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July 7, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, Maryland  20852

Re:
Docket No. 02N-0275; Proposed Rulemaking; Administrative Detention of Food for Human or Animal Consumption Under the Public Health Security and Bioterrorism Preparedness Act of 2002. 

Dear Sir/Madam:

These comments are submitted on behalf of Grupo Bimbo (GB thereafter), a company with assets in the USA such as Bimbo Bakeries USA. Our company is one of the leading baking companies in the American Continent, with operations in the U.S., Mexico, Central America, Peru, Colombia, Venezuela, Chile, Brasil, Argentina and Europe.

The purpose of these comments is to voice our concerns regarding the agency’s proposed rule regarding administrative detention of food under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.

  GB recognizes the efforts FDA has put forth in trying to develop procedures for detained perishable and non-perishable foods, as well as, the related appeal process.  Since FDA already has the statutory authority to detain foods, GB agrees that there should be clear and straightforward procedures for both detention and appeal that can be easily utilized by government and industry.  

GB is hopeful that its comments will assist the agency as it moves forward to finalize this important policy.  

         GB has compiled several suggestions that we believe can aid in creating a workable administrative detention system so unnecessary burdens and deprivations of property can be reduced or eliminated:  

Definition of “Perishable Food” 

GB believes that the actual definition is not workable and it is probably too narrow.

The definition of perishable food should be reviewed and extended to cover foods with a shelf life of 120 days or less.  The reason for this is explained bellow  While the Bioterrorism Act does not define perishable food, it does evince Congress’ intent that all reasonable efforts be made to avoid the unnecessary loss or reduction in marketability that may result from erroneous administrative detention.  

Many foods with a shelf life of greater than seven days may suffer loss or significant reduction in marketability, if detained for more than 7 days (that is, by subjecting them to the procedures applicable to non-perishable food).  

One example of the days increase needed for this definition, are bakery products, such as tortillas or snack cakes. This products might have a shelf life that goes from 10 to 35 days, but when consumers shop for them, they typically favor those products bearing more distant expiration dates.  In recognition of this preference, retailers and distributors are more likely to reject delivery of a shipment of bakery products, if it bears a less distant expiration than comparable products that may also be available.  Thus, even relatively brief administrative detention of such products can render them unmarketable.  That is even more delicate if we export those bakery products from Mexico to the USA.  The time it takes the product to go from production to the marketplace might take a few days. If we add the time it might be detained, the product will lose all marketability when it is released under the proposed definition of perishable food.

Another example can be potato chips or cookies. This products might have a shelf life that goes from 60 to 120 days, but consumers favor those products bearing more distant expiration dates and retailers and distributors are more likely to reject their delivery or sale if it bears a less distant expiration than comparable products available, rendering less marketable, even though they may remain fresh at the time of release from detention.

In order to better ensure that administrative detentions of food do not unnecessarily render such products unmarketable, the definition of perishable food should be revised to include food with a shelf life of 120 days or less.

In conclusion, many foods with shelf life substantially greater than seven days are at risk of losing or suffering a reduction in marketability, if detained for more than seven days.  By extending the definition of perishable food to those with shelf lives of up to 120 days, such harms can be reduced.

Economic Impact

Since bakery products generally have a very short shelf life, GB is concerned that even a short detention, such as the one FDA proposes for perishable foods, is likely to have serious economic impact on business and in all likelihood, will render detained bakery product  unmarketable. 

FDA estimates that the potential cost to small entities of each administrative detention would be $20,000 to $330,000, but acknowledges that “the actual range of potential costs for a single detention would be much larger.”  To make matters worse, the proposal makes no provision for compensating affected parties for the costs they may suffer due to erroneous detentions.  Accordingly, the degree of deprivation to which FDA may subject owners of food property may be enormous.

In some case authorities might feel the need to label the product while detained.  This should be avoided at all cost, since if the product is detained erroneously, the label may make it unmarketable.

When one considers that nearly half of administrative detentions may be erroneous, that the potential costs of detention may be enormous and are likely to be borne by small businesses, and that the proposal makes no provision for compensation for erroneous detentions, the FDA’s procedural protections becomes of critical importance.

Authority to Detain

Based on the serious nature of administrative detention, GB strongly believes that such decisions should be made by an official at the regional FDA director level and that state officials should only detain products if approved by the respective regional FDA directors or more senior level FDA officials, because of the cost implications and serious business impact such action would cause.  FDA should realize that it would be very unfair for industry to bear the cost of product lost due to unjustified or unnecessary retention of product.    

Expedited Appeal Process 

Based on GB’s recommendation on the definition of perishable food, we believe it would be appropriate to treat all foods in the same manner as perishable for appeal purposes.

The development of an easy to follow guide for the appeal process would also be desirable.

Expedited release of erroneously detained perishable food;  confirmation or Termination of Orders Detaining Perishable Food Should Be Rendered Within Two Days of an Informal Hearing

The actual proposal requires that appeals should be filed within 2 days of the receipt of the detention order. 

To ensure that FDA act in at least as expeditious a manner as it provides for non-perishable foods, GB recommends that FDA expedite its decision making following an informal hearing to require judgment on appeal within two days after a hearing is held for both perishable and non-perishable food.  

FDA proposes to render a confirmation or termination of an order detaining a non-perishable food within two days after holding an informal hearing.  FDA should require that its decisions with respect to perishable food be rendered at least as quickly.  

Detention Orders Must Not Be Extended for Longer Than Is Reasonable

FDA should clarify that, when more than 20 days of detention are needed to initiate a seizure or injunction action, it will approve an extension of only so much time as is reasonable, up to a maximum of 10 additional days.  This clarification is needed because the proposal refers to the option of additional days of detention as if it encompassed a fixed 10-day period.  In contrast, section 304(h)(2) of the FDC Act provides that the extension must be for a “reasonable period.”

Credible Evidence

Prospective claimants have very little time with which to file an appeal of a detention order.  In fact, in the case of perishable food, FDA proposes to require that appeals be filed within two days of receipt of the order.  Since, in most cases, such limited response time will effectively prevent comprehensive investigation by the prospective claimant, withholding the evidence supporting the detention may prevent both the preparation of an effective appeal and the assessment of the likelihood of prevailing on appeal.     

GB believes that this should be revised in order to require that detention orders provide notice of the credible evidence or information supporting FDA’s conclusion that the detained food poses a threat of serious adverse health consequences or death.  Disclosure would be subject to exceptions relating to classified information, as provided in the proposal.  
GB believes also that it is necessary that the agency examines carefully the “credible evidence” standard in order to place the highest priority possible on the establishment of clear evidentiary standards and procedures, to reduce the incidence of erroneously held product and protect the private property and rights of the regulated industry.

FDA Must Provide an Actual Opportunity for an Informal Hearing

The Bioterrorism Act requires that prospective claimants be provided an opportunity for an informal hearing.  

The Officer Presiding Over an Informal Hearing Should Be Senior to the Official Who Approved the Detention Order

Communications to Industry

GB is very concerned that FDA has not devised a way to communicate with key industry officials regarding essential information in the event of a food security event that in some cases could be sensitive in order to clearly communicate the cause for detention. To effectively respond to FDA’s concerns of a serious threat, trace the origin of the problem, etc., companies and FDA will benefit from having specific details regarding such situations.  Industry is motivated to cooperate with FDA to protect consumers and maintain national security interests in the event of a real threat.  For this reason, it will be imperative that FDA and industry work together as a team to quickly address such occurrences. Therefore, GB believes it is necessary that FDA devise a clear communications strategy and that the agency should test such plans to make sure that they will work seamlessly.

Since FDA will have in their register the information of all representatives, American agents and the responsible individuals of the companies, we propose that a detention order be sent to all this parties so the issue can be addressed faster and an appeal process can be stated in case it is deemed necessary. 
GB appreciates this opportunity to comment on FDA’s Administrative Detention of Food rulemaking proposal. We are hopeful that the detailed concerns outlined will be useful to FDA as the Agency moves forward to finalize policy on this issue. The technical contact for these comments is Ernesto Martinez, GB Corporate R&D Manager, SECORBI, S.C., Prol. Paseo de la Reforma #1000, Col. Desarrollo Santa Fe, México, D.F., C.P. 01210, Tel: 011-52-555-268-6806, email: emartfra@grupobimbo.com

Respectfully submitted,





Patricia Villalobos





Corporate R&D Director





Secorbi, S.C., Grupo Bimbo       
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