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July 8, 2003

Commissioner Mark B. McClellan

Dockets Management Branch

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:
Proposed Rule on Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002
Dear Commissioner McClellan:

These comments relating to the U.S. Food and Drug Administration’s Proposed Rule on Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the “Proposed Rule”) are submitted on behalf of the National Association of Convenience Stores (“NACS”).  Founded in 1961, NACS is a non-profit International trade association.  There are over 134,000 convenience stores in the United States, which employ nearly 1.4 million Americans.  This industry sold $13.4 billion in foodservice in 2002, which constituted 12.27% of in-store sales for the industry.

Convenience Store operators provide consumers with convenient locations to quickly purchase a wide array of retail items including many foods and beverages.  In addition, many convenience stores are small businesses – 70 percent of NACS members operate 10 stores or less.  These companies operate on tight profit margins and an increase in compliance costs may erode profit margins and put significant pressure on this industry.

NACS is concerned that the Proposed Rule will impose large costs on the convenience store industry without protecting the public from bioterrorism.  The Proposed Rule will provide a layer of investigative convenience in the event that there are problems with some foods, but the rule will not – and is not designed to – stop such problems from occurring.  In addition, the infrastructure does not currently exist to implement this rule in an efficient way.  Therefore, convenience stores and other retailers will have to spend thousands of hours manually recording the information that FDA requires.  These costs are likely to put retailers out of business.  
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NACS’ comments on the Proposed Rule are: First, the costs for complying with the Proposed Rule are too high; Second, FDA should mandate that the relevant information be provided to downstream recipients of food products; Third, the Proposed Rule’s exemption for restaurants should be expanded or clarified; Fourth, the definition of perishable food should be amended to be more consistent with industry practice; Fifth, document access requirements in the Proposed Rule should be more reasonable; Sixth, retailers should not have to duplicate information about the previous sources of food products; and Seventh, staggered implementation of the Proposed Rule will cause compliance problems.

1. Costs for Complying with the Proposed Rule are too High

The costs of compliance with the Proposed Rule will be far higher than estimated by FDA.  FDA estimates startup costs for convenience stores of $2,512 and recurring costs of $126.  Currently, however, there is no mechanism to efficiently share the information required by FDA throughout the food distribution chain.  The result will be that retailers will have to manually record the lot and code number for every food item they receive every day.  This process will be labor-intensive and costly.  For example, a single gallon of milk typically has five different code numbers and a “sell by” date.  The Proposed Rule requires all of this information as well as the quantity of the item and the form of packaging of the item to be recorded.  

In addition, the Proposed Rule requires retailers to maintain information about the “specific source of each ingredient” used to make a finished food product.  The list of ingredients in most packaged foods sold in convenience stores is very long.  It is not clear how retailers would be able to obtain such information for one product.  Recording and maintaining such information for all the products in the store would be an impossible task.  While the Proposed Rule applies this requirement only where information is “reasonably available,” there is no explanation of what is and is not considered “reasonably available.”  The result will be that retailers will incur large costs attempting to gather this information, but will still achieve only spotty compliance at best.  Taking all of these factors into account, one NACS member has conservatively estimated that compliance costs will be $30,000 per location. The industry is currently seeing a major spike in labor costs – 7.1% of total sales in 2002, up from 6.4% of total sales in 2001 – the additional labor costs that will be incurred in order to comply with this Proposed Rule may put some small companies out of business.

The Proposed Rule also contemplates duplication of effort at numerous points throughout the food distribution system.  Manufacturers, processors, wholesalers, transporters and retailers all must essentially re-create the same information.  This system is costly and wasteful.  As described in further detail below, FDA should avoid this duplication of effort by requiring that the required information be transferred along with the food products throughout the distribution system.

In our view, FDA did not properly account for the unusually high labor costs that must be incurred to compile the required records.  In particular, FDA did not recognize that retailers will need to pay additional staff in order to record the required information.  For convenience stores, many of which are small businesses, this burden will be very difficult to bear.  FDA is required by the Small Business Regulatory Enforcement Fairness Act to consider the burdens on small businesses when promulgating regulations and to consider less burdensome alternatives.  NACS believes that FDA has not fulfilled this responsibility because it did not adequately estimate the compliance costs for small retailers.

2. FDA Should Mandate that the Relevant Information be Provided to Downstream Recipients of Food Products

FDA could ameliorate some of the burdens on small business retailers by requiring that upstream entities (e.g., manufacturers, processors, wholesalers and transporters) provide the required information to all downstream recipients of their food products.  Imposing such a requirement would avoid some of the massive duplication of effort contemplated by the Proposed Rule and would still provide a ready means of tracking food products.    

3. The Exemption for Restaurants Should be Expanded or Clarified 

The Proposed Rule includes an exemption for restaurants, which are defined as facilities that sell food directly to consumers for immediate consumption.  Many convenience stores make such sales of prepared foods, but convenience stores are included in the Proposed Rule’s definitions as an example of retail facilities.  In NACS’ view, convenience stores that sell food for immediate consumption should be exempt from the proposed rule.  There is no reason why convenience stores that sell prepared foods should have greater regulatory burdens than any other type of entity that sells prepared foods.  

In fact, the restaurant exemption as currently proposed leads to results that are difficult to justify.  Why, for example, should a convenience store that sells lunchmeat be required to comply with a costly system of recordkeeping while a delicatessen that sells precisely the same product to the same consumer is exempt?  As another example, the Proposed Rule requires retailers to maintain lot, code, packaging and ingredient information for all of the pet food they sell.  Dog kennels, however, are considered “restaurants” and therefore are exempt from the Proposed Rule.  There is no principled reason for requiring costly pet food recordkeeping of small retailers, but not requiring such records for facilities specifically intended to care for pets.  The only sensible answer to these unjustifiable inconsistencies is to exempt retailers that sell food to consumers for immediate consumption from the requirements of the regulation.

It appears that, rather than exempting convenience stores that sell food for immediate consumption, FDA has proposed a partial exemption such that records need not be kept only for the exempt activities, but that is not clear in the Proposed Rule.  FDA should either take a functional approach allowing facilities that sell food to consumers for immediate consumption to have a full exemption or they should clarify that convenience stores and other facilities that make sales for immediate consumption need to maintain records for that part of their operation.

4. The Definition of Perishable Food Should be Amended

The Proposed Rule defines perishable food to be food for which quality will be adversely affected if it is held longer than seven days.  This definition excludes many products (including milk, which sometimes has a shelf life of up to 15 days) that are handled and treated as perishable in the food distribution system.  The definition should be amended so that perishable foods are those that are refrigerated or those that will be adversely affected if held longer than 20 days.  Such a change would make the regulation more consistent with industry practice.

5. Document Access Requirements in the Proposed Rule are Unreasonable

FDA should require that businesses be prepared to make their records available in a reasonable amount of time following a request.  The Proposed Rule requires that documents be available within four hours following a request.  That is not reasonable.  Off-site storage facilities often cannot provide stored documents that quickly and convenience stores simply do not have the space to store these documents on site.  In fact, given the volume of records required to be maintained by the Proposed Rule (2 years’ worth of code numbers and other information for almost every food product received by the facility), even documents stored on-site may be difficult to locate within four hours.  Accordingly, FDA should allow businesses to make documents available within 48 hours.

6. Retailers Should not Have to Duplicate Information About Previous Sources

The Proposed Rule requires that virtually all businesses in the food distribution system must register with the FDA, yet it also requires that virtually all businesses record extensive contact information about the transporter and non-transporter businesses from which they receive food.  This duplication is unnecessary.  It should be sufficient for retailers and other downstream businesses to simply record the name of the firms from which they receive food as long as those facilities are required to be registered with FDA.  Such a change would save businesses from recording duplicative information regarding their many suppliers which FDA already has in its possession.  This change also may help avoid the confusion that may result if a retailer records different contact information than a supplier provides to the FDA.  Therefore, by requiring less extensive information, FDA can both reduce compliance costs and avoid unnecessary confusion.

7. Staggered Implementation Will Cause Problems

The staggered implementation dates contemplated by the Proposed Rule may make it difficult for some businesses to comply with the rules.  While the Proposed Rule requires many entities to comply within six months, small businesses have twelve months to comply and very small businesses have eighteen months to comply.  Many transporters, for example, are small or very small businesses.  It is not clear whether the retailers receiving products from small and very small business transporters will be able to gather relevant information from them such as the “responsible individual.”  Transporters may not have decided who to designate as the “responsible individual” by the time other businesses must comply.  In order to smooth implementation and compliance, therefore, FDA should allow all businesses eighteen months before they have to comply with the final regulation.  

Thank you for your consideration. If you have any questions, please feel free to contact me at (703) 684-3600.

Sincerely,
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Allison R. Shulman

Director, Government Affairs
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