July 8, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852





Re:  Docket No.02N-0277
Dear Sir or Madam:

On behalf of its members, the Pet Food Institute (PFI) presents the following comments in response to the Food and Drug Administration’s Notice of Proposed Rulemaking entitled “Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002” (Bioterrorism Act) (68 Federal Register 25187, May 9, 2003).  PFI represents companies that manufacture 97 percent of the dog and cat food sold in the United States and supports the overall intent of the Bioterrorism Act to improve food and feed safety.  However, the proposed rule, as currently drafted, would pose a number of burdens on the US pet food industry and its suppliers that would not contribute to the overall goal of improved food safety.  


PFI joins with a number of other food and feed-related trade associations who view the proposed rule as going beyond the statutory authority granted by the Bioterrorism Act.  Though the goals of the rule are laudable, its unintended effects on the food and feed industry could be damaging.  For example, and as PFI will comment in more detail below, the proposed rule will impose a huge recordkeeping and logistical burden on the pet food industry beyond the intent of the Bioterrorism Act.  In addition, this proposed regulation would provide an exemption to certain pet food facilities that are also 
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exempt from recordkeeping under 21 C.F.R. 589.2000 - - an incorrect use of previous regulations to accomplish a safety and health related function.   

The first section of PFI’s comments addresses the pet food-related questions posed by the agency in the proposed regulations, particularly the proposed exemption, while section two covers comments on general terms, definitions and possible applications of the rule to pet food and other industries.

Proposed Pet Food Exemption


In this initial regulation, the agency is proposing to exempt from the recordkeeping requirement of the rule certain pet food facilities that are also exempt from the recordkeeping provisions of 21 C.F.R. 589.2000, the “BSE Rule.”  The BSE Rule is designed to prevent the possible inclusion of pet food products containing certain mammalian proteins from inclusion in ruminant animal feed.  Under the proposed regulations for the Bioterrorism Act, the agency has proposed the following:

“We are proposing to exempt pet food entities that are not subject to the recordkeeping requirements of the BSE rule from recordkeeping requirements 

of this proposed rule.  As a part of that proposal, the agency posed the 

following questions, “(1) Should FDA exempt all types of animal food entities from all or part of this proposed rule? (2) Should we exempt all pet food 

entities from all or part of this proposed rule? (3) Should we treat pet food the same as other types of animal food by requiring pet food entities to meet all the recordkeeping requirements under this regulation, not just those subject to the BSE rule? (4) Should we use criteria other than the scope of the BSE rule to determine which pet food entities should be exempt?  If so, what should those criteria be?” (68 FR 25192)

It is the position of the Pet Food Institute that the agency erred when it attempted to combine provisions of the BSE rule with the intent of the Bioterrorism Act.  The BSE rule is solely designed to prevent the introduction and amplification of BSE in the United States.  This introduction and amplification could be accidental or intentional.  The disease prions that are believed to lead to BSE are unlikely to be used as a bioterrorism weapon due to the long incubation period.  Therefore, the recordkeeping requirements 
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of the BSE rule do not fully address the stated needs of the recordkeeping provisions of the Bioterrorism Act.  

In the Summary of the proposed recordkeeping rule, the agency states the following: “Such records [as required by the rule] are to allow for the identification of the immediate previous sources and the immediate subsequent recipients of food.” (68 FR 25188)  By creating an exempt category of food products, pet food, a gap in the ability to implement a “one up one back” system of recordkeeping could result. 

In addition, to the question of equal treatment for pet food as other animal feeds, the Pet Food Institute believes that the health and safety of pet dogs and cats in the United States is very important and should not be compromised.  Pet food should, therefore, be treated equally under the rule and pet food companies should be required to maintain the same level of records as other animal feed companies.  Commercial pet food production in the US relies extensively on a variety of ingredients, including animal protein-derived ingredients such as lamb meal, as well as certain vitamin supplements, that are unique to animal feed.   The production of these ingredients would be subject to the recordkeeping requirements.  Even though the agency believes, and the Pet Food Institute agrees that there is a lower danger of human health consequences from a potential terrorist attack or food-related emergency concerning pet food (68 FR 25191), the public safety intent of the proposed rule would not be met if any finished pet food product were totally exempt from the recordkeeping requirements.  

Finally, since this exemption is not applicable to retailers selling pet food products, those establishments would be required to maintain records.  In the event the agency needed to determine the source of materials originating from a pet food supplier, the retailer would only be able to provide the description of the products and name of the supplier from which it received the product.  If those products were produced by a company exempt from this rule due to its exemption under 21 C.F.R. 589.2000, it is possible that the pet food company in question would not have records 
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needed to continue the investigation into the “credible threat” of harm to humans or animals.

Therefore, for the reasons set forth above, the Pet Food Institute is opposed to the proposed exemption for pet food firms.  In addition, PFI would urge the agency to apply the recordkeeping rules fairly and equally to all pet food and animal feed operations.

General Comments


Beyond the comments in opposition to the proposed BSE-related exemption for pet food companies above, the Pet Food Institute would also like to comment and request clarifications on a number of other areas in the proposed rule.  These areas include the basis for defining a credible threat, the definition of “responsible individual,” the standard for compliance with the time limits for providing requested records, alternate methods for keeping records, and, finally, clarification of recordkeeping requirements within one company.  

Basis for Credible Threat

First and foremost, one comment that extends to all sections of the rule involves the definition of “credible threat” that would permit the agency to invoke the powers contained in the law.  In the proposed regulation, and derived from the Bioterrorism Act, an examination of the records required under the proposed rule would be allowed upon the agency’s receipt of “credible threats of serious adverse health consequences or death to humans and animals.” (68 FR 25188)  The Pet Food Institute would urge the agency to base decisions on threats to food and feed on strictly a science-based criteria rather than the stated “reasonable belief” level of proof.  (68 FR 25189)  The agency should not allow its record examination authority, or any other part of its powers under the Bioterrorism Act, to be used for political, economic or other purposes not expressly related to protecting public health.  The standard for its use should be consistent with good scientific practices and clear, unambiguous determinations of a danger to animal or human health.
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Definition of Responsible Individual

The agency has stated on a number of occasions that it is not requiring the development and maintenance of new records to comply with the proposed rules.  However, in proposed Section 1.352(a)(6) the agency does describe the need for “the individual responsible” to account for shipments of food and feed.  The identity of this individual should be determined based on the most effective way to respond to a potential request from the agency in the event of an emergency.  For example, in the Summary to the proposed rule, the agency states that “[t]he regulations should give businesses the flexibility they need to store records in the manner they find most efficient.” (68 FR 25189).  Taking these two sections into consideration, it seems appropriate to allow businesses to determine who a responsible individual is for the purposes of this rule.


For example, to clarify the Pet Food Institute’s position, records kept on the intra-company movement of products, from facilities in different locations for example, should reflect a chain of custody not necessarily related to a specific individual.  Truck drivers, warehouse employees, and others engaged in intracompany transportation will not, generally, have access to the detail needed to satisfy the recordkeeping requirements and the need to track the movement of products.  The “responsible individual,” in this example, is most expeditiously determined by the business affected.  This individual would be selected as the key contact for the agency, as well as the person with the most material knowledge to permit compliance with the short time frame under the proposed rule for providing relevant records (see below).

Standard of Compliance with Providing Records

Under the proposed rule, when the agency determines there is a credible threat of harm from a food or feed product, the responsible company affected by such a threat has a limited amount of time to produce records.  Proposed section 1.361 requires records be made available within four hours if the request is made between the hours of 8 a.m and 6 p.m. local time, Monday through Friday.  On weekends, holidays and other 
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time periods, that time is increased to eight hours. (68 FR 25199)  Since the required record retention period of two years for human food and one year for animal feed and pet food could encompass thousands of possible combinations of products, ingredients and packaging materials this short time from for compliance may not be possible for most businesses.  

In addition, requests for records, whenever possible, should be made in writing to avoid potential confusion over which records are required and/or when the request was formally made.  This written request would permit affected firms to know precisely when they must comply with the agency request.


Similarly, since many pet food manufacturers produce a variety of products on different production lines while relying on one or a few sources of ingredients, the number of final products potentially covered by an agency records request could completely overwhelm a firm’s capabilities if the four hour time period applies to all records.  The Pet Food Institute would urge the agency to interpret this time requirement to be a good faith effort at providing records.  For example, a firm would be viewed in compliance if it provided records which allowed for the immediate location of possibly contaminated articles.  However, the additional time required beyond the four hour time period to locate, compile and provide records on the detained article’s manufacture should not be viewed as a prohibited act. (see Proposed Section 1.363)  This flexibility in providing records would also aid the agency in what would no doubt be a stressful, media intensive event.  By first providing records that aid in preventing harm to humans or animals and subsequently providing records that aid in any potential investigation, the agency would not be overwhelmed and burdened by extraneous or in some cases completely irrelevant records.

Alternative Methods for Keeping Records


In numerous instances in the proposed regulations, the agency makes reference to “the lot or code number or other identifier of the food (to the extent this information exists.)” [emphasis added] (68 FR 25197) The Pet Food Institute would request 
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clarification on the emphasized phrase “to the extent this information exists.”  In numerous public presentations, agency officials have described the use of lot numbers as necessary “if available.”  (presentation of Leslye Fraser to Agricultural Transporters Conference, June 16, 2003)  This different characterization of the use of lot numbers has caused confusion.

Many Pet Food Institute members use lot numbers to identify their products during production.  However, these lot numbers are not always used to track products from the initial production to final delivery and the imposition of such a requirement would create a large burden on the industry and would not yield additional information needed to trace products.  The Pet Food Institute, therefore, would request clarification from the agency as to the requirement, or not, for the use of lot numbers and if and when they are required, to what extent must they reflect batches of products or individual units.

Intracompany Recordkeeping

In various places in the proposed rule, the agency describes the requirements that are placed on “transporters” and “nontransporters.”  The burden of record keeping, however, is greater on nontransporters who actual process, hold, pack or otherwise manipulate food beyond mere transportation.  For example, the agency describes the requirements of nontransporters, “Nontransporters are also expected to keep records of the transporters that they receive food from and send food with.  Nontransporters will thus be required to keep records on both transporters and nontransporters.” (68 FR 25194)  This two-tiered system can lead to confusion the agency should clarify - - can a nontransporter that owns its own transportation and delivery system also be considered a transporter for the purposes of record keeping?  If so, must the nontransporter keep records on itself?


In the proposed rule, the agency discusses this interpretation when it states, “The statute could be read to provide that at every step of the movement of the food, the immediate previous source is the person who had the food before they delivered it to 
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the next person.” (68 FR 25194)  However, this concept of who must maintain records and on what transactions is not clear by the fact that comments are requested as to whether this is a  “reasonable interpretation” of the statute.  

The Pet Food Institute would urge the agency to clarify this area of the rule by unequivocally stating that the record keeping requirement applies only when articles of food change possession between firms.  An actual transfer of title to the food may not be necessary, as would be the case when a firm still owns articles transported by another.  This clear statement of record keeping requirements would prevent the interpretation that a firm must have internal record keeping above and beyond what is normally required for its operation.  In other words, production personnel would not need to hold records on transfers of food to warehouse personnel within the same or other facilities owned by the same company.  Only at such time as the food left the possession and control of one firm and entered into the possession and control of another firm, via a transporter or not, would the record keeping requirement enter into effect.  Any other interpretation of the statute would impose a crushing burden of internal tracking systems and paperwork that would detract from most firms’ abilities to do business and is well beyond the intent of the Bioterrorism Act.

Conclusion
PFI appreciates the opportunity to offer comments to this proposed rule implementing the recordkeeping provisions of the Bioterrorism Act.  PFI will continue to work with the agency and other federal and state government divisions to further increase the safety of the country’s food supply.  The Bioterrorism Act contains a number of provisions that can, if carefully implemented, accomplish improvements in food security.   This proposed rule, along with all others related to the implementation of the Bioterrorism Act, needs to be completely considered in light of all the comments 
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received by the agency to determine if it meets its statutory requirement and does not create an overwhelming burden on affected businesses.  

Sincerely,
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Duane H. Ekedahl

Executive Director
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