MAC’MA S.A. DE C.V.
July 7, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, Maryland  20852

Docket No. 02N-0277; Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002

Dear Sir/Madam:

These comments are submitted on behalf of Mac’Ma S.A. de C.V.  Our company produces cookies, pasta and chocolate. 
Mac’Ma appreciate the opportunity to provide comments on the FDA proposed document for the Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.

The preamble of the Records Proposal states that it is FDA’s intention “to have as little impact as possible on current record keeping practices if those records can meet the requirements of these proposed regulations”, but we believe that some issues fail to comply with this intention.

It is believed by many in our industry that the most effective public health protection can only be gained when food companies take responsibility for tracking and recalling product from the market in response to public health threats, doing so in collaboration with the authorities. 

Lot and Code Numbers

Under the proposal, food manufacturers and transporters would be required to maintain records of the movement of food that include the lot or code numbers of the food products produced and distributed.  This requirement is neither feasible nor necessary and should be deleted from the final regulation.

It is not possible to know this information without major adjustments in the way the food industry, transportation industry and retailers work, since it is typically not the case for the lot numbers to be tracked once the product leaves a warehouse and enters the retail environment.  

 In some instances, products are delivered to the retail store directly by representatives of the food manufacturer.  In the so-called “direct store delivery” situation, the transporter who picks up say, bakery products, from the food manufacturer’s warehouse, delivers the products directly to retailers and stocks the shelves.  The supplier of the product and the transporter (who is a representative of the supplier) will be able to trace the movement of the product, with lot numbers, from the warehouse to the transportation vehicle.  Neither of them, nor the retailer, however, will have the ability to determine the lot number of each loaf of bread that is placed on the shelf of each retail establishment that the transporter visits with each load of product in his or her vehicle.
It would require substantial technological innovation and reworking of this delivery system for it to be possible to capture the lot number of each product as it was delivered to each retail location.  Moreover, the difficulty does not exist merely in the direct store delivery situation.  In other situations, food manufacturers may use independent delivery persons who will pick up product from several manufacturers for delivery to retailers within a certain geographical area.  There may well be as many as 75-100 different products on each truck.  In this case, there will be a record that shows what lots of product were picked up by the independent delivery person and that delivery person will have a record of what retail establishments were visited during the course of a working day, but the delivery person has no capability to capture the lot numbers of the products of several different manufacturers whose products are being delivered.

Identification of specific ingredient lots

Mac’Ma believes that some ingredients lots cannot be defined properly.  This is the case of ingredients that arrive to the plants in bulk, such as flour, shortening, vegetable oil, fructose syrup, etc.

For example, a company might have a couple of fructose syrup suppliers and might get the ingredient from both depending on availability or price.  The company might have only one tank for this item, so a new arrival of syrup from the second supplier might mix with the remnants of the earlier delivery, making it difficult to define the real lot of the ingredient used.

To have several tanks, one from each supplier, in unworkable and represents a terrible financial burden to our industry.

This identification of lot should be reviewed in order to be flexible enough to take in account this cases.

Responsible Individual

It is not clear from the proposal whether the “responsible individual” is the same as the “emergency contact person” for purposes of facility registration.  It is equally unclear whether the term refers to the person who loaded a pallet of product onto a loading dock, the person who loaded it onto a truck, the driver of the truck and so forth.  What is clear, however, is there is little value in burdening the distribution process with a requirement to capture the names of various “responsible individuals” when for facilities that are registered, FDA will already have designated emergency contact information.  For transporters, it should be sufficient to require that the transporter designate a “responsible individual”. Actual proposal might lead to believe that all drivers should be identified as “responsible individual”  for each delivery.

There is no demonstrated need for the record of each commercial transaction involving the distribution of food to contain the name of a responsible individual, whomever FDA intends for that person to be.

Definition of Food

Mac’Ma is concerned that FDA’s definition of food includes food contact materials, including food packaging.  This expanded definition overreaches the traditional definition for food and expands FDA’s authority too broadly and in a manner unjustified by the risks presented by these materials. These items are not intended for consumption and only become components of food incidentally to their primary functions. As a technical matter, it would be nearly impossible to taint such materials with a sustained release mechanism that would contaminate food into which the substance was later placed in contact.  This might at least, quadruple the number of products that would be captured in the new requirements and would burden companies with an unmanageable database.  This significant burden is wholly unfounded given the extremely remote possibility of intentional adulteration of food contact materials, and will not enhance the safety of the United States food supply.

Product descriptions

Product descriptions to foster all type of bakery products should be reviewed.

Also under the proposal, records would be required to contain an “adequate description” of the food, including the brand name, specific variety, and how packed.  Typically, this information is maintained now by the use of company-specific names, codes and abbreviations.  It is unclear whether FDA intends to permit the use of this names, codes and abbreviations to satisfy the proposed requirement.  Mac’Ma asks the FDA to make clear in the final regulation that internal product names, codes and abbreviations are acceptable to identify the food.  If necessary, the codes and abbreviations can be deciphered for FDA without imposing delay or other impediments to the exercise of FDA’s regulatory authority.  In shore, there would be a burden associated with eliminating the use of names, codes and abbreviations on existing commercial documents without commensurate benefit.

Definition of “Perishable Food” 

Mac’Ma 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 longer shelf life.  This would affect the Record Retention Time Requirements.

We are proposing to increase the definition to include products up to 120 days of shelf life.

Record Retention Time Requirements 

Based on the above comment, Mac’Ma recommends amending the record retention time requirements. Since an infrastructure for long term record retention does not exist to the extent FDA seeks, and it would be quite burdensome for the industry, Mac’Ma believes that a more reasonable time requirement should be established.  Mac’Ma recommends:  

· For Perishable foods:  To retain the records a time equal the product shelf life plus 4 months. (by this means,  the maximum record retention time would be 7 months for a perishable product of 120 days of shelf life)

· For Non-Perishable foods  - To retain the records a time equal the product shelf life plus 12 months, up to a maximum of 24 months.

Record Retrieval Time Requirements

The Time to Provide Records Must Be Reasonable. Mac’Ma strongly recommends that FDA establish a record longer retrieval time deadline, rather than the 4hour/8 hours timeframe that was proposed.  

There is a difference, for example, between a request made early in the day where the person who maintains the requested records has the bulk of the normal business day to respond a request made at 5 p.m.   There would also be a vast difference in the time required to produce say, three months worth of production records and three days worth.  

Also, the time needed to get the records that are at off site and remote locations would be much higher.   

To expect record retrieval within four hours during working hours or eight hours during weekend and holidays in completely unrealistic and in all likelihood cannot be achieved.

Request for access to records must be accompanied by a written explanation of the basis for the request.

The proposal should be revised to provide that, whenever FDA exercises the records access authority under sections 414 or 704(a), it will provide a written statement which contains a summary of the evidence on which FDA relied in concluding that the standard for records access (“reasonable belief that an article of food is adulterated and presents a serious risk of adverse health consequences or death to humans or animals”) has been met to the person from whom the records are sought.  

Request for access approved by district senior official

FDA should provide that before a request for access may be made, the basis for the request and the scope of records to be examined be approved by the district director for the FDA district in which the records are located.  The approval of the district director should be reflected on the written statement provided to the person from whom the records are sought.  

Compliance 

To establish the type of record keeping system that FDA proposes, even with the changes suggested here, it might require much more than the 6 months required by FDA, since it does not allow individual companies adequate time to institute a system and educate staff on its use.  We believe that this time frame should be reviewed and increased substantially, Mac’Ma propose al least a year.

Communications with Industry

Industry is motivated to cooperate with FDA to protect consumers and maintain the USA’s 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.

Mac’Ma appreciates this opportunity to comment on FDA’s Establishment and Maintenance of Records 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 Mary Carmen Fabre, Mac’Ma Plan Manager, email: mfabre@macma.com.mx
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