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March 5, 2003

Attn: Stuart Shapiro, FDA Desk Officer

Office of Information and Regulatory Affairs

Office of Management and Budget

New Executive Office Building

725 17th St., NW

Room 10235

Washington, D.C. 20503


Re:
Docket No. 02N-0276 (Registration)

Dear Mr. Shapiro:

The American Frozen Food Institute (AFFI) welcomes this opportunity to provide comments to the Office of Management and Budget with regard to the U.S. Food and Drug Administration’s (FDA) proposed rule to implement the food facility registration provision of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Act or statute).  AFFI is the national trade association representing frozen food manufacturers, their marketers and suppliers.  AFFI’s 525 member companies are responsible for approximately 90 percent of the frozen food processed annually in the United States, valued at more than $60 billion.  AFFI members are located throughout the country and are engaged in the manufacture, processing, transportation, distribution, and sale of products nationally and internationally.  

The Act entrusts FDA with securing the American food supply against acts of intentional contamination, but provides little time for the agency to implement the several provisions designed to fulfill this mission.  AFFI understands that FDA is working under stringent time constraints and appreciates the agency’s efforts in attempting to implement the Act in record time.  It appears, however, that in the haste to promulgate the proposed rule on registration, the agency seriously underestimated the paperwork burden that certain aspects of the proposal would have on industry.  


Specifically, the proposed requirement that registrants submit the “FDA product code” categories for all foods in a registered facility would add substantially to the costs of the rule, with no practical benefit.  AFFI, therefore, strongly urges the agency not to adopt this aspect of the proposal.  Moreover, FDA could ease significantly the burden of collecting registration information by allowing transmission of electronic data files.  These recommendations, discussed in further detail below, would allow FDA to fulfill its responsibility under the Paperwork Reduction Act of 1995 to maximize the practical utility and public benefit of the information collection.  

I.  
General Product Categories are Not Necessary for the Proper Performance of FDA’s Functions 

The proposed requirement that registrants submit to the agency the FDA product code categories for each food manufactured, processed, packed or held in a facility is neither necessary for the accomplishment of the agency’s mission, nor useful as a practical matter.  Numerous facilities manufacture, process, pack, and hold thousands of different types of products.  The nature of those products, moreover, changes constantly over time.  Assigning general product categories to this vast array of products, and updating that information with FDA, would impose enormous costs on the food industry far in excess of FDA’s estimated costs.  

Specifically, FDA estimates that removing the proposed requirement to submit product category information would decrease the amount of time necessary to fill out the form from one hour to 45 minutes.  Although this may hold true for small companies/facilities that produce uniform food products, it understates significantly the time it would take large food companies/facilities to complete registration forms.

Large facilities that manufacture, process, pack or hold hundreds or thousands of different food products would have to review each product to determine the appropriate product category.  The applicable FDA product code is difficult to determine for certain foods, however, due to the redundant and counter-intuitive nature of the code.  For instance, ready-to-eat pudding belongs in the “bakery products, dough mixes, or icings” category, while pudding mixes belongs in the “gelatin, rennet, pudding mixes, or pie fillings” category.  Understanding these subtle distinctions may take several minutes for certain products.  Thus, it may take larger facilities hours to determine the applicable general product categories.  

Moreover, the categories would be subject to constant fluctuation as the nature of the products produced at larger facilities changes constantly over time.  This would require monthly registration updates for facilities with larger, more diverse product lines, imposing an enormous burden on both FDA and industry not considered in the agency’s cost estimates.  

It is also unclear how access to this information would be useful in enhancing the protection against terrorist threats to our food supply.  FDA tentatively concluded that general product category information is necessary “for a quick, accurate, and focused response to a bioterrorist incident or other food-related emergency.”  In addition, agency personnel at the January 29, 2003 public meeting regarding the proposal emphasized the importance of using the product category information for “targeted communication.”  AFFI believes, however, that focused communication of terrorist threats would hinder, rather than foster, an effective response to a potential threat.  

The arbitrary nature of the FDA product code would inevitably lead to mistakes in category classification such that the general product categories submitted to FDA would not necessarily bear a relationship to the foods produced at a given facility, particularly with respect to facilities producing many diverse products.  If FDA were to target communications to only those facilities that reported foods in a specific category, the agency might fail to notify the larger facilities that produce affected food products, but classified them in the wrong category.  Since the larger facilities produce high volumes of products with nationwide distribution, focused communications could lead to devastating consequences.  

Further in that regard, it is important to recognize that one food manufacturer’s finished product is another’s ingredient.  Many of the proposed product categories encompass foods used as ingredients in countless finished food products (e.g., cheese, flour, and dried milk).  Communications targeted at discrete categories would fail to apprise manufacturers of any potential threat of the thousands of finished products in which the affected foods are used as ingredients.  

In summary, the usefulness of providing general product category information is highly questionable, while the costs to industry of tracking this information would be enormous.  AFFI, therefore, strongly urges FDA to eliminate the proposed requirement to submit general product categories.  In the alternative, the agency should, at a minimum, revise the registration form to allow a company submitting registrations on behalf of numerous facilities to indicate that the company’s facilities, when considered together, manufacture/process, pack, and/or hold products in “most/all food product categories.” 

II.
FDA Should Allow Submission of Electronic Files to Minimize the Burden of the Information Collection on Large Companies

While the interactive Internet registration system would likely be an efficient method of gathering information from companies registering few facilities, AFFI recommends that the agency also accept transmission of electronic data files.  This would allow a company operating from its headquarters location to submit a single file encompassing the required registration information for all facilities it owns, operates, or for which it is acting as an agent.  The ability to submit registration data via transmission of electronic files (e.g., Microsoft Excel), in lieu of interactive data entry, would streamline the administrative burden associated with the new regulation on both the agency and larger companies.  

Further in that regard, with respect to the Internet-based registration system, AFFI recommends designing the system such that a company registering on behalf of multiple facilities would be able to enter registration data simultaneously from more than one desktop.  Also, the system should allow a single registrant to save the data inputted in the interactive database such that information for a given facility could be partially entered one day and completed at a later date.  


AFFI appreciates the opportunity to comment on the paperwork burden associated with FDA’s proposal to require registration of food facilities.  AFFI looks forward to working with the agency to develop this and other required rulemakings in a manner that will maximize public health protection without unduly burdening food manufacturers, processors, and handlers or interfering with the smooth functioning of the commercial food supply.
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