Good Manufacturing Practices For Dietary Supplements
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The Dietary Supplement Health and Education Act (DSHEA) does not adequately protect U.S. consumer
access to dietary supplements. Section 202 includes the following: “The secretary of Health and Human
Services should support the Office of the United States Trade Representative, . . . in efforts to move toward
the acceptance of mutual recognition relating to the regulation of drugs, biological products, devices, foods,
food additives, and color additives land the regulation of good manufacturing practices, between the
European Union and the United States.”" Dietary supplements, although not specifically listed, are not
excluded. “The FDA is now citing the DSHEA reference to “good manufacturing practices” as justification
for applying Q7A ICH Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients, to food
supplements.? Another document which threatens our access to therapeutic food supplements is the Mutual
Recognition Agreement signed by the US and the EU on May 18, 1998.°

Q7A ICH Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients, “prepared under the
auspices of the International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH),™ refers to pharmaceuticals as “Active Pharmaceutical
Ingredients,” (APIs) a term broad enough to include food supplements if allowed by law. A public meeting
to discuss the impact of the FDA GMPs on small businesses was held July 12, 1999, supposedly
satisfying the FDA’s responsibility to small businesses.

The Mutual Recognition Agreement Act (MRA), will produce a single set of dietary supplement standards
to be adopted by the World Health Organization (WHO). After a three-year transition period, which began
December 7, 1998, European Conformity Assessment Bodies (CABs) will be authorized to serve as
inspectors for the FDA.

A flood of recent news articles focuses on risks from overdosing of “neutraceuticals,” which by current
definition includes safe, therapeutic doses of vitamins and minerals many consumers have taken for years.
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This explains why we continue to see blocked a Codex Oversight Hearing for being out of compliance with
US laws.
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