








contains the ingredients and the amounts
noted on the label. Considering that many
supplements are imported into the US and
in view of recent problems with importation
from China, the new GMP requirements for
supplements come at an opportune time.

Homeopathy

There are provisions in the regulations for
introducing a botanical drug to the mar-
ket without submission of a New Drug
Application (NDA) or Biologic License
Application (BLA). Compliance Policy
Guide (CPG) 7132.15, Sec. 400.400' describes
“Conditions Under Which Homeopathic
Drugs May be Marketed.” Because many
homeopathic drugs are biologicals, this
mechanism for marketing becomes rel-
evant. According to the Skeptics Dictionary,
“Classical homeopathy is generally defined
as a system of medical treatment based

on the use of minute quantities of rem-
edies that in larger doses produce effects
similar to those of the disease being treated.
Hahnemann (1755-1843) believed that very
small doses of a medication could have

very powerful healing effects because their
potency could be affected by vigorous and
methodical shaking (succussion). ™

FDA defines a homeopathic drug
as “Any drug labeled as being homeo-
pathic which is listed in the Homeopathic
Pharmacopeia of the United States (HPUS), an
addendum to it, or its supplements. The
potencies of homeopathic drugs are specified
in terms of dilution, i.e., 1x (1/10 dilution),
2x (1/100 dilution), etc. Homeopathic drug
products must contain diluents commonly
used in homeopathic pharmaceutics. Drug
products containing homeopathic ingredi-
ents in combination with non-homeopathic
active ingredients are not homeopathic drug
products.”*? The HPUS contains the stan-
dards, composition and monographs for
preparation of the drugs. Drugs produced
according to the HPUS must meet its stan-
dards for strength, quality and purity.

Manufacturers of homeopathic drugs
must register as drug establishments and
must comply with the labeling requirements
of 21 CFR 201 and Good Manufacturing
Practices as found in 21 CFR 211. However, as
indicated in CPG 7132.15, the manufacturer
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may not need to comply with expiration dat-
ing requirements found in 21 CFR 211.137
and 211.165, which involve testing and
release for distribution. FDA proposed in the
1 April 1983 Federal Register to change 21 CFR
211.165 to exempt homeopathic drugs from
laboratory testing for identity and strength

of each active ingredient. Because there is no
final rule, FDA has indicated in its CPG that
the testing requirement will not be enforced.
Considering that drugs and now supple-
ments must undergo finished product testing,
it seems Judicrous that a homeopathic drug
does not have to be tested prior to release.

Besides a dietary supplement, a botani-
cal compound can be a drug, a food, a
device or a cosmetic. The latter will not be
discussed in any detail other than to note
the definition of “cosmetics” as “articles
intended to be rubbed, poured, sprinkled,
or sprayed on, introduced into, or otherwise
applied to the human body...for cleansing,
beautifying, promoting attractiveness, or
altering the appearance.”*?

Figure 1 was taken from the website of
the Vege Tech Company of Glendale, CA#
and illustrates the botanicals in drugs and
cosmetics. For example the botanicals asso-
ciated with the claims for treatment of acne,
antibacterial, antidandruff, eczema, gingivi-
tis, shingles and wounds, to mention a few,
are in fact used as drugs or, as in the case of
wounds, a device.

If a botanical product is ingested orally,
used to improve a classic nutrient defi-
ciency, intended “to affect the structure or
function of the human body” and affects
general well-being, it probably meets the
requirements for a supplement. If not, it is
probably a drug.

Marketing Botanical Drugs

There are basically three ways a botanical drug
can be marketed in the US. It can be approved
via the NDA or Abbreviated New Drug
Application (ANDA) routes. The third is the
over-the-counter (OTC} drug monograph pro-
cedure found in 21 CFR 331-358.1> However,
most of these items are not plant derived. To
amend an OTC monograph, a company must
file a citizen’s petition with FDA under 21 CFR
10.30" and meet the requirements of 21 CFR
330. This is a very time-consuming process. As
the author has recently discovered, although
FDA should respond to a petition within six
months, currently there are three petitions
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older than six months to which the agency has
not responded.

Conclusion

Botanical products can enter the US market
in several ways. The most obvious, and one
that has not been discussed here, is in the
food supply. The next is as a dietary supple-
ment, for which the regulations are now
under critical review by FDA. A new dietary
supplement ingredient must undergo the
75-day “petition” process. The third route
of entry is as a drug, either through an
NDA, ANDA or OTC monograph or as a
homeopathic medicine. Therefore botani-
cal product manufacturers need to exercise
caution and prudence when marketing or
planning to market a product in the US by
understanding which of the confusing regu-
lations are appropriate for the product.
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