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4 April 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–0278] Prior Notice of Imported Food 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 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 5377) of February 3, 2003 [Docket No. 02N–0278] Prior Notice of Imported Food 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–0278] Prior Notice of Imported Food 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.

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.  However, ensuring security should not result in business paralysis. The currently proposed regulations regarding prior notice of imported food fail to take under consideration the following:

1)  Packaging

Issue:  The proposed regulations regarding prior notice of imported foods are burdensome and overstep what was put forth in the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.  For example, the FDA's definition of a food, to include packaging materials, uses an expanded definition of food and it is unclear exactly which packaging materials will require prior notice of importation and which will not.  It should also be noted that it is impossible for packaging manufacturers to have knowledge of and/or control over all of the potential uses of their products.  Hence it may be impossible for them to determine whether or not they would need to file prior notice of importation.

Recommendation:  The proposed prior notice of imported food regulations should not be expanded beyond what has been set forth in the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.  It is recommended that the FDA assess each proposed rule regarding prior notice of imported food and compare the purpose of each proposed activity with its security benefit.  This will help determine if the cost of each practice correlates proportionally with the effectiveness and usefulness of such actions.

2)  Transportation

Issue:  There are multiple types of transport (air, land and sea) and a wide diversity of food products (refrigerated perishables, frozen and shelf-stable foods) that currently available for commerce.  A "one-size-fits" all approach regarding prior notice of imported foods is inappropriate and unworkable. The currently proposed regulations regarding prior import notice of foods are particularly onerous to the perishable refrigerated foods industry and in particular to the fresh fruit and vegetable industry, which relies upon just-in-time (JIT) distribution and delivery systems. There are numerous uncertainties associated with any transportation system. JIT delivery systems are particularly prone to inherent uncertainties of the transport system and must remain flexible to adjust for any unforeseen circumstances such as inclement weather or road conditions.  Certain current long-held shipping business practices would have to be altered significantly or eliminated to conform to the proposed regulations regarding prior import notice of foods. These practices include and are not limited to:

· Fresh produce is almost always shipped on a just-in-time basis because it is highly perishable. A two-hour prior notice may be insufficient in some instances, as in the case of air shipments whereby airtime between cargo loading and arrival may be less than two hours. Also airlines give priority to passenger luggage not cargo. This inability of shippers to control the exact amount of food loaded onto airplanes puts out of their control the ability to comply with proposed prior notice requirements.

· Less-than-a-load (LTL) trucks that routinely have last-minute additions will not be permitted. Trucks are often filled-out or cubed-out to maximize the amount of cargo space utilized, to drive down transportation cost on a per-item basis. Current proposed regulations would eliminate this practice and could increase perishable food costs significantly.

· LTL mixed-load shipments that contain numerous products from various shippers may be detained at the border due to one extra box of one of the shippers’ products. This would create significant hardship on suppliers using LTL carriers who are complying with prior notice regulations.

Recommendation:  The proposed regulations regarding prior notice of imported foods should be altered to accommodate the timelines and uncertainties of various modes of transportation.  The proposed regulations should also take into account the perishability of various food products, with priority and flexibility being given to perishable products that rely on just-in-time distribution and delivery systems. The prior notice of imported food regulations must be constructed in such a way as to provide the ability to change shipment numbers, as well as account for unforeseen delays such as border crossing delays and inclement transport arrival delays caused by weather.

3)  Implementation
Issue:  The proposed regulations regarding prior notice of imported foods may seriously underestimate the total number of companies engaged in transport shipping, handling and storage of food.  The sheer number of import prior notifications may cause the currently proposed system to become quickly clogged, thus disrupting commerce and trade. The time frame being allowed for personnel training (approximately two months, October 2003 to December 2003) is insufficient for effective implementation of the final rule by both government and industry personnel. 

Recommendation:  The time frame for mandatory implementation of prior notification of imports should be 3-6 months after the FDA has effectively demonstrated that a functional reporting system is in place. This would assure that the system will function properly while giving industry the opportunity to train personnel on how to use the system.

4)  Import Data

Issue:  Some of the data requested in the proposed regulations regarding prior notice of imported foods is requested, "if known." This designation indicates that the FDA would like to know but doesn't require, for example that the grower be specified. Does this also indicate that if the shipper does know the name of the grower and does not state it on the prior import notice then the notice will be incomplete and the shipment may be put on hold? 

Recommendation:  The FDA should limit requested prior notification of import data to required  information and eliminate any queries for information that may be optional to prevent confusion. It is also recommended that the FDA make clear that failure to comply with all notification requirements does not imply that adverse health consequences or death are associated with the product and that a product "hold" is not equivalent to administrative detention

5)  Administrative Detention

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.

6)  Authorization to Submit
Issue:  Persons authorized to submit prior notice of importation excludes shippers.

Recommendation:  Shippers should be allowed to file prior notice of importation of food.
7)  Centralized Information

Issue:  The overall objectives of the Bioterrorism Preparedness and Response Act of 2002 are to improve the ability of the U.S. to prevent, prepare for and respond to bioterrorism and other public health emergencies.  However, collection of data regarding all imported foods shipments will create a database of vulnerable information and potential targets for those who wish to engage in nefarious acts.

Recommendation:  The FDA data collection and storage system for food import prior notification must have extraordinarily stringent security protocols in place to prevent persons with ill intent from accessing this information. However, even if data submitted to the FDA is kept secure, submitters may still have on their personal computers information which may be potentially accessed by those with ill intent.  Diversity, nonconformity and lack of centralized information may actually prove more effective in preventing potential terrorist attacks on the food supply.

8)  Impound Procedures

Issue:  Many perishable products including fresh fruits and vegetables require cold storage.  What party will be responsible for fees associated with storage of unregistered imports when they are impounded?  Is there sufficient refrigerated impound space available?

Recommendation:  A clear chain of custody and fiduciary responsibility is required when products are impounded.  It also must be determined and assured that appropriate and sufficient impound storage facilities are available before enforcement begins.

9  Harmonization

Issue:  The proposed regulations regarding prior notice of imported foods creates a dual track system which is not harmonized with current U.S. FDA and U.S. Customs service regulations and practices. An example is the nonconformity between originating country and country of origin between the U.S. Customs Service and the U.S. FDA.  

Recommendation:  We strongly recommend that FDA regulations be harmonized to conform with current U.S. FDA and U.S. Customs Service regulations.  Proposed harmonization by 2005 is an unacceptable time frame for implementing harmonization.

10  Recordkeeping

Issue:  The two-year record keeping requirement is redundant.

Recommendation:  The two-year record keeping requirement is redundant with other regulatory provisions such as PACA. and should be harmonized with PACA.

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
