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DATE: 
24 December 2003

TO:

Dockets Management Branch (HFA–305)

Food and Drug Administration 

5630 Fishers Lane, rm. 1061

Rockville, MD 20852

www.fda.gov/dockets/ecomments

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

RE:

[Docket No. 02N–0276] Registration of Food Facilities Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, Interim Rule
________________________________________________________________________
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 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 (Volume 68, Number 197, Pages 58893-58974) of October 10, 2003 [Docket No. 02N–0276] Registration of Food Facilities Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002; Interim Rule, 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 500 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–0276] Registration of Food Facilities Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002; Interim Rules, 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 are incremental in nature and every gain in security awareness and practices contributes to the total security of an individual company, organization and the nation.  However, ensuring security should not result in business paralysis.  The currently proposed interim regulations regarding food facility registration fail to take under consideration the following:

Specific Comments -  Requirements Beyond What is Mandated in the Act 

Issue:  The IFPA believes that FDA's interpretation of "farm" and "processing" on the farm is not consistent with Congressional intent and overreaches the Agency's authority under the Act.  The United States Congress’ intent in promulgating the Bioterrorism Act of 2002 was to provide the FDA with sufficient statutory authority to protect the safety and security of the food and drug supply.  As such, Section 305 of the Bioterrorism Act of 2002 requires that food facilities that manufacture/process, pack or hold food for human or animal consumption register with the FDA.  Specifically, under Section 305 (b) FACILITY— "For purposes of this section: (1) The term ‘facility’ includes any factory, warehouse, or establishment (including a factory, warehouse, or establishment of an importer) that manufactures, processes, packs, or holds food. Such term does not include farms;……(emphasis added)."  In defining facility, the United States Congress specifically provided that the term “facility” “does not include farms; ….” codified at 21 U.S.C. § 350d(b)(1) and it is therefore irrelevant whether farms pack or hold food; they are not “facilities” within the meaning of the Bioterrorism Act.

Recommendation:  

The FDA proposed interim final rules regarding food facility registration has expanded the definition of food facility from what was mandated by the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 to include many farming operations.  The FDA's definition of a food facility, to include some specific farming operations uses an expanded definition of food facility.  The United States Congress specifically intended in the Bioterrorism Preparedness and Response Act of 2002 to exempt farms from the food facility registration requirements and the agency's effectively does away with the farm exemption.  The rules regarding food facility registration should not be expanded beyond what has been set forth in the Public Health Security and Bioterrorism Preparedness and Response Act of 2002. The FDA should limit food facility registration to what has been set forth in the Public Health Security and Bioterrorism Preparedness and Response Act of 2002. 

It is strongly recommended that FDA review and amend the agency's proposed definition of "farm" taking into consideration Congressional intent as well as current fruit and vegetable production and packing practices, and farm ownership and leasing practices.

As currently proposed in the interim final rules, the registration of farming operations is burdensome, onerous and was not the intent of the Bioterrorism Preparedness and Response Act of 2002.  The registration of farming operations as food facilities is inappropriate and unworkable for the following reasons:

Leased Land

In many cases farm land for horticultural crops is leased and not owned by the grower or crop producer.  Responsibilities regarding decisions and activities on a given property are often contractually determined by both the "owner" and "producer".  Currently proposed interim final rules regarding facility registration are unclear as to exactly who is responsible to register, the grower or the land owner.  It would be impossible for a land owner to know all of the potential crops that would be grown on land that they are leasing to a grower and/or what harvest practices may be employed which may necessitate food facility registration.  It is recommended that the FDA adopt USDA policies regarding farming operations and leases of farmland.

Contract Harvesting

Only some harvest operations would trigger mandatory food facility registration under the FDA current interim rules regarding food facility registration, such as placing fresh fruit and vegetable products in end-use consumer units.  Harvest operations are routinely contracted to independent third party contractors.  Harvest contractors are employed to harvest and pack produce in the field for the responsible grower.  It is unclear exactly who would be responsible for food facility registration and exactly what or who would be registered as a food facility (i.e. the farm where the crop is being harvested, the harvest equipment or the company contracted to perform the harvesting operation)?  Further clarification from the Agency is requested.

Farms

It is unclear if a farm is what is required to register as food facility, as exactly what the Agency is requesting regarding a physical address to identify a property location is problematic because most farms or ranch properties do not have a postal street address, nor does their exist and any harmonized or commonly accepted method of identification.  This may prove to be especially problematic for foreign producers. Further clarification from the Agency is requested.

Crop Rotation

The FDA appears to have underestimated the complexity of the registration process, the number of "farm - food facilities" that would be required to register, and the reporting burden on facilities and parent firms if some farming operations are required to register as food facilities.  FDA particularly appears to have underestimated the number of times facilities would have to register, un-register and re-register as crop rotation occurs which may be in as short of a time interval as every 60 days.  Because of the scope of the interim final rules, which now would include many farming operations, the amount of information required or requested, and the need for timely information updates, there is a real potential for the FDA registration database system to become clogged, with adverse consequences for domestic commerce and international trade.

Postharvest Application of Chemical Treatments

It is unclear if the use of chemicals in postharvest handling operations, such as the use of water disinfectants when used in postharvest operations, would trigger mandatory farm - food facility registration under the FDA current interim rules.  For example, use of chlorine as a water disinfectant to reduce potential spread of microbial contamination by the water on a farm should not be considered as a pesticide treatment to reduce microbial loads on produce but as an aid to assure that water used in a postharvest applications is of suitable quality for its intended purpose.  Further clarification regarding this issue is needed from the Agency.  It is recommended that farms which use chemical treatments to assure water quality should be exempted from the food facility registration requirements.

Record Keeping Requirements

Farming operations, if not exempted from being classified as food facilities, as intended by the U.S. Congress, would now face burdensome, costly and onerous recordkeeping requirements. Farming operations core business focus is not data collection and analysis.  Classification of some farms as food facilities would trigger mandatory recordkeeping requirements as set forth in the Act.  While this additional data may be beneficial to the Agency, the cost of such practices would be disproportion to their effectiveness and usefulness.  If some farms are not exempted from classification as food facilities, it is recommended that recordkeeping requirements be appropriately scaled to reflect the inherent business practices of specific industries, such as for perishables.

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

