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September 29, 2003

Dockets Management Branch (HFA-305) 

Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD 20852


RE:  Docket No. 93P-0174

Requirements for Liquid Medicated Animal Feed and Free-Choice Medicated Animal Feed

The National Grain and Feed Association (NGFA) appreciates the opportunity to submit this statement in response to the Food and Drug Administration’s notice of proposed rulemaking, published in the May 29, 2003 Federal Register, that would change the regulations for liquid and free-choice medicated feed. 

The NGFA, established in 1896, consists of 1,000 member companies from all sectors of the grain, feed, processing and exporting business that operate about 5,000 facilities that handle more than two-thirds of all U.S. grains and oilseeds.  The NGFA’s membership includes country, terminal and export elevators; feed manufacturers; cash grain and feed merchants; end users of grain and grain products, including processors, flour millers, and livestock and poultry integrators; commodity futures brokers and commission merchants; and allied industries.  The NGFA also consists of 36 affiliated state and regional grain and feed associations, as well as two international affiliated associations.  The NGFA also has established strategic alliances with the Pet Food Institute and the Grain Elevator and Processing Society, and has a joint operating and services agreement with the North American Export Grain Association.

For purposes of this rulemaking, it is important to note that more than 300 of the NGFA’s member companies operate feed manufacturing and integrated feeding operations, ranging from the largest commercial feed manufacturer in North America to small grind-and-mix operations.   As noted in its rulemaking, FDA’s proposed changes are in response to a citizen petition filed by the industry on April 30, 1993, as well as ensuing communications between the agency and industry.  Current NGFA members have a significant interest in the proposed regulations, having been very active in the development of the citizen petition  on which the FDA proposal is based, and through ongoing subsequent discussions with the agency.

The NGFA commends FDA for issuing the proposed rule, which clarifies the regulations that apply to liquid and free-choice medicated feeds.  The NGFA strongly supports FDA’s proposal to exempt from feed mill licensing requirements those facilities that manufacture liquid and free-choice medicated feeds containing a Category I drug with a published formula and/or specifications.  The NGFA strongly supports this aspect of the proposed rule, and concurs with FDA’s assertion that this exemption is consistent with protecting consumer health given the “reduced risk of unsafe residues” from Category I drugs and the availability of published formulas and specifications.  

The NGFA urges FDA to clarify its proposed procedures that permit submission of data for liquid and free-choice medicated feeds through a master file that can be referenced by a subsequent applicant in situations when the agency does not publish the formula and/or specifications in the drug’s regulation because the product is of a proprietary nature that entitles it to protection under section 301(j) of the federal Food, Drug and Cosmetic Act.  Our concern emanates from the proposed rule’s preamble, which states (in relevant part):  “We intend to provide the NADA holder and the [master file] holder with a certified letter citing the approved formula and/or specifications of the liquid [free-choice] feed where that information is not published.  The letter will demonstrate to FDA inspectors that the liquid medicated [free-choice] feed is manufactured using an approved formula and/or specifications.”

This statement in FDA’s preamble appears to compromise the proprietary nature of the information provided by the master file holder to the agency, which is confidential trade secret information that cannot be divulged to the NADA holder.  For this reason, the NGFA recommends that certified letters issued by FDA that contain proprietary information be issued only to the master file holder.  This would enable the master file holder to subsequently provide authorization and the proprietary information to the NADA holder if the NADA holder is manufacturing the medicated liquid feed. 

We also agree that a certified letter to the master-file holder for liquid and free-choice medicated feeds should be available to the inspector to facilitate the inspection and to demonstrate to FDA and state inspectors that the feed is manufactured using an approved formula and/or specifications.  However, currently firms manufacture many free choice and liquid medicated feeds based upon master file approvals for which no certified letters have been issued nor provided to the master file holder.  In these cases, approval for the formula and/or specifications is contained within the master file residing with FDA.  Further, we assume that the intent of the Federal Register statement referenced previously also would require that a certified letter be provided for liquid feeds, in which the confidential information is in the master file and not in the regulation for the drug.  This situation also applies to liquid feeds approved previously.

For this reason, the NGFA respectfully requests that FDA either:  1) issue such certified letters for all previously approved free choice and liquid medicated feeds in cases where the formula and/or specifications of the approval are in a master file and not published; or 2) clarify that the certified letter only applies to free-choice and liquid medicated feeds approved after the effective date of the final rule.  Unless FDA takes such action, we are concerned that the absence of such certified letters or the lack of clarification concerning the need for such a letter at firms could result in inconsistencies and confusion during medicated feed mill inspections. 

Finally, the NGFA notes that the original citizen petition, from which the proposed new rule was derived, also provided for appropriate stability data for liquid feeds.  For currently approved liquid feeds, those stability data are outlined in FDA guidance documents; but these documents are not incorporated into the proposed rule.  The NGFA also is concerned that the data requirements for both liquid and free-choice medicated feeds continue to drift toward drug-approval requirements, rather than what is appropriate for animal feeds.  Therefore, we urge FDA to reexamine these liquid and free-choice feed stability requirements, as well as consumption data and manufacturing chemistry requirements contained in the original citizen petition to make revisions to the current liquid and free-choice medicated feed guidelines.  To this end, the NGFA would be pleased to meet with FDA Center for Veterinary Medicine officials to discuss this matter at the earliest opportunity.  

As an aside, the NGFA also supports FDA’s proposal to clarify the labeling provisions for products containing bacitracin, oxytetracycline, or chlortetracycline intended for oral administration via animal feed and/or drinking water, which are not approved for use in a liquid feed.  Further, the NGFA supports the proposed rule’s provisions that provide drug manufacturers with the flexibility to request a waiver from the labeling provisions when the drug is unlikely to be used in the manufacture of a medicated liquid feed.  We believe FDA’s proposed regulations provide needed information to liquid feed manufacturers while granting appropriate labeling flexibility to new animal drug applicants.

The NGFA appreciates FDA’s consideration of these comments, and again commends the agency for issuing this much-needed proposal.  We understand that FDA/CVM may extend the comment period on this rulemaking, and the NGFA reserves the right to amplify on these comments if the agency does so.  

Please contact Mr. Fairfield at the NGFA’s office at 712-243-4035 if you have any questions or if we can provide any further assistance on this important matter.

Sincerely,
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Randall C. Gordon

Vice President

Communications and Government Relations
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David A. Fairfield

Director of Feed Services

National Grain and Feed Association

