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This statement is submitted by the Air Courier Conference of America (ACCA) in response to the Federal Register notice (68 Fed. Reg. 25188 (May 9, 2003)) in which the Food and Drug Administration (FDA) proposes new recordkeeping requirements by transporters of food intended for human or animal consumption (docket number 02N-0277).  ACCA is the trade association representing the express delivery services industry; its members include large firms with global delivery networks, such as Airborne Express, DHL Worldwide Express, Federal Express, TNT U.S.A. Inc. and United Parcel Service, as well as smaller businesses with strong regional delivery networks, such as International Bonded Couriers, Midnite Express and World Distribution Services.  Together, our members employ approximately 510,000 American workers.  Worldwide, ACCA members have operations in over 200 countries; move more than 20 million packages each day; employ more than 800,000 people; operate 1,200 aircraft; and earn revenues in excess of $50 billion annually.



ACCA appreciates the opportunity to comment on FDA’s proposed recordkeeping requirements.  However, we believe that our written comments can at best only highlight some of the issues and implications raised by FDA’s proposal, and that the best way to address these subjects is through a working group that brings together members of the trading community with officials from the FDA and the Bureau of Customs and Border Protection (BCBP).  The following outlines the principal issues of concern to ACCA members.
First, ACCA believes that any recordkeeping requirements established by FDA should apply equally to all importers whether they are U.S. or non-U.S. parties.  Section 1.326 of FDA’s proposal states that the requirement would apply to “domestic parties” while the definition of domestic parties provided in section 1.328 is not clear.   The implication appears to be that non-U.S. parties would not have to meet the requirements imposed on U.S. parties.  This apparent unequal treatment could be rectified by modifying section 1.326 to state that “any person or legal entity” that performs any of the named activities in the United States is subject to the new requirements.

Second, ACCA believes that, in establishing recordkeeping requirements, FDA must be mindful of particular information that is only available to certain parties involved in a trade transaction and should set the requirements accordingly.  Thus, shippers and consignees should be required to retain different records from carriers.  However, this does not appear to be the case in the proposed regulations.  Under Section 306 of the proposed rule (Maintenance and Inspection of Records for Foods), the FDA would require transporters to keep records tracing the transportation process and identifying the immediate source of food as well as the immediate recipient.  The records can be in any form as long as they contain the required information such as:  (1) the name, address, and phone number of the person (or company) who had the food immediately before the transporter, and the date received from that person; (2) the name, address, and phone number of the person (company) who had the food immediately after the transporter, and the date it was delivered to that person; (3) the type of food transported; (4) the lot number or other identifier of the food if available; (5) the quantity; and (6) identification of each and every mode of transportation used (e.g., company truck, private carrier, rail, air, etc.) from the transporter first received the food until the time it was delivered.  ACCA believes records for the items listed above should be maintained by the shipper or immediate recipient, as they are the parties that will have knowledge of these elements.  FDA should require carriers to adhere to the same recordkeeping requirements and elements as does the Bureau of Customs and Border Protection (BCBP). 

ACCA is also very concerned regarding the proposed Section 1.352(a)(6) requiring transportation companies that use several modes of transportation within their company to record when the food was put on what kind of vehicle and who was responsible for it during that portion of the trip. In the example cited in the proposal, Yellow Transportation Co. may use two different Yellow trucks and a Yellow plane. This section would require Yellow Transportation Co. to keep records of each and every mode of transportation and the individual responsible, from the time the food was first received until the time it was delivered.   We fail to understand the purpose for such a burdensome requirement. Carriers should be responsible only for maintaining the safety and integrity of the shipment at all times, regardless of the mode of transport, and for maintaining records consistent with BCBP requirements.  The shipper or immediate recipient – not the carrier – should be responsible for maintaining any other necessary records. 

The FDA is also seeking comments on whether a person subject to these proposed regulations always or usually knows at the time perishable food is released whether or not it is intended to be processed into nonperishable food.  It is not feasible or practical for our industry to obtain or readily know this type of information. As transporters, we typically don’t know the final disposition of food articles we transport on behalf of our customers.  We understand this provision to apply only to the actual shipper or immediate recipient.  Carriers are in no position to know this information.  

Our final comment is regarding the proposed availability requirements for the records.  In Section 1.361, the FDA would require records to be made available within 4 hours of a request if the request is made between 8 a.m. and 6 p.m. (local standard time), Monday through Friday, or within 8 hours of a request if made at any other time.  It is not practical to make records available within 4 hours regardless of when FDA makes the request, especially when paper records are involved.  Retrieving records in a manual recordkeeping system would require a minimum of 24 hours and could vary depending on the company.  There are further problems when data is moved to archives. Therefore, various response times are needed, dependent on the age of the shipment and timing of the request.  For example, a 24-hour deadline might be appropriate for shipments under 30 days old when the request is made between 0800-1800 any business day. After 30 days, a 72-hour response time would be appropriate.

In conclusion, ACCA would like to reiterate its belief that the best way to address these issues is through a working group.  If that is not possible, ACCA would like to schedule a meeting at FDA’s earliest convenience to further discuss this matter.  To do so, please contact Sue Presti, Executive Director, at 703-998-7121, spresti@erols.com, or 6309 Beachway Drive, Falls Church, Virginia 22044.

