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February 10, 1999

BY FACSIMILE/ORIGINAL TO FOLLOW BY HAND DELIVERY

Nicholas P. Reuter

Associate Director for Domestic and Intemational Drug Control
Office of Health Affairs (HFY-20)

Food and Drug Administration

5600 Fishers Lane, Room 15-22

Rockville, Maryland 20857

Re: Agenda Items for the January 28 1999 Open Meeting

Dear Mr. Reuter:

Hyman, Phelps & McNamara, P.C. respectfully submits the following agenda
items for the upcoming open meeting on the United States position on the international
scheduling of ephedrine:

1. The lack of domestic and international evidence of ephedrine abuse.

2. FDA’s failure to submit balanced scientific and technical data on
ephedrine abuse in response to the WHO questionnaire, and WHO’s
subsequent misinterpretation of the FDA data.

3. Implementation issues arising from WHO’s recommendation to
schedule only two isomers of ephedrine.

4, Implementation issues arising under the overlapping jurisdiction
over ephedrine under both the 1971 Convention on Psychotropic
Substances and the 1988 Convention Against Hlicit Traffic In
Narcotic and Psychotropic Substances.
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5. The effect that international scheduling of ephedrine will have on
existing United States laws, including the Chemical Diversion
Control Act of 1988, the Domestic Chemical Diversion Control Act
of 1993, the Comprehensive Methamphetamine Control Act of 1996,
and the Dietary Supplement Health and Education Act of 1994,

6. The lack of procedural faimess caused by WHO’s failure to adhere
to its internal guidelines and FDA’s subsequent failure to publicize
the WHO notification and important supporting documents.

We are prepared to present our arguments at the upcoming open meeting.
Accordingly, we request that you reserve 20 minutes for Dr. Edgar Adams, an expert on
drug abuse, and 20 minutes for James R. Phelps. Please advise whether an overhead
projector will be available for presentation purposes.

Thank you again for your help throughout this information-gathering process.
Please do not hesitate to contact me if you have any questions or require any further
information.

Sincerely,
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