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April 4, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, room 1061

Rockville, Maryland 20852


Re:
Docket No. 02N-0276 (Registration)
Dear Sir or Madam:

BC Hot House Foods Inc. (“BCHH”) welcomes this opportunity to comment on the U.S. Food and Drug Administration’s proposed rule to require registration of facilities that manufacture, process, pack and/or hold food.  BCHH markets, packs and distributes greenhouse grown fresh fruits and vegetables (i.e., tomatoes, bell peppers, cucumbers, and lettuce) on behalf of the sixty growers who share ownership in the private company.  Our packing and distribution facility is located less than one hour from the United States border in Surrey (Vancouver), British Columbia, Canada.  Last year, BCHH exported approximately US $ 69 million worth of highly perishable produce to the United States.  

It is BCHH’s understanding that the proposed rule would require registration of BCHH’s main packing and distribution center.  This is a stand-alone facility that packs, markets and distributes the fruits and vegetables grown by the sixty growers who own BCHH.  We seek clarity, however, on two issues related to the definition of farm.  

First, BCHH requests FDA to clarify in the final rule that greenhouse facilities devoted to growing fruits and vegetables are considered “farms” for purposes of the farm exemption from the registration requirement.  It appears that greenhouse facilities would easily fit within the proposed definition of farm as “[facilities] in one general physical location devoted to the growing of crops . . .”, but FDA does not explicitly state in the text or preamble to the proposal that greenhouses would be considered farms.    

Second, if such greenhouse facilities are exempt from the registration requirement as farms, BCHH requests clarification as to whether a greenhouse that also packs and labels the fruits or vegetables grown in that greenhouse would be considered a farm exempt from the registration requirement.  Certain of the greenhouse growers that jointly own BCHH pack and label at their own greenhouse facilities some of the fruits and vegetables marketed by BCHH.  The packing and labeling consists of: 1) affixing a PLU sticker directly to whole fruits or vegetables, and 2) placing the whole fruits or vegetables onto trays and into a box for shipment.  (Some greenhouses may also place multiple whole fruits or vegetables into a plastic bag or netting to which a label has been superimposed or attached prior to placing several bags in a master carton shipped to retailers.)  

FDA proposes to include in the definition of “farm” those “facilities that pack or hold food, provided that all food used in such activities is grown or raised on that farm …”  The proposal further provides that “facilities that manufacture/process food” would be considered “farms” for purposes of the registration exemption, “provided that all food used in such activities is consumed on that farm or another farm under the same ownership.”  By negative inference, BCHH concludes that the proposal would not deem facilities that manufacture/process food sold to a third party to be farms and, therefore, such facilities would be required to register with FDA.  

It is not clear, however, whether the agency would consider the packing and labeling done by certain BCHH greenhouse facilities, described above, to be “packing” or “manufacturing/processing.”  The confusion lies in the proposed regulation’s definition of manufacturing/processing, which provides labeling and packaging, among other actions, as examples of manufacturing/processing.  There are, therefore, two ultimate questions that need clarification.  

1. Would a greenhouse that affixes a PLU sticker directly to whole fruits or vegetables and then places them onto trays and into boxes for shipment be considered a farm that “packs” food, and, therefore, be exempt from the registration requirement?  Or would such a facility “manufacture/process” food for third parties, and, therefore be required to register?
2. Would the answer to this change if the greenhouse placed the fruits or vegetables into plastic bags or netting prior to placing them into boxes for shipment? 
*
*
*
*



BCHH appreciates the opportunity to comment with regard to the Agency’s proposed implementation of the Act’s registration provision.  Please do not hesitate to contact us if you have any questions.  

Sincerely,

Jerome Woynarski

Vice President, Operations

BC Hot House Foods Inc




 MACROBUTTON DocID \\\DC - 83928/0003 - 1715353 v1 
1
 MACROBUTTON DocID \\\DC - 83928/0003 - 1715353 v1 
 MACROBUTTON DocID \\\DC - 83928/0003 - 1715353 v1 

