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TO WHOM IT MAY CONCERN:

The American Society of Health-System Pharmacists (ASH
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Sale and Manufacture of Dietary Supplements Contrining Ephedrine Alkaloids
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what additional legislative
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¢ Lax regulation of dietary supplement manufacturing p
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¢ The use of dietary supplements may compromise, dela

therapies of proven efficacy.
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Because the public’s use and perception of dietary suppleme
prescription drugs, ASHP believes that Congress should am:
and Education Act to require that these products receive FD
efficacy; meet manufacturing standards for identity, strength
labeling; and undergo post-marketing reporting of adverse e

Only recently has the FDA, with its publication of a propose
dietary supplements to meet Current Good Manufacturing P

unambiguously address the general problem of assuring the

supplements. The FDA has taken almost a decade to issue i

y, or supplant treatment with

ized dangers to special populations
undergoing surgery, or those with

nts is similar to that for non-

end the Dietary Supplement Health

A approval for evidence of safety and
, quality, purity, packaging, and
vents.

d rule on March 13, 2003, requiring
ractice (CGMP) standards, begun to
safety and efficacy of dietary

ts first proposed rule on CGMPs for

these products. While we commend the agency for at last taking this logical first step, if past

experience is a guide, without explicit statutory authority to

nonprescription drugs, the proposed rule is more likely to sp

regulate dietary supplements as
awn another decade of legal
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free to contact me if you have any questions regarding our comments.
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Gary C. Stein, Ph.D.
Director, Federal Regulatory Affairs
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