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July 8, 2003

To: fdadockets@oc.fda.gov 

Re: Docket No. 02N-0277 (Recordkeeping)

The Produce Marketing Association (PMA) is pleased to submit these comments to the Food and Drug Administration about its proposed regulations to implement the Recordkeeping section (Section 306) of Title III of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.
PMA is the largest global not-for-profit trade association representing companies that market fresh fruits and vegetables. Our 2,400 members range from grower-shippers and supermarket retailers, to hotel and restaurant chains and overseas importers. Within the United States, PMA members handle more than 90% of fresh produce sold at the consumer level.  

PMA’s purpose is to sustain and enhance an environment that advances the marketing of produce and related products and services. The association is funded primarily by members’ dues, revenues from exhibits, product sales, and meeting registrations.

Like FDA, PMA and its members are committed to ensuring a safe and secure food supply, and we appreciate the opportunity to help FDA in this endeavor. 

Our members believe in the objective of the new act: reduce, restrict, detain, and destroy any food intended for the people of the United States in the event that the article of food presents a threat of serious adverse health consequences due to acts of bioterrorism. They take this seriously. 

Exemption for Farms

PMA recommends that FDA establish a broader definition of “farm” for purposes of exemption from the recordkeeping requirement. The proposed rule defines “farm” as “a facility in one general physical location devoted to the growing of crops for food, the raising of animals for food (including seafood), or both.” Farms that also pack or hold food are not required to establish and maintain records, provided all the food used in those activities is grown or raised on that farm or is consumed on that farm. Such farms are viewed by FDA as being mixed-type facilities where the packing or holding is incidental to the central activities in which most farms are engaged.

PMA disagrees with FDA’s decision to require recordkeeping by farms that minimally process their produce for further marketing. Many fresh produce farms incorporate packing and holding activities, and minor manufacturing/processing activities should be considered incidental to the packing and storage activities. Accordingly, in order to give effect to the legislative intent to exclude farms, the definition should include typical fresh produce post-harvest farming operations such as packing/packaging, washing, grading, waxing, sizing, cooling, application of inventory control items (e.g. price lookup stickers or universal product codes), conventional storage, controlled-atmosphere storage, transportation from the fields, transportation to storage or processing facilities, and transportation from the farm. These activities should be included in the definition of “farm” whether they are conducted in the field or in a packinghouse.
Burden of Requirements

There is little doubt that the recordkeeping requirement as proposed will be a tremendous burden to the food industry, and the costs will be passed on to consumers. Retailers may have to track the purchases of over 750 fresh items annually, from over 500 vendors, an enormous task.

PMA recommends that FDA allow for the use of available documents to satisfy any inspection requirements, so long as the relevant information is included. This approach minimizes recordkeeping burdens and accommodates the diversity and complexity of the channels of trade within the food chain and differences in the operational characteristics of individual food businesses.

Another issue is tracking lot codes. Lot codes are often customer-driven; there are no standards and many configurations in the produce industry. A lot code is not even required by some customers. It would be burdensome, in fact nearly impossible, to establish and maintain records regarding lot codes, and the usefulness for bioterrorism purposes is questionable given the manner in which bulk produce is sold. Companies should be able to make their own decisions about whether to include lot codes in recordkeeping.

PMA commends FDA for endorsing flexibility in determining the immediate previous source and immediate subsequent source of the food. The degree that specificity of immediate previous sources can be identified will vary based on numerous factors. For example, fresh produce is often commingled to meet marketplace needs. FDA recognizes that in some cases information can be obtained that may reduce the number of potential sources for a specific food, but not necessarily identify the exact immediate previous source, and we urge FDA to include that flexibility in the final rule. 

FDA could encourage the greatest specificity possible in terms of records components and sourcing to best target affected product and minimize trade/marketing disruptions should FDA action be warranted. This approach would accommodate the diversity and complexity of the fresh produce trade and would be consistent with FDA’s interest in having access to detailed information. 

FDA should specifically note that inspection of records or recordkeeping systems pursuant to these regulations happen only in the event of a credible threat and are not to be a part of any other routine FDA inspection.

Moreover, while the Bioterrorism Act clearly mandates records access if FDA has a reasonable belief that food is adulterated and presents a threat of serious adverse health consequences (Section 306(a)), it is unclear whether FDA must even establish recordkeeping requirements. Specifically, Section 306(b) states that FDA “may by regulation establish requirements regarding the establishment and maintenance, for not longer than two years, of records…to allow the Secretary to identify the immediate previous sources and the immediate subsequent recipients of food.” Accordingly, although Section 306(d) provides that FDA “shall promulgate proposed and final regulations establish recordkeeping requirements,” it appears that the term “recordkeeping” is meant only in the general sense of access to existing records.

Packaging
FDA’s proposed regulation is unclear about which, if any, packaging items are subject to the recordkeeping rules. FDA notes that Congress expressly gave the agency the authority to require recordkeeping as to “food, including its packaging.” 

The proposal states that FDA interprets “packaging” for purposes of this regulation to mean the outer packaging of the food that bears the label. However, the proposal then says that FDA believes the risk of contamination from outer food packaging is relatively small compared to the risk from contamination of the immediate package that comes into contact with food. The conclusion is that “FDA is proposing not to require covered persons to keep records regarding outer food packaging.” 

Elsewhere in the proposal, FDA states that it is construing the definition of “food” to include “substances that migrate into food from packaging” such as immediate food packaging or components of immediate food packaging that are intended for food use, except for outer food packaging that is not considered a substance that migrates into food. The applicability of this proposal to food packaging materials was further complicated by statements made by FDA staff on May 7 at a satellite downlink meeting to discuss the administrative detention and recordkeeping proposals. At that meeting, FDA staff stated that the proposal was not intended to apply to food packaging materials.

We understand that a number of companies and industry organizations, including the Society for the Plastics Industry, Inc., are submitting comments on the section of the proposed rule that would regulate these types of nonfood materials. We support their comments, particularly those that emphasize Congress’ intent to exclude food-contact materials, the lack of clarity in the proposed rule on this point, and the fact that the burdens of recordkeeping would outweigh the benefits with respect to food-contact materials.

In this regard, we urge FDA to exempt food-contact materials from the rule. We are not aware of FDA citing any specific instances in which wherein foodborne illness outbreaks were caused by food-contact articles, and it seems unlikely that terrorists would attempt to contaminate food indirectly in that way.

Producers of Food Products and Ingredients/Additives Intended Solely for Export

The proposal is silent as to whether firms producing finished food products or food additives and ingredients intended solely for export must comply with the recordkeeping requirements. As this regulation applies to foods for consumption in the United States, PMA believes that producers of such products should be exempt from the recordkeeping requirements.

Reasonable Belief Standard and Other Records

Meaning of the standard: The “reasonable belief” standard in the recordkeeping proposal is similar to the administrative detention provision’s “credible evidence/information” standard. New section 414 of the FD&C Act specifically provides that “if the Secretary has a reasonable belief that an article of food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals, each person who manufactures, processes, packs, distributes, receives, holds, or imports such article shall, at the request of an officer or employee duly designated by the Secretary . . . permit access to and copy all records relating to such article that are needed to assist the Secretary in determining whether the food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals.”  

This clearly applies not only to records regarding immediate prior sources, but also immediate subsequent recipients. We believe FDA should clarify what is meant by “reasonable belief.” We recommend that “reasonable belief” should require laboratory analysis and/or sworn affidavits confirming an intentional act of adulteration.
Notice: Under the FD&C Act prior to implementation of the Bioterrorism Act, FDA did not have the authority to review any of the records it is now allowed access to under new section 414 of the FD&C Act, although FDA may only inspect these records now if the reasonable belief standard is met. Because the new records access and review power is such a broad expansion of FDA’s authority, we recommend that written notice should be provided by the inspector delineating which records are being requested and containing an explanation of how the standard is being met. This would be similar to the procedure followed under the Low Acid Canned Foods statute.  
In addition, FDA does not propose a definition for “responsible individual” at the firm that was the immediate prior source, the transporter, or the immediate subsequent recipient.  This could also lead to problems in identifying the appropriate person within a company that should be contacted to when FDA wishes to exercise its record review authority.  This term should be clarified to ensure that sufficient procedural safeguards are in place.

Communications
Because the fresh produce industry and its transportation partners are highly diverse and fragmented, it is essential that FDA develop a strong communications program to disseminate the new regulations once they become final. We call FDA’s attention to independent truckers in particular. The fresh produce industry in the United States relies heavily on independent truckers to move fresh fruits and vegetables to market quickly. FDA must make strong efforts to reach these independent businesses.
Recordkeeping: Location and Length
The proposed rule notes that records must be kept at the establishment where the covered activities described occurred or at a reasonably accessible offsite location, provided they can be accessed within the proposed time. We appreciate the flexibility this affords companies that can best maintain such records in a headquarters facility. 

The requirements for record access should be lengthened. If requested during business hours (8 a.m. to 5 p.m. local time), the company should have 8 hours to comply. If the request is made at any other time, the company should have 12 hours to comply or until noon the following day, whichever is longer. Whether the records are paper or electronic, there could be hundreds of records to be searched given the complexity of the industry.

We appreciate that FDA is limiting recordkeeping for perishables to a shorter timeframe than nonperishables. For fresh produce, however, one year is still excessive, as fresh produce is not in the marketplace for that length of time. Six months would be sufficient.

We are also concerned about the fact that the one-year records retention period only applies to perishables “not intended for processing into nonperishable foods.” However, a company may not know, at the time of sale, whether particular shipments of perishables may be subsequently used for processing into nonperishable foods. FDA should clarify that companies selling perishables can rely on the applicability of the one-year records retention period unless they have actual knowledge, at the time of sale, that the perishables will be used for processing into nonperishable foods.

Thank you for the opportunity to present these comments. We are eager to work with the agency in this important endeavor. Please do not hesitate to call on us.

Kathy Means

PMA Vice President

