at www.cantruck.com.

Looking first at the proposed record keeping rule (02N-0277),  an examination of the general provisions found in part 1.326 states that the rule applies to “domestic persons who manufacture, process, pack, transport, distribute, receive, hold or import food intended for consumption in the United States…. “  Further on in the same part, it is noted that “foreign facilities” are also subject to the rule, but only if they “manufacture/process, pack or hold food….” There is no mention of “transport” with respect to foreign entities.  The definition of “domestic person” found in part 1.328 includes “any person located in any State or Territory of the United States, the District of Columbia, or the Commonwealth of Pennsylvania.”  

Taken together, parts 1.326 and 1.328 make it very clear that that the proposed record keeping rules were not intended to apply to foreign transporters, including Canadian trucking companies.  This point was confirmed by a senior FDA official in response to a question posed during the satellite broadcast of May 7, 2003.  Regardless, CTA wishes to note all food products shipped by truck into the United States will be accompanied by a bill of lading, customs manifest and invoice which will identify, among other things, the product, its quantity, and the name and address of the shipper and the consignee.  Food products shipped from Canada are further subject to controls and inspections at the border (including prior notice, as spelled out in a separate FDA docket), a process from which US domestic shipments are exempt.
One final point with respect to record keeping requirements concerns the definition of what constitutes “holding” food, and specifically whether food held for short periods of time in a trucking terminal during cross-dock operations meets the definition.  While it is not believed that this will have any direct implications for foreign transporters insofar as record keeping is concerned - as noted above, FDA has exempted foreign transporters from record keeping requirements - it is critical to whether a foreign transporter with terminal operations must register with FDA.  CTA, in its April 4th submission to FDA on the proposed registration rule, asked that FDA clarify whether the term “holding food” applied to trucking terminal operations.  Since the term also appears in this proposed rule, we would again request clarification from FDA, and an assurance that the term will be uniformly applied for all of the rules developed by FDA under the Bioterrorism Act.
Turning now to administrative detention (02N-0275), it would appear to CTA that this proposed rule essentially lends clarity to the exercise of detention powers already in place.  The concern CTA wishes to express relates to situations where food products are ordered detained while they are on a truck.  In circumstances such as these, it is possible that a truck could be detained for up to 30 days, and a driver stranded thousands of miles from home, until the process established under the proposed rule runs its course.  While we note that in parts 1.380 and 1.381 food subject to a detention order can be ordered moved by FDA, there is no specific requirement that such an order be issued.  CTA would urge FDA to revise this section to indicate that, when a detention order is issued and the food is on a truck, an order must be issued by FDA to the trucking company to deliver the food to either the consignee or to a secure location as determined by FDA officials.  Furthermore, it should be specified that the cost to store the detained food should be borne by the person with the legal title to the goods, i.e., the shipper, the consignee, or a food broker.    

Finally, CTA would like to express a concern regarding temporary holds placed on food products at the border.  The Background section of this docket notes that FDA plans to develop and issue a separate guidance that would allow for temporary holds of 24 hours on food products entering the United States.  CTA in no way challenges the right of FDA to inspect food products at the border, but in our view 24 hours is an unreasonable time to force a truck and driver to wait for FDA to conduct an inspection and issue a decision.  The proposed record keeping rule will require companies to turn over records to FDA within four hours during normal business hours, and eight hours on evenings and weekends.  CTA would suggest that if FDA is willing to impose such short time frames on industry, then it should also be required to live by them in the conduct of its own operations.

CTA appreciates the opportunity to comment on these proposed rules and would be pleased to respond to any questions the FDA may have on any aspect of this submission.       
Sincerely,
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Ronald Lennox

Vice President, Regulatory Affairs
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