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December 23, 2003

Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Subject: Docket No. 02N-0276 - Registration of Food Facilities
To the Dockets Management Branch:

The International Dairy Foods Association (IDFA) is the Washington, D.C. based organization representing the nation's dairy processing and manufacturing industries and their suppliers.  IDFA is composed of three constituent organizations: the Milk Industry Foundation (MIF), the National Cheese Institute (NCI) and the International Ice Cream Association (IICA).  Its 500-plus members range from large multinational corporations to single-plant operations, and represent more than 85% of the total volume of milk, cultured products, cheese, and ice cream and frozen desserts produced and marketed in the United States - an estimated $70 billion a year industry.

IDFA strongly supports the concept and provisions of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act) and also supports Food and Drug Administration's (FDA) critical role of ensuring the safety and wholesomeness of the American food supply.  IDFA is pleased with FDA's efforts and accomplishments during the promulgation of this regulation and offers the following comments and suggestions to FDA's interim final regulation on registration of food facilities published in the Federal Register on October 10, 2003.  
The following issues are addressed in these comments:

1. The term facility is somewhat amorphous and requires further clarification.
2.   The cost of a US Agent is negligible.
3. 
Product category information is confusing and of questionable use.

Issue #1 - The term facility is somewhat amorphous and requires further clarification.

IDFA has received countless calls from its membership regarding whether or not a particular establishment is a facility under FDA's regulation and if so, whether it needs to register with FDA or is otherwise exempt.  Despite diligent efforts and consultation with legal counsel, the answer is not always apparent.  IDFA requests clarification on the following types of establishments:
A) Corporate Headquarters and Sales Offices.  Many companies have non-processing, non-warehousing corporate headquarters and sales offices and typically there is a de minimis quantity of the company's product on site for the consumption of staff, business associates or visitors.  IDFA is concerned that some FDA enforcement personnel could interpret having small quantities of food on site as a "holding" which would in turn trigger a need to register.  
The crux of the issue is FDA's interpretation of its definition of the term "hold" or "holding."  In the definition in section 1.227, FDA states "Holding means storage of food." FDA then continues to state that "Holding facilities include warehouses, cold storage facilities storage silos, grain elevators and liquid storage tanks."  By implication, it appears that FDA has intended to qualify a very broad concept to a much narrower construction, in particular, FDA has by example limited "holding" to actions that arguably conventional wisdom would suggest were industrial in nature.  IDFA is hopeful that this was in fact FDA's intent.

This potential problem is exacerbated by the fact virtually all business in the US keep some amount of food or beverage on site for staff or business associates or visitors. IDFA believes it would be nonsensical to have non-processing, non-warehousing corporate headquarters or sales offices, or businesses in general, register merely because they offer staff, business associates or visitors milk, coffee, juice, soda, or a sample of a product the company produces.  IDFA urges FDA to either establish a de minimis exemption or otherwise clarify that this type of situation does not constitute holding and therefore does not trigger the need to register.  In the alternative, FDA should consider this for inclusion in the existing exemptions such as the retail or restaurant exemptions.
B) R&D/QA Establishments. FDA has stated in the Prior Notice regulation that Quality Assurance/Quality Control samples are subject to the prior notice regulation.  Some have interpreted that to mean the final destination for those samples, the R&D/QA laboratory, is automatically a registerable food facility.  IDFA asserts that is not always the case and seeks FDA's concurrence with our position.  In particular, we would like FDA to acknowledge that a R&D/QA laboratory (a facility) where a food product is only held for traditional laboratory analyses and which is not consumed by humans or animal does not need to register. IDFA believes this is appropriate as the regulation only applies to facilities that manufacture/process, pack or hold for human or animal consumption and without the consumption element, the facility is not covered.  IDFA acknowledges that human tasting is common at many of these facilities but wanted to be on the record that in some cases consumption will not occur.
C) Nonprofit Establishments.  Many universities around the country have dairy processing operations that are used conduct to research and to teach students food processing techniques, food safety and otherwise interest student in dairy and food processing as a career choice.  Commonly, these processing operations produce fluid milk, butter, ice cream and/or cheese products which are ultimately offered for sale to the university and members of the general public through retail operations typically attached to the processing location.  The University of Maryland in College Park, has such an operation (for ice cream production) within two miles of FDA's College Park offices.  IDFA believes that these facilities do not need to register with FDA based on two separate exemptions.  First, we believe that these operations meet the retail food establishment exemption, that is, they exist primarily to sell food directly to consumers and the processing aspect is analogous to the in-store bakery example cited in FDA's, December 2003, Guidance for Industry - Questions and Answers Regarding Registration of Food Facilities.  
In addition, however, we believe that these facilities also meet the nonprofit establishment exemption. The only area of confusion with this exemption is that FDA refers to the exemption in section 1.226(e)  as "nonprofit food establishments in which food is prepared for, or served directly to the consumer," but in the definition in section 1.227(b)(7) it seems to add a requirement that the facility be a charitable organization, but then appears to contradict that by stating that in that same definition that one needs only meet the  IRS 501(c)(3) criteria.  Our question is, did FDA intend to narrow the 501(c)(3) criteria which includes both charitable and educational institutions (among others) to just the charitable institutions, and if so, why?  Further, if FDA did intend to limit the nonprofit exemption to a subset of 501(c)(3) institutions, would FDA agree that the retail establishment criteria and exemption applies?
Issue #2- The cost of a US Agent is negligible.
IDFA is cooperating with Registration and Licensing Systems (RLS), a vendor that developed software that allows facilities to register directly with RLS while adding a host of benefits including 60-day email reminders regarding the need to keep registration information current and enhanced multi-lingual (English, German, French, Portuguese, Mandarin Chinese, Spanish and Italian) capabilities. RLS then interfaces with FDA's systems and registers the facility.  RLS provides this enhanced service for $350 per facility.  In addition to providing enhanced registration capabilities, RLS will also act as a US agent for separate fee.  RLS offers its US Agent service at $199 per year per facility.  So, a foreign facility, for example in Brazil, could register with the RLS system, in its native language, Portuguese, and name RLS as its agent for a total of $549.  Inasmuch as FDA specifically requested comment on the cost of a foreign facility's acquisition of a US agent, IDFA is pleased to provide this information.
Issue #3 - Product category information is confusing and of questionable use.

IDFA has received numerous inquiries from its membership about what product categories to include (e.g. check off) during the registration process.  As FDA is aware, the categories in Section 11a of the registration are based on 21 CFR 170.3 which is less than fully inclusive, which is problematic in and of itself, but in addition, the references to specific sections of the CFR are frequently duplicative.  For example, if a facility manufactures/processes, packs or holds butter for consumption in the US, the facility could check off any or all of categories 13, 23 and 33.  The duplicative action and redundancy is caused by the repeated references to 21 CFR 170.3 (n)(12) under each of these categories.  Butter is listed as one of many products in 21 CFR 170.3 (n)(12).  Confusion exists because a registrant does not know which of three in this example to check off or if they should check off all three.  IDFA has advised its membership to consider making their decision based upon a combination of the meaning of the category header as well as the underlying CFR citations.  So, under IDFA's theory, a butter manufacturer would check off only category 23, Milk, Butter, or Dried Milk Products and ignore categories 13, Dressing and Condiments, and 33, Vegetable Oils despite the fact that butter is included in the 21 CFR 170.3 (n)(12) reference below these respective headers.  IDFA is fairly certain, that other trade associations, law firms and consultants are undoubtedly giving their advice as to how to comply in this situation and we are equally certain that while the approach we have chosen is the most sensible, others are probably advocating checking off all three categories, "just to be on the safe side."  

Given the ambiguity demonstrated above and the fact that the above is far from being an anomaly, IDFA questions how the product categories could be used in a meaningful way.  In order for these categories to be useful, IDFA asserts that the regulated community and FDA must have an identical understanding as to which categories should be selected.  Absent the identical treatment, IDFA believes the only safe way to handle an alert involving a product category is to announce the concern to everyone that has registered.  If everyone is going to be notified, then the information is being collected without any need, and is therefore unnecessary.  IDFA therefore encourages FDA to remove section 11a from the registration requirement and seek alternate means to segregate facilities. 
While IDFA has offered comments and suggestions to the interim final rule, FDA should remain aware that IDFA is impressed with FDA's diligent efforts and substantial improvements that were made to the proposed regulation and greatly appreciates FDA's continued willingness to accept further comments on the regulation.  IDFA is hopeful that you will find our comments helpful in your further review of the issues. 
Respectfully,
Clay Detlefsen

Vice President, Regulatory Affairs & Counsel

