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DATE: 
8 July 2003

TO:

Dockets Management Branch (HFA–305)

Food and Drug Administration 

5630 Fishers Lane, rm. 1061

Rockville, MD 20852

www.fda.gov/dockets/ecomments

fdadockets@oc.fda.gov.

FROM:
Jim Gorny, Ph.D., V.P. Technology & Regulatory Affairs, IFPA

RE:

[Docket No. 02N-0275] Administrative Detention of Food for Human or Animal Consumption Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002

_______________________________________________________________________
Dear Food and Drug Administration,

The International Fresh-cut Produce Association's (IFPA) mission is to advance the industry by supporting its members with technical information, representation and knowledge to provide convenient, safe and wholesome food.  Our association membership is comprised of fresh-cut produce processors, produce grower/shippers, food service companies, retailers and those who provide goods and services to the fresh-cut produce industry.

As per the Federal Register Notice (68 FR 25241) of May 9, 2003 [Docket No. 02N–0275] Administrative Detention of Food for Human or Animal Consumption Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, the IFPA is submitting the following attached comments. 

If you have any questions or you would like to discuss this matter further please feel free to contact me at 530.756.8900.  

Best Regards,

[image: image2.wmf]
James R. Gorny, Ph.D.

VP Technology & Regulatory Affairs

International Fresh-cut Produce Association
The International Fresh-cut Produce Association represents and provides technical expertise to commercial suppliers of fresh-cut produce, as well as companies affiliated with the fresh-cut produce industry, including equipment manufacturers, retailers and food service operators.  We represent over 400 corporate members who are actively involved in the $10 billion plus fresh-cut business. The International Fresh-cut Produce Association, which has as members both suppliers and buyers of fresh-cut produce, defines fresh-cut produce as any fresh-cut fruit or vegetable or any combination thereof that has been physically altered but remains in the fresh state. These products are items such as bagged salads, baby cut carrots and broccoli florets.

The IFPA is a strong advocate for consumers and diligently works with our membership to assure consumer safety and security in the produce industry.  After careful review of the proposed regulations regarding [Docket No. 02N-0275] Administrative Detention of Food for Human or Animal Consumption Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, the International Fresh-cut Produce Association "IFPA" would like to assert the following which would make the proposed rules less burdensome, but still effective in protecting the U.S. food supply.

General Comments

The fresh-cut produce industry takes the issues of potential terrorist acts against the food supply and food security very seriously.  Implementation of food security measures is incremental in nature and every gain in security awareness and practices contributes to the total security of an individual company, organization and the nation.  Our primary request to the FDA is for clarification as to the exact circumstances under which administrative detention may be invoked.  Ensuring security should not result in business paralysis, inappropriately disrupt the food supply or lead consumers to believe that the food supply is under attack when it is not. The currently proposed regulations regarding administrative detention of food for human and animal consumption fail to take under consideration the following:

1) Credible Evidence or Information Standard

Issue:  Administrative detention requires "credible evidence of or information indicating that such article presents a threat of serious adverse health consequences or death."  The term “credible evidence” is vague and open to interpretation.

Recommendation:  Specific guidelines should be developed to clearly define what "credible evidence" is and assure that it clearly presents a threat.  Specifically the FDA should make 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.  ”Credible evidence/information” should be similar to a “probable cause” standard and more than mere speculation or an anonymous telephone tip.

2)  Invocation of Administrative Detention Authority in Recall Situations 

Issue:  The legislative history of the Bioterrorism Act suggests that the credible evidence or information standard refers to intentional acts of bioterrorism.  The FDA may potentially apply administrative detention authority in situations not involving intentional acts of bioterrorism but in the case of a Class I recall “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.”  See 21 C.F.R. § 7.3(m)(1). The FDA has also stated that it assumes any administrative detention would replace the issuance of Class I recalls.

Recommendation:  The United States Congress’ intent in promulgating the Bioterrorism Act of 2002 was to provide the FDA with sufficient statutory authority to invoke administrative detention only in cases where there is credible evidence/information of intentional activity against the food supply.  Administrative detention should only be used in extraordinary cases involving intentional acts of bioterrorism against the food supply.  Administrative detention should not be used in Class I, II or III recall situations involving unintentional acts of food adulteration. 

3) Notification of Administrative Detention

Issue:  If administrative detention is invoked, the FDA now has the ability under the new recordkeeping provisions of the Bioterrorism act to determine to whom violative product has been shipped.  The FDA may then issue written notices to receivers to detain violative product potentially at multiple locations.

Recommendation:  Procedural safeguards should be put in place to protect both manufacturers and their customers during what is essentially a seizure-type action.  It is recommended 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. 

We would like to thank the FDA for the opportunity to offer comments.  Feel free to contact IFPA at 530.756.8900 if you have any questions or for additional information or clarification on any of the topics mentioned above.

Sincerely,

Dr. James Gorny, VP Technology & Regulatory Affairs, IFPA
IFPA

1600 Duke Street, Suite 440

Alexandria, VA 22314-

703.299.6282


703.299.6288
 FAX

www.fresh-cuts.org

