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August 7, 2002
Dockets Management Branch

(HFA-305)

Food and Drug Administration

5630 Fishers Lane, Rm. 1061

Rockville, MD  20852


Re: 
Comments on regulation development plans



Public Health Security and Bioterrorism Preparedness and Response



Act of 2002

To Whom It May Concern:

Pacific Coast Producers submits the following comments with regard to drafting regulations to implement the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (“the Act”):

1. Section 302.  Protection Against Adulteration of Food.  The Act requires the Secretary to give high priority to increasing the number of inspections of food offered for import, with the greatest priority given to inspections to detect intentional adulteration of food.  We suggest that in many instances inspection of the food itself will be insufficient to protect against adulteration, and that inspection of the processes used to create the food product will be warranted.  For example, in the food processing industry it is possible to contaminate (either intentionally or unintentionally) articles of food during the processing, and such contamination will not be readily apparent from the packaged food article upon importation into the U.S.  Currently, U.S. companies undergo sanitation and safety audits from several different entities.  The USDA conducts inspections, the American Institutute of Baker’s conducts inspections, and several agencies have jurisdiction, and conduct inspections relating to worker health and safety, all of which work to ensure that the consumer receives a clean, safe, healthy product, produced in a safe environment.  Processors of food outside of the U.S. should be required to adhere to the same standards as U.S. processors, not only for the good public policy of worker safety and health, but for the necessary public policy of preventing contamination of the food supply.  Therefore, the Secretary should be attentive to, and provide tools to ensure that, imported foods are produced with good manufacturing practices, subject to minimum standards that are designed to ensure a safe product.  This may require a more proactive approach than simply inspection of the product upon arrival, and testing of a sampling of items, in order to ensure there is no adulteration of the U.S. food supply.  This may require actual inspection, with U.S. standards of foreign food processing facilities.  As in the case of U.S. processors, foreign processors should be required to pay fees to cover the costs of the inspection program and pesticide clearance reports.

2. Section 306.  Maintenance and Inspection of Records for Food.  Importers should be required to comply, and maintain records for two years not only with regard to the “manufacture, processing, packing, distribution, receipt, holding, or importation of the food,” but also with regard to pesticide records, including pesticide records from providers of ingredients or components of food.  In addition, foreign food processors should adhere to U.S. pesticide standards, and maintain the documentation to prove compliance.  Determination of adulteration would be facilitated if a paper trail exists to document what chemicals are applied to the ingredients, and where those ingredients are sourced.  In addition to records regarding pesticides usage, foreign manufacturers should be required, as are U.S. manufacturers to track the ingredients to the source.  For instance, a U.S. processor can identify which grower contributed the raw product by the can code on the ultimate goods.  Foreign processors should be required to maintain the same records so that food safety issues can be traced back to the source. 

3. Section 307.  Prior Notice of Imported Food Shipments.  The Act requires advance notice of imports, and provides for an eight hour default minimum notice time.  This minimum eight hour notice period, if adequate to ensure the Secretary’s staff has adequate time to receive, review and respond to the notification, simply requires reasonable planning on the part of the importer, and should be a part of the regulations.

Thank you for the opportunity to provide input on the draft regulations.  Please feel free to contact me at 209-367-8800 should you have any questions or concerns about the above comments.

Very truly yours,

Mona Shulman

VP/General Counsel
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