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December 23, 2003
Dockets Management Branch

(HFA-305)

Food and Drug Administration

Room 1061

5630 Fishers Lane

Rockville, MD 20852
Re: Docket No. 02N-0276.  Interim Final Rule for Registration of Food Facilities under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.  (68 Federal Register 58,894, October 10, 2003); Submission of comments.

Dear Sir or Madam:

The U.S. Apple Association (USApple) is pleased to provide comments on the Interim Final Rule for the Registration of Food Facilities contained in Docket Number 02N-0276.  This Interim Final Rule was developed by the Food and Drug Administration (FDA) to fulfill their obligation set forth by the provisions of Title III, Subtitle A, Section 305 of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (“Bioterrorism Act”). 
Introduction

USApple is the national trade association representing all segments of the apple industry.  Members include 40 state and regional apple associations representing the 7,500 apple growers throughout the country, as well as more than 400 individual firms involved in the apple business. 
We applaud the FDA for its leadership in ensuring that appropriate steps are in place to minimize the potential of terrorist action to contaminate foods.  Continuing to ensure the safety and security of fruits and vegetables whether produced domestically or abroad is a top priority of the entire produce industry.  However, we have serious reservations about certain provisions of the Interim Final Rule for Registration of Food Facilities. 

Farm Definition

FDA proposed in February 2003, and then modified in the interim final rule, its definition of “farm.”

Farm means a facility in one general physical location devoted to the growing and harvesting of crops, the raising of animals (including seafood), or both. Washing, trimming of outer leaves of, and cooling produce are considered part of harvesting. The term “farm” includes:

    (i) Facilities that pack or hold food, provided that all food used in such activities is grown, raised, or consumed on that farm or another farm under the same ownership; and

    (ii) Facilities that manufacture/process food, provided that all food used in such activities is consumed on that farm or another farm under the same ownership.

USApple understands FDA officials have attempted to informally elaborate on some aspects of its farm definition.  Since farms that engage in “manufacturing/processing” of food are generally required to register, FDA guidance as to what activities constitute “manufacturing/processing” is crucial in defining the scope of the farm exemption.   FDA has informally indicated that a farm that packs or holds crops grown on another farm that is leased, but not owned, by the same farmer, the farm that engages in packing or holding is required to register.  FDA has also indicated that the mere act of placing crops in a plastic sleeve, or any other consumer end-use container that directly contacts the crop, constitutes “manufacturing/processing” that would trigger the registration requirement.   Finally, FDA has said it is currently considering whether application of pesticides to crops, either pre- or post-harvest, is “manufacturing/processing” that will trigger registration.  

USApple believes “treating against pests” is an activity on the farm that is consistent with the intent of the Act’s farm exemption.  Additionally, these treatments should be included as part of a normal packing operation if the treatments are made postharvest as part of the packing operation.  

Virtually every farm requires some kind of treatment to control pests, using a pesticide as broadly defined under the U.S. Environmental Protection Agency’s implementation of the Federal Insecticide, Rodenticide and Fungicide Act (FIFRA).  If FDA requires every farm that treats against pests to register, the number of farms actually qualifying for the exemption from registration would be minimal.  While USApple agrees with FDA’s inclusion of packing as a exempt activity under its farm definition, the inclusion of postharvest treatments would nullify the inclusion of packers under this definition, since most packers make postharvest treatments.
Additionally, FDA should not distinguish between locations or timing of the pesticide use on the farm.  If the pesticide use is a traditional farming activity that is customary across all farms for the growing, harvesting and packing of a specific crop, regardless of whether the treatment against pests is made pre-harvest to the plants in the field or post-harvest on the commodity in the on-farm packing station, for example, then that pesticide use should be deemed an activity within the definition of a “farm” for purposes of the bioterrorism rules.

These interpretations effectively do away with the farm exemption mandated by Congress in the Bioterrorism Act.  The vast majority of farms in the United States engage in one or more of the above “manufacturing/processing” activities.  A great many farms, especially produce farms, place harvested produce in consumer-ready packaging (e.g., berries in baskets; apples, oranges, grapes and other produce in plastic bags).  Most farms apply pesticides to crops.  Many farms pack or hold crops that were grown on leased farmland.  In each of these situations, the farm would not qualify for the farm exemption, because it engages in “manufacturing/processing” and the manufactured/processed food is not consumed on the farm. 

USApple strongly recommends FDA allow farm exemptions regardless of whether farms or orchards are leased or owned.  From a practical standpoint, leased orchards or farms are operated as if the grower were the owner, so there is no need to treat leased farms or orchards as separate entities. 
Food Definition

USApple commends FDA for amending its definition of “food” in the interim final regulation to exclude food equipment and packaging materials.  Inclusion of these types of products in the definition would create substantial burden upon the agency and the food industry needing to submit registrations.  
Flexibility for the Registration Process

The 60-day timeframe for updating registration information in the Interim Final Rule is more workable for our industry.  However, the regulations should provide that a registrant should only amend a registration within 60 days of the date in which a significant event occurs. Significant events would include a change in ownership of a facility, location of a facility or the closing of a facility. Updates on registration is a burden for a firm when there is a management change, an area code change, a product or trade name addition or subtraction or changes in a product line.  While some of these are minor changes, the rule will require the information to be updated within 60 days of the change.  There should be some exemptions to the update requirement for minor changes and optional information provided.  Registrants should be permitted to notify FDA of these types of changes biannually or annually.  
Thank you for the opportunity to comment on this important issue.  We look forward to continuing to work with FDA on these important matters.

Sincerely yours,
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James R. Cranney, Jr.

Vice President
703 442-8850

800 781-4443

fax 703 790-0845

Web site www.usapple.org
8233 Old Courthouse Road, Suite 200   (  Vienna, VA 22182-3816 USA
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