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July 2, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Attention: Docket No. 02N-0275
Dear Sir or Madam:
Subject: Bioterrorism Act
I am writing in regard to the pending United States Food and Drug Administration (FDA) Bioterrorism Act under Title III Subtitle A.  This pending legislation appears to leave several questions unanswered and we have several concerns.  Under Section 303 of this Act, food may be ‘detained if an officer or qualified employee finds credible evidence or information indicating an article presents a threat of serious adverse health consequences or death to humans or animals.’  This ‘credible evidence’ does not appear to provide substantial information on what is viewed as credible by the FDA inspector.  We recognize that the FDA is attempting to prevent intentional contaminant acts that could impact people or animals; however, this vague wording also provides inspectors with the ability to randomly halt a shipment due to what they view as credible evidence of a contaminant without substantial proof that one actually exists.

For example, as a transportation company, we ship a variety of commodities in our trailers for delivery across the United States and Canada.  According to According to 21 CFR 110.93, Current Good Manufacturing Practice in Manufacturing, Packing, or Holding; Warehousing and Distribution: ‘Storage and transportation of finished food shall be under conditions that will protect food against physical, chemical, and microbial contamination as well as against deterioration of the food and the container.’  Our company feels that this means that food items may be shipped with chemicals in accordance with all segregation requirements of 49 CFR 177 Subparts B and C as long as they are protected against contamination.  The cargo in our trailers is contained in its own packages or in the event of hazardous materials, contained in packages or containers that meet performance specifications stipulated by the United States Department of Transportation (USDOT), as well as segregated according to required USDOT protocols, thereby, inherently providing protection for each item from adversely ‘contaminating’ one another.  However, it is our experience as a Less Than Truckload carrier, that there is much consignee, shipper, and FDA inspector disagreement with applicability of FDA and USDOT regulations during transportation.

We ship food with chemicals on the same trailer in compliance with the above-mentioned, accepted protocols and existing, approved regulations.  We understand that the USDOT has primacy concerning transportation of food and chemicals over the road; however, the FDA wishes to ensure the safe transportation as well.  We would like a clarification on this ‘credible evidence’ policy as well as a written interpretation of the prescribed USDOT preemptive regulations from the FDA regarding the shipping of food with chemicals in the same trailer.

If you have any questions regarding this issue, please contact me at 800-257-0427, x-6498.

Sincerely,
Rick Van Gemert, ARM, CPEA
Hazardous Materials Supervisor
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