Blue Ridge Paper Products Inc.

175 Main Street

Canton, NC 28716

Telephone 828-273-4260

July 7, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

Room 1061

5630 Fishers Lane

Rockville, Maryland 20852

Re: Blue Ridge Paper Products Inc. comments on Section 306, Establishment and Maintenance of Records, under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 [Recordkeeping - Docket No. 02N-0277]

Blue Ridge Paper Products Inc. (Blue Ridge) respectfully submits these comments with regard to the regulation proposed by the Food and Drug Administration (FDA) entitled "Establishment and Maintenance of Records: Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the “Bioterrorism Act)", which was published in the Federal Register on May 9, 2003 (68 Fed. Reg. 25188).

Blue Ridge is an independent, employee-owned business founded in May 1999 and employing approximately 2200.  BRPP is a leading producer of liquid packaging, envelope papers and extrusion coated bleached board for food packaging.  Our employee owners operate a pulp and paper mill, an extrusion plant and 5 converting plants located throughout the United States.  

Blue Ridge commends Congress and the Food and Drug Administration for taking actions to protect the U.S. food supply from terrorists acts and encourages the Agency to continue working with industry to take reasonable steps to protect the public.  However, as proposed, the recordkeeping provisions will unduly burden many companies and due little to protect the food supply from acts of terrorism.  Hopefully our comments and others submitted to the FDA will result in the proposed regulations being revised to exclude food contact packaging. 

(1) Are the proposed Recordkeeping requirements necessary for the proper performance of the FDA’s functions including weather the information would have practical utility?

The proposed Recordkeeping requirements (Section 306 of the Bioterrorism Act of 2002) would require domestic persons that manufacture, process, pack, transport, distribute, receive, hold or import food intended for human or animal consumption in the United States to establish and maintain certain records.  This appears straightforward until looking at the definition of “food” proposed by the FDA.  FDA has brought suppliers of food-contact materials into the proposed regulation by using the definition of “food” found in Section 201(f) of the FFDCA, which defines “food” as (1) articles used for food or drink for man or other animals, (2) chewing gum and (3) articles used for components of any such article.  The proposed regulations also include a list of examples of products that the FDA considers “food” and the list includes “food and feed ingredients and additives, including substances that migrate into food from food packaging and other articles that contact food”.  FDA further adds that” “substances that migrate into food from food packaging” include immediate food packaging or components of immediate food packaging that are intended for food use.” 68 Fed. Reg. 25195 (May 9, 2003).  FDA has attempted to clarify this further by interpreting packaging in Section 306 “to mean the outer packaging of food that bears the label.  FDA is not interpreting packaging to include food contact substances, which are included in the definition of “food”” 68 Fed. Reg. 25191 (May 9, 2003).

The proposed regulation, as it pertains to the definition of “food”, is contrary to the Bioterrorism Act itself.  The Act states that “domestic persons who manufacture, process, pack, transport, distribute, receive, hold or import food intended for human or animal consumption in the United States” may be required to establish and maintain records.  We interpret food for human or animal consumption to mean conventional or edible food.  This would not include packaging or food-contact materials. The definition of “food” included in the proposed regulation would include numerous items that clearly are not intended for consumption and would do little to protect the public from Bioterrorism or other health emergencies.   

FDA asserts “Section 306 of the Bioterrrorism Act expressly states that FDA has authority to require recordkeeping as to “food, including its packaging.”” 68 Fed. Reg. 25189 (May 9, 2003).  In our view, the Bioterrorism Act does not give the authority to require recordkeeping for packaging.  The Bioterrorism Act states that "The Secretary, in consultation and coordination, as appropriate, with other Federal departments and agencies with responsibilities for regulating food safety, may by regulation establish requirements regarding the establishment and maintenance, for not longer than two years, of records by persons (excluding farms and restaurants) who manufacture, process, pack, transport, distribute, receive, hold, or import food”.  Manufacturers of food contact materials or outer packaging, are not included.  The Act continues by describing which types of records the Secretary may need.  These records would include information needed to “identify the immediate previous sources and the immediate subsequent recipients of food, including its packaging”.   FDA is using this section to grant itself authority over packaging by using one phase, “food, including it’s packaging”.  This section, however, is describing what types of records may need to be maintained, not who is required to maintain them.  It is important to point out that many packaging manufacturers will be required to provide detailed information for their customers as a result of the proposed regulations.  Requiring them to establish and maintain records of immediate previous and immediate subsequent recipients is redundant and overly burdensome. 

The intent of the bill, as stated in the Conference Report on the Bioterrorism Act (H.R. Rept. No. 107-481, 107th Cong.,2d Sess. 107, May 21,2002), is “to improve the ability of the United States to prevent, prepare for, and respond to Bioterrorism and other public health emergencies”.  In our view, the inclusion of food contact materials in the proposed regulations will do little to meet this intent and would unduly burden many industries.  In the preamble to the proposed rules the FDA asserts that the regulations “would result in significant improvement in the FDA’s ability to respond to and help contain threats of serious adverse health consequences or death to humans or animals from the accidental or deliberate contamination of food.” 68 Fed. Reg. 25188 (May 9,2003).  FDA has failed to provide any evidence that food contact materials pose such a threat or that the proposed regulations, as they pertain to food contact materials, would help the agency respond to or contain such a threat.  

In summary, the burden of establishing and maintaining records for facilities that manufacture and store food-contact materials is contrary to the language and intent of the Bioterrorism Act.  The recordkeeping requirements, as proposed for food-contact materials, will not provide any significant assistance to FDA in preventing, preparing for or responding to terrorism or other public health emergencies.  Finally, if the proposed definition of “food” and food-contact materials is not changed FDA must provide a better understanding of what materials are included within the scope of the regulation.  This will allow for better cost and burden estimates by those impacted by the regulation. 

Blue Ridge thanks you for the opportunity to comment on this proposed regulation.

Sincerely,

Raymond R. Ricker Jr.

EHS Manager, DairyPak Division, Blue Ridge Paper Products Inc.

