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Outline

i Dietary supplements/Functional
foods/Phytomedicines, the market status
and regulations in the USA

i Major steps for botanical drug
development under our US Federal Drug
Administration (FDA) with Veregen as a
case study

i Phytomedicines in Europe



e A B Nature's most powerful £
"m healing combination is }=3

right in your kitchen! 4




v goodbye to hospitals, doctors and high medical bills!
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Dietary Supplement and Botanicals

A dietary supplement is a product taken by mouth that contains a
"dietary ingredient" intended to supplement the diet. The "dietary ingredients" in
these products may include: vitamins, minerals; herbs or other botanicals, amino acids,
and substances such as enzymes, organ tissues, glandulars, and metabolites. Dietary
supplements can also be extracts or concentrates, and‘may be found in many forms
such as tablets, capsules, softgels, gelcaps, liquids, or powders. They can also be in oth
forms, such as a bar, but if they are, information on their label'must not represent the
product as a conventional food or a sole item of a meal or diet. Whatever their form
may be, DSHEA places dietary supplements in a special category under the general

umbrella of "foods," not drugs, and requires that every supplement be labeleda dietary
supplement (From FDA website)
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Dietary Supplement and Botanicals

Congress defined (Dietary Supplement Health~and Education Act, 1994):.

A dietary supplement is taken by mouth intended to
supplement the diet;

It contains one or more of the following dietary
Ingredients:

vitamins, minerals, herbs, amino acids, enzymes,
organ tissue, metabolites, extracts or concentrates;

Dietary supplements can be in the form of pills,
tablets, capsules, liquids or powders;

Its label clearly states that it is a dietary supplement.



Sales demonstrated steady growth in multiple
market channels

i Herbal dietary supplements are sold-in the United States
through a variety of market channels, including health
and natural food stores; outlets FDM (food, drug, and
mass market retailers); warehouse stores; convenience
stores; mail order, radio and television direct sales, and
Internet sales; companies that sell directly to the
consumer (often called network marketing or multi-level
marketing [MLM] companies); health professionals in
their offices (e.g., acupuncturists, chiropractors,
naturopaths, some conventional physicians), and other
channels.

i Herb dietary supplements: >%$4.8 billions (2007)



