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The CPMA welcomes the opportunity to provide comments on the above-referenced notice of proposed rulemaking as published by the Food and Drug Administration (FDA),  to implement the Recordkeeping section (Section 306) of Title III of the Public Health Security Act and Bioterrorism Preparedness and Response Act of 2002.

We understand that the normal course is to submit comments on the individual regulatory proposals outlined in specific dockets.  Relative to bioterrorism regulations, the four proposals are of course inexorably linked.  We had hoped to have some indication of the final regulatory requirements for registration and pre notification, as in our submission, and in parallel Canadian submissions, there was an expressed hope that the Canadian exporter might be deemed as the importer of record.  In addition, we had promoted the concept of a mutually recognized fresh fruit and vegetable registration system between Canada and the USA based upon the PACA, and CFIA/DRC.  Developments in these areas could well affect our input on the above recordkeeping requirements, or need. 

We will nonetheless offer our input on recordkeeping.   If Canadian exporters are eventually acceptable as importers of record, they will be responsible for meeting the USFDA requirements.  If not, they will still be required to maintain records in their position in the supply chain as suppliers to the U.S. importer or agent.

The CPMA

The CPMA is a voluntary not-for-profit trade association whose members have an interest in the health and economic success of the fresh fruit and vegetable market in Canada and represents over 90% of all fresh fruits and vegetables sold in Canada.  It is a vertically integrated association with members from the production side right up through to retail and foodservice in Canada; including import and export.  We also have members who supply service to the trade and a large international membership, with upwards of 40% of our members from outside Canada.  This stands to reason given that approximately $3 out of every $4 sold at retail or at foodservice in Canada is imported.  Our single largest supply country is the United States; representing approximately 75% of all fresh fruits and vegetables imported into Canada.  Consequently, we have over 170 U.S companies or commodity organizations as members, or, approximately 85% of our international membership.  The balance of our international membership is from ten other countries.

Exemption for Farms

We believe the definition for farms should be broadened out to include fresh produce post harvest farming activity such as packing/packaging, washing, grading, waxing, sizing, cooling, application of PLUs and UPCs, conventional storage, controlled atmosphere, transportation from the fields – to storage or processing, and from the farm.  These are activities of many farm operations, and by including these provisions, it would appear that this would fulfill the intent of the USFDA to exempt farms.  It could also reduce the impact upon Canadian exporters.  

If farms are exempted under the USFDA, the requirements for national treatment under NAFTA would suggest Canadian farms would also be exempted.

Requirements

In the fruit and vegetable sector, there are a multitude of products, and large number of suppliers, and significant product co mingling.  This in itself will result in fairly onerous requirements for many key players.  The process of meeting the regulations, and record storage required due to the two year proposal, will create significant administrative burden.  We sincerely hope these issues will be considered in the development of more administratively feasible time frames requirements; we would suggest six months..  In addition, we hope USFDA will provide clarity as to the level of responsibility for record keeping back through to the supply base. 

In the event of a threat, a company should also be provided a longer period of time to comply in providing records, particularly when such a request is made in non business hours. 

Reasonable Belief

The necessity for access to records is beyond question.   We would recommend that there be careful and very prescriptive language which links the request to either laboratory evidence and /or other legal evidence confirming an act of terror.  It will also be critical to have clearly identified the responsible party such that there will be no confusion, and more importantly, appropriate and timely industry response.

Recipes

Industry invests significant dollars into product development.  We would suggest that safeguards be considered to protect such proprietary information, while permitting USFDA to obtain the specific information required. 

Summation:

The need for records is of course not arguable, and notably for instances of bioterrorism. It is critical that this requirement be examined and then prescribed such that industry can reasonably respond to government needs.  

As the governments of Canada and the United States engage further under the Smart Border initiative, as they move ahead in developing their respective domestic systems, we would encourage both to develop common requirements, in terms of time limits, farm exemption definition, reasonable belief, et al.

We appreciate the opportunity to provide our comments to this important endeavour.  As always, we are ready to work in a cooperative fashion with government.

Dan Dempster

Canadian Produce Marketing Association

