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Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002

Dear Sir or Madam: 


This letter provides comments in response to the proposed rule published by the Food and Drug Administration (FDA of “Agency”) entitled “Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002” (68 Federal Register 25187-25240; May 9, 2003. These comments are submitted by Mead Johnson & Company (MJ) an infant formula and adult nutritional manufacturer.

Mead Johnson supports FDA’s implementation of these proposed regulations. The proposed rule will provide more specific guidance governing tracking of shipment and distribution of infant formula and adult nutritional products. We have several suggestions/questions, which we believe are needed to clarify some sections or modify others that do not appear to be consistent with reasonable industry practice or the statute. 

1. Section1.337 (What information is required in the records you must establish and maintain to identify the nontransporter and transporter immediate previous source?) states:

(a) If you are a nontransporter, you must establish and maintain the following records for all food you receive. Your records must include information reasonably available to you to identify the specific source of each ingredient that was used to make every lot of finished product.

(1) The name of the firm and responsible individual, address, phone number and, if available, the fax number and e-mail address of the nontransporter immediate previous source, whether domestic or foreign;

(2) An adequate description of the type of food received, to include brand name and specific variety (e.g., brand x cheddar cheese, not just cheese; or romaine lettuce, not just lettuce);

    
(3) The date you received the food;

(4) The lot or code number or other identifier of the food (to the extent this information exists);

(5) The quantity and how the food is packaged (e.g., 6 ct. bunches, 25 lb carton, 12 oz bottle); and

(6) The name of the firm and responsible individual, address, phone number and, if available, the fax number and e-mail address of the transporters who transported the food to you.

COMMENT: The proposed regulation seems to require that all information be required to be on a single shipping document. Such a requirement would be unduly burdensome in that it would force companies, in some instances, to make fundamental changes to their record keeping processes. It also would be unnecessary to the extent that the company has a system in place that would allow for the information to be accessed relatively easily. Mead Johnson urges the Agency to clarify in the final rule that it is not necessary to include all of this information on a single shipping document. 

2. Section 1.345 (What information is required in the records you must establish and maintain to identify the nontransporter and transporter immediate subsequent recipient?)

Sec.  1.345 What information is required in the records you must establish and maintain to identify the nontransporter and transporter immediate subsequent recipient?

    (a) If you are a nontransporter, you must establish and maintain the following records for all food you release:

    (1) The name of the firm and responsible individual, address, phone number and, if available, the fax number and e-mail address of the nontransporter immediate subsequent recipient, whether domestic or foreign;

    (2) An adequate description of the type of food released, to include brand name and specific variety (e.g., brand x cheddar cheese, not just cheese; or romaine lettuce, not just lettuce);

    (3) The date the food was released;

    (4) The lot or code number or other identifier of the food (to the extent this information exists);

    (5) The quantity and how the food is packaged (e.g., 6 ct. bunches, 25 lb carton, 12 oz bottle); and

    (6) The name of the firm and responsible individual, address, phone number and, if available, the fax number and e-mail address of the transporters who transported the food from you.

COMMENT: The proposed regulation seems to require that all information be required to be on a single shipping document. Such a requirement would be unduly burdensome in that it would force companies, in some instances, to make fundamental changes to their record keeping processes. It also would be unnecessary to the extent that the company has a system in place that would allow for the information to be accessed relatively easily. Mead Johnson urges the Agency to clarify in the final rule that it is not necessary to include all of this information on a single shipping document.

3. In Sections 1.337, 1.345 and 1.352 proposed regulations would require “an adequate description of the type of food” received and/or shipped. Most firms utilize an abbreviation system that has been defined by a national organization – the National Motor Freight Classification (NMFC) system. 

Proposed Rewording: 


(a) If you are a nontransporter, you must establish and maintain the following records for all food you receive. Your records must include information reasonably available to you to identify the specific source of each ingredient that was used to make every lot of finished product.

    (1) The name of the firm and responsible individual, address, phone number and, if available, the fax number and e-mail address of the nontransporter immediate previous source, whether domestic or foreign;

    (2) An adequate description of the type of food received, to include brand name and specific variety or an abbreviation defined by a nationally recognized organization (i.e. National Motor Freight Classification – [NMFC]) (e.g., brand x cheddar cheese, not just cheese; or romaine lettuce, not just lettuce);

    (3) The date you received the food;

    (4) The lot or code number or other identifier of the food (to the extent this information exists);

    (5) The quantity and how the food is packaged (e.g., 6 ct. bunches, 25 lb carton, 12 oz bottle); and

    (6) The name of the firm and responsible individual, address, phone number and, if available, the fax number and e-mail address of the transporters who transported the food to you.

Rationale: Many firms in the Untied States currently utilize the NMFC classification, in shipping documents, to define materials being shipped. Many of these classifications are coded into electronic programs and changing these could lead to excessive costs. Should a recognized classification wording system be utilized there would be consistent and recognized terminology used at minimal increased cost to firms.  

4. One additional question has arisen and that involves Section 1.352 (What information is required in the transportation records?).

The final regulation should clarify that “transportation record” includes the various documents that may be developed by a company that contain the information specified in the regulation.  For the reasons discussed previously, Mead Johnson does not believe that it would be necessary to include all of this information in one shipping document.  Mead Johnson currently collects much of the data that would be requested by FDA but these data are not found in one document and in some instances, may be found at various locations within the manufacturing facility.  Significant time and expense could be involved in making the modifications to the company’s computer and record-keeping systems in order to have a system that develops a transportation record that contains all of this information on one form.  Such a requirement would be unreasonably onerous, particularly if the company’s system is designed to make certain that the company can provide all of this information to the agency within the specified time (the proposal would establish four (4) hours).  Mead Johnson, therefore, asks the agency to clarify in the final rule that it is not necessary to develop one transportation record that contains all of the information, in a single form, and that the transportation records do not need to be maintained at one location within the facility. 

Sincerely,

Robert S. Clum

Global Quality Systems Assurance

Mead Johnson & Company


