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January25, 1999
Dir* Dial. (512) 479-6423

I?md: hhk@rmrbtileo.com

Nicholas P, Reuter
Office of Health ARaim (HFY-20)
Food and Drug Adminisr,ration
5600 FishersLane
Rockvil]e, MD 20S5?

Re: InternationalDrug Scheduling; Convention on Psychotropic Subritanees;Single
Convention on Narcotic .Drugs; World Health Organization Scheduling
rccomrnendaticmsfor Ephcdrh, Dihydrootorphine, Rernifcntad, and Certain
Isomers; Docket No. 98N-0148

DearMr. Reuter:

‘IMs firm currently represents Metabolize International, Inc., a United States based
corporation thatmanufacturesand distributesdietarysupplements. One of Metabolize’s products,
“Metaholife 356,” is a dietary supplement which eontai.nsma hwzng, an ephedrine alkaloid,
Because of this product, Metabolize is extremeiy interested in the Food and .Drug
Administration’s January 11, 1999 Federal Register notice concerning the World Health
Organizationrs (“WHO”) reeommendatio.n to schedule ephedrine under the United Nations
Convention on Psychotropic Substances; thereby making products containing ephedrine
available only by medical prescription. As a result, Metabrdife requests a pub]j.c meeting cm the
recommendations by the WHO to impose international manufwturing and distribution
restrictionson ephedrine.

lf the United Nations Commission on Narcotic Drugs adopts tie WHO recommendation
on ephedrine, the resultingrestrictionswould have a significant impact on the millions of people
that currently rely on dietary supplements containing mu Izumzgand would have a similar
negative impact on companies, likc NW.abolife, that produce these products for the public. In
light of these serious consequences, it is remarkable that th,eFDA Federal Register notice
provides very little infonnati.ou and suppm-t for the position taken by WHO to schedule
ephedrine. It is irnpmtantthat the United States position cm this irnporsantissue be developed
on]y a&T reviewing a]] information and considering zdlinput from affketed persons. Therefore,
it is essential that “FDA convene a public meeting to allow this information to be provided.
Several key issues need ftier public discussion and documentation.
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First, it is premature for the United States to support the scheduling of ephedrine when
the national debate on the regulation of ephexkkecontdining products is unresolved. FDA has
currentlyproposed a rule concerning dietary supplements containing ephedrine. The proposed
rule generated significant opposition from consumem of dietary supplemen~ scientists and
industriesthatmanufacture and distribute these suppkrnents. In addition, the rule-making has
attractedthe interestof CmgressionaJ policy makerswho have raised important issues regarding
the appropriate regulation of ephedtine-co.ntain jng products. With this debate in progress, it

would be unwise and premature for the United States to support the proposed scheduling of
ephedrineunder the Unitecl Nations Convention on Psychotropic Substances.

Second, very ~itllcinformation has been made available concerning the deliberdlions of
the 3lS’WHO Expert Committee on Drug Dependence which met in June, 1998. It is important
for the LTnitedStates to fidly understand this committee’s scope of review, the range of
information evaluated by the committee, and the final basis for the committee’s
recommendations. To understand the weight the ‘United States should give the WHO
recammenchions, stakcholders and other intmested persons should be allowed to review and
emnrnent cm the source, validity and accuracy of the information relied upon by the expert
committee. As you know, a great deal of tnisinfonnation has been circulated concerning
ephedrine. .Manyof the studies we inconclusive and some of the data compilations are based
upon incorrect assumptions, The development of a LTnitedStatespolicy on ephedrine-containing
products should be bawd on studies and information that have been shown to be accurate,
mhwantand reliable.

Third, the FDA Federal Register notice contains excerpts from the WHO Expert
Committee on Drug Dependence report which crMcJudcthat “combination products containing
ephedrine in herbal preparations” have been abused in the United States. No information has
been made available to support that conclusion, In fact, the dietary supplement industry has
reviewed infonrmt,ionavaikible in the United Statesregarding potential abuse and had arrived at
a vely different conclusion. Because many of the suggested under]ying reasons for strict
regulation of ephedrine-containing products seem to be related to abuse (including the precursor
arguments), i? is esse.ntial that the information relied upon by the WHO expert committee be
made public. Orily after such information is made public and stakeholders have had the
opportunityto debate its accuracy and.reliabi~ity,should theLJnitedStatesengage in debating the
issue of abuse at the upcoming United Nations Commission m Narcotic Drugs meeting in
Vienna.

Page 3 of 4

Metalxdife appreciates the opportunity to comment cm the need for a public meeting to
assist in the development of the United Shte~ position on the WHO recommendations. The
importance and impact of this position stro,nglysupport expanded public input. Metabolize urges
the FDA to favorably respond [o [his rcquwt and schedule a public meeting co develop the
itiormation necessary [Q support an appropriateposition for the United States at the upcoming
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meeting of the United Nations Commission on Narcotic Drugs, If you have any questions
concerning this requeslj please contact me at your convenience.

Sincerdy,

(h44J&fkJ
Allen P. Bemke
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meeting of the United Nations Commission on Narcotic Drugs. If you have any questions
concem.ingthis requesq please contact me at your convenience.

Sincerely,

O&@itQ)
Alkn P. Bemke
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