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Statement on the Food and Drug Administration’s

Interim Final Rules on Registration 

and Prior Notification of Imported Food

Under the Public Health Security and 

Bioterrorism Preparedness and Response Act of 2002

Docket Nos. 2002N-0276 and 0278

December 22, 2003

This statement is submitted by the Air Courier Conference of America (ACCA), in response to the Federal Register notice in which the Food and Drug Administration (FDA) establishes interim final rules requiring prior notification of imported food and registration of food facilities, as authorized under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (68 Fed. Reg. 58893), Docket Nos. 2002N-0276 and 0278.  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, Purolator, TNT U.S.A. 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. 


As detailed below, we are concerned about certain aspects of the registration and prior notice interim rules which we believe will have serious adverse consequences for the express industry, and the consumers we serve, without the desired national security benefit.  ACCA and its members support the Act’s goal of improving the ability of the United States to prevent, prepare for, and respond to bioterrorism and other public health emergencies.  We believe, however, that the FDA’s implementation efforts misconstrue Congressional intent and will impose overly burdensome requirements on the express consignment industry that will not improve border security or enhance the FDA’s ability to respond to public health emergencies.  

Registration

Section 305 of the Bioterrorism Act requires the Secretary of the Department of Health and Human Services to require by regulation that “any facility engaged in manufacturing, processing, packing or holding food for consumption in the United States be registered with the Secretary.” We submit that by requiring entities that engage in manufacturing, processing, packaging or storing food to register, Congress intended to improve the FDA’s ability to respond to food-related emergencies.  In short, registration provides the FDA with the information it needs to track food back to its source in the case of a food-related emergency.  In an effort to implement this provision in a relatively short period of time, however, the FDA has misconstrued Congressional intent by defining “holding” food to include the transportation services provided by express consignment operators.  


It is undisputed that express consignment operators do not manufacture, process or pack food.  In addition, express consignment operators do not hold or store food in the normal course of their business.  As the examples the FDA provides in its regulation make clear (i.e., warehouses, cold storage facilities, silos, grain elevators and liquid storage tanks), “holding” implies storing food for a certain period of time.  In other words, “holding” means detaining food in a particular place for a certain period of time.  


This is not what express consignment operators do.  Express consignment operators transport articles, including sometimes food, from one place to another.  While food may generally be said to be “held” during the course of providing these transportation services, we submit that this is not the type of “holding” contemplated by the statute (i.e., warehousing food).  The FDA’s attempt to treat the services offered by express consignment operators as if they are the same as the services provided by cold storage warehouses or grain silos is not supported by the plain language of the statute, and is therefore inconsistent with Congressional intent.  If Congress had intended to treat transportation services the same as warehousing services, it would have done so more clearly.  


Accordingly, ACCA asks that FDA clarify that express consignment operators do not “hold” food in the ordinary course of their business and therefore are not required to register their facilities. 

Prior Notice Requirements


Section 307 of the Bioterrorism Act requires the Secretary to require by regulation that notice be provided in advance of offering any food for importation into the United States. The FDA’s implementation of section 307 of the Act will cause undue hardship to the express consignment industry and the consumers we serve in several ways.  First, the final interim rule requires that prior notice be provided a certain number of hours before the articles arrive at the first U.S. port of arrival.  In many cases, however, international shipments are not entered at the port of arrival, but are instead moved under bond to a subsequent port where Customs entry is made.  The shipment is not released until Customs clearance is obtained -- meaning the shipment remains under the control of the express carrier the entire time.  Under the FDA’s current plan, however, goods will not be permitted to be moved to the port of entry if prior notice has not been provided.  Instead, the operator will be required to off-load these shipments and detain them at the port of arrival until the prior notice is provided.  In the case of express consignment operators, this could mean off-loading and re-loading entire planes in order to get at one or two shipments.  In addition, sufficient facilities may not be available at the ports of arrival to properly detain food shipments that need to be off-loaded.  Finally, this approach fails to recognize that express consignment operators have invested tens of millions of dollars to construct and operate dedicated sorting facilities that use state of the art automation and scanning equipment.  These facilities are far better suited to identifying and detaining affected food shipments than the ramps or conventional air freight handling facilities commonly found at the port of arrival.  


Accordingly, we recommend that FDA allow U.S. Customs and Border Protection (“CBP”) to screen and target shipments at the first port of arrival via CBP’s targeting rules.  This approach will allow CBP to utilize its experience and technology to screen all shipments and not just those manifested as “food” products.  The Prior Notification data can then be submitted at the consumption entry port where the facilities as well as the CBP and FDA processes and personnel exist to resolve any discrepancies. 


Second, the FDA’s final interim rule does not adequately distinguish between shipments intended for consumption in the United States and shipments that simply transit the United States.  While the interim final rules exempt certain shipments that transit the United States (i.e., food that is imported and exported without leaving the port of arrival until export), it does not exempt other foreign-to-foreign in-bond transits.  We submit that prior notice should not be required for shipments that are not intended for U.S. consumption.  All foreign-to-foreign transits should be exempt.  They appear to have been included based on diversion concerns.  The risk of diversion, however, pales in comparison to the number of foreign-to-foreign shipments that are going to be detained and the food spoilage that will occur as a result.  Foreign shippers and foreign consignees are not going to know when to submit the required Prior Notification data because they do not know that their shipments transit the United States - express carriers do not share the flight routes of their packages due to security concerns.  Under the FDA’s interim final rules, however, ACCA members will have to contact these customers to obtain prior notification data, making the customers aware of express carrier routes.  There will also be delays due to international time zone differences and language barriers.  Additionally, the food will have to be off-loaded at the first port of arrival, most likely resulting in commercial gridlock. 


Third, the FDA’s interim final rule does not contain a de minimis exemption for all low value, personal use shipments.  While the interim final rule does exempt certain personal use quantities (i.e., food for personal use that accompanies an individual arriving in the United States and food that was made by an individual in their personal residence and sent by that individual to the United States as a gift), it fails to cover all low value (e.g., less than $200) shipments for personal use or gifts.  A foreign individual shipping small quantities of food as a gift to another individual will not know the Act’s requirements. These shipments will most likely always be detained and left to spoil while express operators attempt to work with the foreign individual to obtain the manufacturer’s number and registration number.  These numbers are not readily available to the consumer when products are purchased in small quantities. These low value shipments present little risk to the public and should be similarly exempted from the prior notice requirements.


Finally, ACCA urges FDA to address some programming shortcomings that have characterized its Prior Notice Systems Interface (PNSI) since its inception December 12.  PNSI's response time is quite slow, creating significant delays for filers, and the system itself is down roughly two hours per day during peak daytime hours.  Additionally, the PNSI needs to be modified to allow for use of the house air waybill as a CBP identifier.  ACCA urges FDA to upgrade its systems to coincide with normal commercial flow times.

These Requirements Will Not Promote Homeland Security

The FDA has failed to distinguish the unique role played by express consignment operators from other affected industries.  Instead, the FDA treats express consignment operators the same as food manufacturers or warehouse operators.  This “one-size fits all” approach will not help the FDA respond to a public health emergency or otherwise improve the nation’s security.  For example, if a public health emergency involving an express carrier package did occur, the most effective way to identify where that particular package had been would be to use the tracking system utilized by the express carrier involved.  These existing package tracking systems were designed specifically for this purpose and would be able to provide the FDA with the needed information much more quickly than attempting to determine where a particular package had been “held” – no matter how briefly -- based on registration information.  

Conclusion

As indicated above, ACCA and its members support the goal of the Bioterrorism Act and the FDA’s implementation efforts.  We are disappointed, however, that the FDA has thus far failed to recognize ACCA members’ unique role and instead chose to treat them like food manufacturers or storage facility operators.  Nevertheless, ACCA members remain willing to work with the FDA to develop a system that recognizes their unique role and utilizes existing package tracking systems.  


If the FDA’s current interpretation of section 305 and section 307 of the Bioterrorism Act is allowed to stand, ACCA members will be forced to dedicate significant resources to comply with requirements that will not achieve the goals of the Act or otherwise improve the nation’s security.  Additionally, thousands of low value personal goods and foreign-to-foreign transit shipments transporting through the United States will be left to spoil. Accordingly, we ask that FDA clarify that express carrier services do not “hold” food in the ordinary course of their business and that FDA revise its prior notice provisions as discussed above.


For more information on this statement, please contact Sue Presti, Executive Director, Air Courier Conference of America, International, 6309 Beachway Drive, Falls Church, Virginia 22044 (telephone: 703-998-7121).

