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July 10, 2003

Marquita Steadman

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Pkwy.

College Park, MD 20740

Dear Ms. Steadman:

We would like to comment on the proposed “Administrative Detention of Food for Human or Animal Consumption Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002” (FR 5/9/03).  These comments summarize issues raised in discussions with a number of specialty crop producers and processors in California. The discussions included companies and organizations that represent almond, asparagus, carrot, citrus, pistachio, and tomato growers/processors.

Criteria for Initiation

Our main concern is the vagueness as to when an administrative detention can be initiated.

- Would it just be used when FDA receives information that someone has intentionally tampered with food or when FDA receives information of unintentional contamination as well? 

- How and who will determine whether information is “credible”?  

- What kind of sources of data would be included?

- Could data from pesticide residue, pathogen, or contaminant monitoring programs (such as

USDA’s Pesticide Data Program or Microbiological Data Program) be used? 

- What is considered serious adverse health consequences or death to humans or animals? 

- Is this limited to information that indicates very high levels of pathogens or poisonous compounds, or would simply the indication of the presence that a pathogen or poisonous compound, regardless of level, suffice? 

- Would detection of pesticide residues over tolerance suffice? 

While we understand FDA’s need to consider “a number of factors including, but not limited to, reliability, reasonableness, and the totality of the facts and circumstances,” greater definition is necessary, because administrative will be used for beyond situations of intentional contamination.

· FDA should provide more examples or details to understand better when administrative detention could be applied

In this context, the proposed regulation does not contain any deterrence to phony allegations. For example, someone could intentionally want to harm a certain company, or interest groups could raise concerns in the name of their agendas. 

· FDA should include mechanism(s) to deter illegitimate allegations. 



Timeframes/ Perishable Foods
We appreciate FDA’s efforts to try to expedite decision-making on perishable foods. However, even 3 days delay can be disastrous in terms of ability to sell fresh produce should further review show the produce to be uncontaminated.

· FDA needs to develop mechanisms to ensure that any detention imposed has merits (see above). 

· FDA needs to accelerate efforts to develop and use rapid testing methods.  

· FDA needs to ensure their review process can work rapidly regardless of the timing of the detention.

Providing an expedited process only for food items that lose quality in 7 days (defined as “perishable”), does not adequately consider the many food items whose shelf life is between 7 and 30 days. For example, the storage life of some citrus, such as tangerines, is 2-4 weeks. The storage life of bunch carrots is 10-14 days.  If FDA takes the 20 or 30 days allowed to determine the fate of detained shipments, there is no product left to sell if the threat is not substantiated.

· FDA should include foods with shelflives up to 30 days in the expedited process, or add an expedited process for food items of intermediate perishability. 

Responsibility in Case of Unsubstantiated Threat
FDA does not address what happens when the threat is not substantiated during detention. Who will be responsible for the costs incurred because of the detention, such as the cost of storage, the costs of shortened shelf life or quality losses, the costs of lost sales contracts because the time frame for delivery is not met, etc.?

· FDA needs to develop a system for defraying the costs incurred when the threat turns out not to be substantiated.

Responsibility in Case of Substantiated Threat
Conversely, in cases where the threat is substantiated, will FDA help to determine where the contamination came from? The issue here is again who will bear the responsibility for the costs incurred - the grower/shipper, the transporter, warehouses, buyers, brokers, etc.?

Other Programs
As FDA develops the detention process and determines what agents to deputize, FDA may want to look at already existing programs that may detain fruits, vegetables or nuts. For example, in California the County Agriculture Commissioners may detain shipments that do not meet maturity standards or have residue issues. These offices are familiar with the needs and locations of the fresh produce grower/shippers and can respond quickly to detention issues.



Thank you for the opportunity to comment on FDA’s proposed food detention procedures.

Sincerely,
Ed Beckman







California Tomato Commission

1625 E. Shaw Avenue, Suite 122

Fresno, CA 93710

Gene Beach

Almond Hullers & Processor Association

2350 Lecco Way

Merced, Calif. 95340

Patrick Kelly

Grimmway Farms

6900 Mountain View Rd.

Bakersfield, CA 93307

Joel Nelsen

California Citrus Mutual

512 N. Kaweah Ave.

Exeter, CA 93221-1200

Bob Klein

California Pistachio Commission

1318 East Shaw Avenue, #420

Fresno, CA 93710

Cherie Watte

California Asparagus Commission

4565 Quail Lakes Drive #A-1

Stockton, CA 95207
