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Good Manufacturing Practices for Dietary Supplements
Dear Sir or Madam:

Experimental and Applied Sciences, Inc. (“EAS”), is a leading producer of nutritional products including dietary supplements, which are designed to improve the health and well-being of its customers.  As such, EAS supports industry appropriate Good Manufacturing Practices (GMPs).   We are pleased to provide these comments on the above-captioned proposed rules which are intended to implement certain provisions of the Federal Food Drug and Cosmetic Act (FDC Act), as amended by the Dietary Supplement Health and Education Act of 1994 (DSHEA). 
Who should be covered by the proposed regulations governing GMPs
We believe that the proposed regulations are overbroad and inconsistent with legislative intent as evidenced in DSHEA.  Only those persons or entities directly involved in the manufacture, packaging or holding of a finished “dietary supplement” should be covered.  Suppliers of component dietary ingredients or component materials should not be covered by the proposed GMPs, but rather by the existing general food GMP regulations appearing in 21 CFR 110. 

If FDA ultimately determines that suppliers should be included in the coverage of the rule, then the rule must clarify what constitutes a “consumer.”  Suppliers of dietary ingredients and component materials do not typically supply their products directly to those individuals who will ultimately consume or ingest them.  The “consumers” of dietary ingredients and component materials are most often other companies, not individual consumers.
The types of equipment, utensils and non-ingested components used in the manufacturing, handling and storage of dietary supplement ingredients and dietary supplements are virtually identical to those used in the food industry.   Since suppliers of component materials and equipment to manufacturers of dietary supplement manufacturers regularly supply the same components and equipment to food manufacturers, they should be permitted to operate under one set of regulations.  FDA has not demonstrated either a failure of the current system or a compelling need to create differentiated regulations for the materials, components and equipment that are common to both the food and dietary supplement industries.  Since FDA has already established detailed conditions for safe use of those items and materials it seems prudent to rely on the existing language contained in 21 CFR 110.40.
Adequate Standards for Quality Testing

Food, dietary supplement and drug manufacturers have historically relied on suppliers to provide quality ingredients, component materials and equipment.  Typically manufacturers rely on the past performance of the suppliers and the supplier’s willingness to provide guarantees as suggested by the FDA in 21 CFR 7.13.  In previous agency comments, FDA has acknowledged that certain products could be properly labeled as either a conventional food or a dietary supplement, depending on the accompanying claims and labeling of the item.  To require manufacturers of dietary supplements that contain the same, or substantially the same, dietary ingredients and component materials as a conventional foods to comply with a more burdensome set of rules is unnecessary and inherently unfair.  Also, it should be recognized that tests performed by suppliers should be accepted as equivalent to testing performed by a qualified laboratory, provided the reliability of the vendor has been verified and the vendor has supplied a certificate of analysis based on the vendor’s actual testing of the lot of materials.  

Test records and laboratory results are often retained in lab records and where testing is conducted by an outside laboratory, an original (actual) copy of the test results may not be readily available.  Some manufacturers and/or their contract laboratories may elect to retain their results in electronic record systems rather than as “originals”.   As such, electronic and other legible copies of the test records and results should be accepted in lieu of “originals”.
Adverse Event Monitoring

The key component to effective adverse event monitoring is consistency.  It is therefore, essential that all verifiable complaints, that meet reasonably established criteria, be monitored.  It is unreasonable to require companies to separate the elements of a consumer complaint and treat consumer complaints related to GMP issues differently from other consumer complaints.  Companies should have consistent system for handling all complaints, including adverse events.   FDA should clearly and concisely define what qualifies as a “serious” adverse event versus a “non-serious” event.     

While many companies are willing to provide free and ready records access to inspectors, the actual requirements of the regulations should be consistent with the statutory and regulatory requirements.  

Conclusion
Many dietary supplement manufacturers are responsible purveyors of safe, health enhancing products.  Many responsible and ethical manufacturers and sellers of dietary supplements are being hurt by the agency's continuing failure to enforce existing regulations against their less ethical competitors. Thus, given the agency’s already considerable enforcement capabilities we respectfully suggest that the agency obtain additional funding necessary to focus on exercising its existing authority.  

The agency has published these proposed rules at a critical juncture in its relationship with the dietary supplement industry.  Consumers are utilizing and will continue to utilize dietary supplements to improve their health and augment their well being.  We hope that the agency might now seek to foster a positive relationship with the industry in order to ensure that the safety and quality dietary supplements is widely enforced and so that the public can make safe and informed consumer choices. 

Respectfully Submitted,

//Signature//
Lee W. Mayberry

EAS, Inc.
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