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To: fdadockets@oc.fda.gov 
Re: Docket No. 02N-0275 (Administrative Detention)

The Produce Marketing Association (PMA) is pleased to submit these comments to the Food and Drug Administration about its proposed regulations to implement the Administrative Detention section (Section 303) of Title III of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.
PMA is the largest global not-for-profit trade association representing companies that market fresh fruits and vegetables. Our 2,400 members range from grower-shippers and supermarket retailers, to hotel and restaurant chains and overseas importers. Within the United States, PMA members handle more than 90% of fresh produce sold at the consumer level.  

PMA’s purpose is to sustain and enhance an environment that advances the marketing of produce and related products and services. The association is funded primarily by members’ dues, revenues from exhibits, product sales, and meeting registrations.

Like FDA, PMA and its members are committed to ensuring a safe and secure food supply, and we appreciate the opportunity to help FDA in this endeavor. 

Credible Evidence or Information Standard

The standard that must be met to order an administrative detention is credible evidence or information indicating that the article presents a threat of serious adverse health consequences or death to humans or animals. FDA has stated that it intends to apply the standard on a case-by-case basis. Though FDA provides examples of some factors it might consider when applying this standard, the agency should make more clear that it will be relying on evidence such as laboratory analysis confirming the presence of an adulterant and/or affidavits sworn to under penalty of perjury. In short, “credible evidence/information” should be similar to a “probable cause” standard and more than mere speculation or an anonymous phone tip.

Furthermore, the legislative history of the Bioterrorism Act suggests that the credible evidence or information standard refers to intentional acts of bioterrorism, although this is also the standard triggering an FDA request for a Class I recall, which includes situations involving unintentional conduct, for example, listeria monocytogenes contamination. In the preamble to the proposed rule, FDA does not distinguish between administrative detentions and Class I recalls, which involve a “situation in which there is a reasonable probability that the use of, or exposure to, a violative product will cause serious adverse health consequences or death.”

However, in the economic impact analysis, the agency notes that the criteria for Class I recalls is similar to the criteria for administrative detentions. In addition, FDA states that it assumes any administrative detention would replace the issuance of Class I recalls. This clearly signals the agency’s intent to apply its administrative detention authority in situations not involving intentional acts of bioterrorism.

We remind FDA of Congress’ intent, and request promulgation of regulations allowing the agency to invoke administrative detention authority only where there is credible evidence/information of intentional activity against the food.

Scope of Detention Authority

We recommend that FDA clarify the scope of FDA’s detention authority. For example, assume FDA’s detention authority would apply to a Class I recall, e.g., undeclared peanuts in food or listeria monocytogenes contamination of ready-to-eat food. The agency, pursuant to its broader inspection authority under the recordkeeping provision of the Bioterrorism Act, can document shipment of such violative product to customers. As a result, it would seem possible for written notices of detention to be issued to company customers who might then be required to hold product at several locations.

We suggest that the regulation be revised to assure, similar to FDA seizure authority under the FD&C Act and relevant court rules, that notice of detention be required to be accompanied by personal service upon the responsible party at individual locations. 

Moreover, under the proposed rule, it appears that FDA would assume the authority to detain all foods, without having to establish that the articles have entered interstate commerce. We are concerned about the broader jurisdictional implications of FDA not meeting the interstate commerce criterion.

Cost of Detention

FDA has stated that it will not pay the costs of storing detained foods. FDA’s selection of storage facilities could have a significant impact on costs, yet the proposed rule provides insufficient guidance regarding such selection, including a determination that a detained article must be moved to a secure facility. FDA should ensure that storage facilities selected for administrative detention purposes are cost-effective, imposing the minimum cost necessary to achieve the objectives of the detention, with respect to both security and food storage conditions (refrigeration, etc.).
Thank you for the opportunity to present these comments. We are eager to work with the agency in this important endeavor. Please do not hesitate to call on us.

Kathy Means

PMA Vice President

