ESTABLISHMENT AND MAINTENANCE OF RECORDS UNDER THE PUBLIC HEALTH SECURITY AND BIOTERRORISM PREPAREDNESS AND RESPONSE ACT

COMMENTS-PROVINCE OF MANITOBA, CANADA

DOCKET NO. 02N-0277

This letter is in response to the Food and Drug Administration’s (FDA) request for comments on the regulations proposed under the Public Health Security and Bio-terrorism Preparedness and Response Act of 2002 (The Bioterrorism Act of 2002). 

Manitoba supports the objectives for bioterrorism preparedness to enhance the safety and security of the US food supply.  Manitoba believes that this can be done in a manner that is consistent with United States international trade obligations and in a way that rules are not more trade restrictive than are necessary.  

Canada/US trade is not only increasing but is an important part of both of our economies.  Due to the extremely strong linkages which exist between the agri-food sectors on each side of the border, increased food security measures adopted by the United States will lead to increased food security for Canada as well, and the North American continent as a whole.

In support of the goals of the Bioterrorism Act of 2002, Manitoba feels that option 10, as outlined in the proposed regulation will best serve the FDA in its goal of minimizing any threats to the US food supply.  The requirement that US domestic firms, whether shipping interstate or intrastate, establish and maintain records as outlined in the draft regulation will maximize the FDA's capability to implement trace back procedures within the borders of the US.  As well, the inclusion of foreign plants, which register under the proposed regulation rule, will provide total coverage of the food supply within the US.  The inclusion of all stakeholders, (intrastate, interstate and foreign) provides for a level playing field as required under established trade agreements.  We agree that only those foreign firms that register with the FDA be required to establish and maintain records.  This will create efficiencies in the foreign firms' requirements to comply with all aspects of the act and regulations thereunder.  

The final rule should provide clear direction on which foreign firms would be exempt from the requirements of the act.  In section, "Proposed 1.326" it is stated that foreign firms are subject to the regulations, "unless you qualify for one of the exclusions proposed in 1.327".  Criteria, which form the basis for qualifying for exclusions, would be very helpful in interpreting which types of foreign firms/operations would be excluded.  For example, we strongly believe that Manitoba farms, which ship crops and livestock directly to customers in the US, should be excluded from fulfilling the requirements of this act.     

The role of foreign transporters bringing food into the US requires some clarification, as only domestic transporters are provided direction on the records they must establish and maintain.  Is it the intention of the FDA that necessary food information on shipments employing foreign transporters is satisfied by the import information requirements under the Prior Notice rule? 

Because of the fact that the risk of food contamination from the outer packaging is very low, we are also in agreement that firms supplying outer packaging materials not be required to register or establish or maintain records.

It would be beneficial to provide the food industry with a model form that could be used to record all the required information, with the option for the industry to use this form or established record keeping systems as per proposed regulation.  The model form would be very useful to the small- and medium- sized enterprises that will have to put more effort into establishing and maintaining the required records than larger firms.  Larger firms are more likely to have well-established quality assurance and safety programs (e.g. HACCP) in place, and consequently will have a great majority of the required records already on hand.

The definition of "perishable products", having a defined shelf life of seven days, is practical and realistic.  Under the proposed Administrative Detention regulation (303) (Docket 02N-0275); however, it is stated that it may take seven days to clear a detained shipment of perishable product (two days to file an appeal and five days thereafter for decision by FDA).  By this time, the defined shelf life of the product may have been reached at the time of release, but the product is not yet on the market.  Thus, even with the expedited process, the quality of some products may be compromised at time of release.

Thank you for this opportunity to comment on the Bioterrorism Act of 2002.

Sincerely,

Terry Smyrl

Manager, Food Quality and Product Development

Manitoba Agriculture and Food

Winnipeg, Manitoba, Canada

Phone: (204) 945-1341; Fax: (204) 945-4327; Email: tsmyrl@gov.mb.ca 

