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Dear Dr. Chiu,

Thank you for making time for my wife Sue and I to see you last Friday,
and I regret we got tied up in Washington D.C. and couldn’t make our
meeting, and I hope our cancellation did not cause you a great deal of

inconvience.

We wanted to talk with you about some problem areas regarding the Draft

"Guidance for Industry Botanical Drug Products" (later referenced as
"Draft GFI-BDP"), and T will outline our major stumbling block below.

Just so you can see what we have been working on, our discoveries of 79
higher plantes with antibiotic activities can be sesen at
nttp://www.ecoseeds.com/mrea.html We call these new compounds
"Botanical Antibiotic", to distinguish them from the traditional
chemical and semi-synthetic antibiotics, derived from microorganisms.

In the Draft GFI-BDP: Definitiona, Part I. Introductions, second
paragraph states "...because of the unigue nature of botanicals, FDA
finds it appropriate to apply regulatory policies that differ from those
applied to synthetic, semisynthetic, or otherwise highly purified or
chemically modified drugs (INCLUDING ANTIBIOTICS)." [Emphasis added]

Our firm is developing a new category of drug products, and your draft

guide lines apparently did not anticipate that botanical antibiotics
would be discovered.

Could the line that I’ve highlighted above in your definitions be

changed, perhaps to read "(including antibiotics derived from
microoragnisms) " so the old or traditional antibiotice can considered a
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separate and non-botanical-drug group; and then our new Botanical
Antibiotics could be included within your nBotanical Drug Products:
definitions and guidelines?

Let me know what your thoughts are about this issue, and I look forward
to hearing from you at your convenience.

Sincerely, Craiyg Dremann, Chlone pProducts (650) 325-7333
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