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December 22, 2003


Division of Dockets Management (HFA-305)

U.S. Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD  20852

Re:
[Docket No. 02 N – 0278] - - Comments Concerning Interim Final Rule Implementing The Prior Notice Provision Of The Bioterrorism Act

To Whom It May Concern:

We are submitting these comments on behalf of the companies listed in Attachment A to bring to your attention what appears to be an unintentional result of the recently promulgated interim final rule implementing the prior notice provisions of the Bioterrorism Act.  These comments are submitted pursuant to the request for public comment contained in the Federal Register Notice of October 10, 2003 (68 Fed. Reg. 58974).  This rule, in its present form, will have the practical affect of excluding most, if not all, gray market food products from entry into the United States.  We respectfully submit that this is not intent of this rule nor should this rule have such a radical impact on goods which up until its effective date have been, with limited exception, free to enter the United Sates unimpeded.

Under the interim final rule, the FDA must receive prior notice of any food product being imported into the United States.  For products imported by land by truck, this prior notice must be recieved no less than two hours before the arrival of the goods at the U.S. border.  For goods arriving by rail or air, prior notice must be received no less than four hours before the goods arrive at the border; for goods arriving by sea vessel, prior notice must be received no less than eight hours before the arrival of the goods at the U.S. port.  Section 1.280 of the regulations specify how this prior notice is to be submitted to the FDA (through either the FDA’s Prior Notice System, or Customs ABI/ACS system).  Section 1.281 specifies the information must be contained in a prior notice.  Among the required information is the name and address of the manufacturer of the article of food, as well as the registration number assigned to that manufacturer.  Section 1.281(a)(6). 

Gray market imports are importations of genuine goods bearing trademarks authorized by the U.S. trademark owner, but produced outside the United States and imported into the United States without the permission of the U.S. trademark owner.  Gray market products are free to enter the United States, and the Bureau of Customs and Border Protection (“Customs”), with limited exception, has no authority to exclude such goods from entry into the United States.  Gray market goods - - food products or otherwise - - have freely entered the United States market for many years, and many businesses in the United States depend on the availability of supply or gray market products for their ongoing success, and even at times, survival.  

The prior notification regulations, in their present form, require that the prior notice for food products no longer in their natural state (i.e., manufactured or processed) identify not only the name and address of the manufacturer, but also “the registration number assigned to the facility that is associated with the article of food.”  Given the structure and dynamics of the gray market, a manufacturer’s facility registration number will rarely, if ever, be known to the exporter or importer of gray market goods.  Manufacturers will never supply this information to an exporter or importer of gray market goods, and this information is not otherwise publicly available.

Neither the Congress nor the Courts have ever indicated that gray market goods should be denied entry into the United States, and the Customs regulations (19 CFR 133.23) permit the entry of such goods (with very limited exceptions).  FDA regulations should not prohibit, intentionally or otherwise, directly or indirectly, what neither Congress, the Courts nor Customs has seen fit to prohibit, i.e., the importation of gray market food products.  Requiring information in the prior notice which will almost always be unavailable to exporters and importers of gray market goods has the same practical affect as simply prohibiting the importation of gray market goods.  Such action falls far outside the intended scope of the Bioterrorism Act or its implementing regulations.

There is a simple way to correct this problem, which the FDA has already done in another instance where it was clear that the manufacturer’s registration number would not be available to the importer or exporter.  Where food will be sent by an individual to an individual as a gift, Customs simply provided that the prior notification contain the name and address of the firm that appears on that label on the food article, rather than the name, address and registration number of the manufacturer of the product.  21 CFR 1.281(a)(6).  This provides Customs with notification of the source of the product.  While this information is not as detailed as that required for other imports, it remedies the draconian impact of requiring importers of gray market goods to provide information which in most instances would never be available to them.

We appreciate your consideration of our proposed solution to this problem.

Sincerely,

Donald S. Stein
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Attachment A

El Jarocho Distributors, Inc.

Norcross, GA

Brito Produce, Co.

Forest Park, GA

Ruiz Wholesale Co.

Houston, TX

Ruiz Distributing Co.

Houston, TX

Import Sales, Inc.

Carlington, TX

Nogales Produce, Inc.

Dallas, TX

La Tropicana Food, Inc.

Chicago, IL

Banner Wholesale Grocers

Chicago, IL  

La Bodega Wholesale (Laredo)

Laredo, TX

Abarrotera Central Wholesale

Corona, NY

Commerce Unlimited Inc.

Laredo, TX

Juan Caballero U.S. Cutomshouse Broker

Laredo, TX

Tramites Del Exterior S.A. de C.V.

Nuevo Leon, Mexico



