





























Aristolochic Acid Evaluation Program: Standards of Identity for the
Responsible Trade of Chinese Medicinal Herbs

¢ American Herbal Pharmacopoeia

AHP), in collaboration with the Amer-
ican Herbal Products Association, the Ther-
apeutic Goods Agency of Australia, and the
State Drug Administration of China, is
establishing international standards for the
identification of those plants known to con-
tain aristolochic acid (AA) and those thart
may become adulterated with AA-contain-
ing plants.

In recent years, Chinese herbal formulas
containing AA have been associated with
numerous case reports of kidney failure and
kidney cancer. Many of these adulterations
are quite common and have led to import
alerts and trade restrictions in several coun-
tries.

The aristolochic acid project is designed
to protect and promote the responsible
trade of Chinese medicinal herbs, specifical-
ly many of those cited by the U.S. Food and
Drug Administration (FDA) as those that
contain, or may be adulterated with AA-
containing plants. These herbs include:

* stephania (Stephania tetrandra S.

Moore, Menispermaceae),

e aristolochia (Aristolochia fangchi Y.C.
Wu ex L.D. Chou & S.M. Hwang,
Aristolochiaceae),

* costus (Saussurea costus (Falc.) Lipsch,
Asteraceae, syn. S. lappa (Decne.) C.B.

Clarke),

* Chinese wild ginger (Asarum her-
erotropoides F. Schmidt var. mand-
shuricum (Maxim.) Kitag, and A.
sieboldii Miq., Aristolochiaceae),

e akebia (Akebia quinara (Houut.)
Decne., and A. rrifoliata (Thunb.)
Koidz., Lardizabalaceae)

o Armand’s clematis (Clematis armandii
Franch., Ranunculaceae)

e Chinese clemats (C. chinensis Rertz.,
Ranunculaceae).

The primary goal of the Aristolochic Acid
Evaluation Program is to develop standards
from botanically verified samples that have
already been obtained, to develop multiple
validated methods of identification (macro-
scopic, microscopic, and thin-layer chro-
matography fingerprinting), and to com-
bine this with analytical work currently
underway by FDA in validating analytical
methods for the analysis of AA. This will
then be formally presented to herbal prod-
ucts manufacturers and regulatory agencies
worldwide as the definitive body of infor-
mation needed to identify these botanicals,

thereby taking the self-regulatory steps
needed to protect public healch. The pro-
gram will also provide recommendations for
the appropriate trade or restriction of these
botanicals.

Seed money to help offset the cost of
obtaining authenticated botanical voucher
samples was provided by the Chinese
Herbal Products Committee of the Ameri-
can Herbal Products Association through
contributions from Golden Flower, Healch
Concerns, Chuanheng Management, KPC
Products, Inc., K'an Herb Co., and Crane
Herb Co. Contributors will receive a com-
plimentary copy upon completion.

Further funding is needed. To support
the Aristolochic Acid Program and receive
the furure publication of the Aristolochic
Acid Evaluation Program: Standards of
Identity Document, contact the AHP.

For more information, contact: AHP’s
executive director, Roy Upton at PO. Box
66809, Scotts Valley, CA 95067, USA, Tel:
831/461-6317, Fax: 8211475-6219, or
email: <herbal@got.net>.

[American Herbal Pharmacopoeia. Aristolochic
Acid Evaluation Program: Standards of Identity
for the Responsible Trade of Chinese Medicinal
Herbs (press release). 2001 June 13.]

AHPA Extends Product Label Recommendation to Class 3 Botanicals

e American Herbal Products Associa-

on (AHPA) recently expanded its
Trade Recommendation abour safery label-
ing to include Class 3 botanicals. Class 3
botanicals are those thar pose significant
health risks as defined by AHPA’s Botanical
Safety Handbook.

AHPA previously evaluated herbs sold in
the U.S. marketplace and placed them into
four classes:

Class 1: herbs which can be safely con-
sumed when used appropriately;

Class 2: Herbs with use restrictions:

2a: external use only;

2b: contraindicated during pregnancy;

2c: contraindicated during lactation;

2d: Other contraindications (e.g., hyper-
tension, diabetes, etc.);

Class 3: herbs that should be used only
under the supervision of a qualified expert;

Class 4: herbs that cannot be classified
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because of insufficient information.

The Botanical Safery Handbook (1997)
lists about 550 herbs in trade and their clas-
sifications. The handbook also provides spe-
cific cautionary language to be included on
product labels.

Farmerly, only products in Class 2b or
2¢ had labeling requirements under AHPA
policy. Membership in AHPA is contin-
gent upon meeting these standards, among
others.

Effective October 2003, product labels
on Class 3 herb should include the follow-
ing label information: “To be used only
under the supervision of an expert qualified
in the appropriate use of this substance.”

Product labels on Class 3 herbal ingredi-
ents must also include: proper use informa-
tion, dosage, contraindications, potential
adverse effects and drug interactions, and
any other relevant information related to

2002

the safe use of the substance. In addition,
products containing Class 3 herbal ingredi-
ents must be labeled “not for general retail
sale” and should be marketed so as to pre-
vent general retail sale.

If the manufacturing process sets aside
the safety concern, a product that contains
a Class 3 herb need not include the recom-
mended label information.

Two examples of Class 3 herbs are bel-
ladonna or deadly nightshade (Atropa bel-
ladonna L., Solanaceae), mayapple or Amer-
ican mandrake (Podophyllum peltarum L.,
Berberidaceae).

The entire list of Class 3 herbs can be
found on page 189 of The Boranical Safety
Handbook, which is sold by the American
Botanical ("~~cil (ABC catalog #B275)

and AHPA
[AHPA. Update New AHPA Trade Recommen-
dation [press release]. 2002 April 23.]
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White House Commission on Complementary and Alternative Medicine
Policy Issues Final Report

by Hannah V. Bradford, M.Ac., L.Ac., MBA

e eagerly anticipated Final Report of

1e White House Commission on
Complementary and Alternative Medicine
Policy (WHCCAMP) was released in
March 2002, and is now available on the
Commission’s website
<www.whccamp.hhs.gov>.*

Formally received by Secretary of Health
and Human Services (HHS) Tommy G.
Thompson, the Final Report is currently
under review by his agency and others. Var-
ious groups representing practitioners, edu-
cators, and complementary and alternative
medicine (CAM) product manufacturers
have distributed position statements and
have met with Administration officials and
journalists in attempts to shape the eventu-
al White House response.

Key Proposed Actions
of the Commission

The WHCCAMP Final Report lists 29
recommendations and 105 actions, organ-
ized around the topics of research, educa-
tion and training, information development
and dissemination, access and delivery, and
coverage and reimbursement. The most sig-
nificant recommendations are:

* Create a CAM office at the highest
level with the Department of Health
and Human Services.

* Develop research infrastructure at
CAM institutions.

* Create demonstration projects of resi-
dencies and postgraduate training for
appropriately educated and trained
CAM practitioners.

* States should, as appropriate, imple-
ment provisions for licensure, registra-
tion, and exemption consistent with
the practitioners’ education, training,
and scope of practice.

* Develop analytical methods for pro-
ducing better CAM products.

* Increase CAM-conventional collabora-
tive research projects.

* Explore expansion of loan programs to
students at CAM institutions.

* Support federal research on CAM cost-
effectiveness and cost-benefit analysis.

* Require periodic reports from federal
agencies on CAM benefit policy and
their inclusion of CAM experts on
advisory boards.
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Other recommendations of potential
interest to the herbal communities include:
¢ Increase U.S. Food and Drug Adminis-
tration (FDA) resources to fully imple-
ment the Dietary Supplement Health
and Education Act of 1994 and in par-
ticular, finalize Good Manufacturing
Practices, and simplify and expand the
adverse events reporting system.

* Accelerate public and private efforts to
develop validation and analytical meth-
ods and reference materials.

¢ Create an independent expert panel to
develop an objective process for evalu-
ating the safety of dietary supplements.
This has been started by the Institute
of Medicine’s (IOM).

* Expand package insert information on
dietary supplements, including risks,
interactions, and benefits.

e Increase financial support to the Feder-
al Trade Commission to identify
deceptive advertising practices by
dietary supplement manufacturers and
develop consumer education programs.

* Institute voluntary registration of
dietary supplement manufacturers
with the FDA to facilitate notification
of serious adverse events.

* Require manufacturer maintenance of
records and reporting of serious adverse
events to the FDA.

As stated by Joseph Pizzorno, N.D., a
Commission member and long-time natur-
opathic educator and practitioner, the most
significant aspect of the Commission is
“that it actually happened.”

The release of the Final Report calls on all
CAM groups, practitioners, manufacturers,
and consumers, to “take themselves and the
issues more seriously since now all levels of
the culture are paying attention to these
issues,” Pizzorno said. “If we build on the
groundwork laid by the Commission and
support implementation of the key recom-
mendations, we can substantially level the
playing field of healthcare services.”

For the herbal community, the Commis-
sion’s recommendarions require develop-
ment of clear statements of product quality
and lend encouragement to herbal pracu-
tioners to develop their own standards of
practice and credentialing.

Other recommendartions of importance
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fall in the areas of Research, Education and
Training, Information Development and
Dissemination, Access and Delivery, and
Coverage and Reimbursement. Highlights
in these areas are:

Research

The Report calls for significantly more

research support for CAM, with emphasis
on the following:

* Federal research support for practices
and products that may be effective, but
not profitable to, nor patentable by
private investors.

e Creation of outreach programs to
inform manufacturers about federal
research support available to private
industry.

* Creation of language by state profes-
sional regulatory bodies to protect
practitioners of CAM engaged in
research from sanctions.

* Expansion of the Agency for Health
Care Research and Quality’s Evidence-
based Practice Center review of CAM.

Education and Training

The general tenor of the education and

training section remained the same as in the
Interim Report (released September 18,
2001). The primary shift was the substitu-
tion of “feasibility studies” for “demonstra-
tion projects” in the areas of loan forgive-
ness for students and the addition of CAM
practitioners to primary care teams. This
change may lower the priority of the action,
but increases leeway to policymakers in act-
ing on these recommendations. A clear
intent is to foster relationships between
CAM and conventional education and
training programs, with a recommendation
to increase the core curriculum of each
other’s practices and concepts. Federal sup-
port, in conjunction with professional
organizations, was recommended to devel-
op education and training guidelines. (See
education and training recommendations in
above “Key Proposed Actions of the Com-
mission.”)

Within the next few months, the Com-
mission’s printed report will be made
available to all interested parties.
HerbalGram will publish ordering
information in HerbalGram 57.
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Information Development

and Dissemination

This section addresses several key con-

cerns that have implications for other areas,
especially education, research, and access
and delivery. A central recommendation is
for the Secretary of HHS to set up a Task
Force to identify and eliminate existing
CAM information gaps throughout the
entire Federal government. More specific
actions recommended in this section
include:

* Relevant federal agencies should create
easy-to-understand public information
materials on CAM.

¢ Expand the National Library of Medi-
cine and American Library Association
training programs for librarians to help
consumers access CAM information.

* Create a public-private partnership to
develop standards for website informa-
tion on CAM.

* Request thar States require disclosure
of practitioners’ level of training, scope
of practice, licensure, certification, and
disciplinary actions.

Access and Delivery

Access and delivery policy issues are like-

ly to be a central focus of the proposed new
federal office on CAM. Recommended
actions include:

¢ Provide federal assistance to the States
in evaluating the impact of CAM legis-
lation and developing regulation and
oversight of CAM services and prod-
ucts.

* Identify national healthcare needs, and
analyze the relevance of CAM services.

* Create a policy advisory committee to
address access to CAM practitioners
and to foster collaboration among
CAM organizations on consensus for
standards of practice and education
and training.

e Assist evaluation by accrediting bodies
of conventional healthcare organiza-
tions of their CAM policies.

* One recommendation and three relat-
ed actions were proposed to address
special and vulnerable populations,
including demonstration projects that
integrate CAM services into existing
delivery models.

Coverage and Reimbursement

Several actions proposed in this section

require funding of health services research
on CAM cost-effectiveness and cost-bene-
fits. A national coding system for CAM and
periodic reports from federal agencies on
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coverage and reimbursement policy would
furcher support inclusion of CAM in bene-
fit programs. Proposals to encourage federal
agencies to develop appropriate clinical cri-
teria for CAM services in their programs
and add CAM experts to relevant advisory
committees were detailed. Other recom-
mendations include:

* Demonstration projects to analyze how
CAM may contribute to addressing the
10 leading indicators of health.

* Adding CAM practices questions to
national surveys.

e Public information campaigns on
nutrition, exercise, and stress manage-
ment CAM pracrices.

* Incentives to schools to make healthy
snacks and lunches and to eliminate
advertising of products such as high-fat
snacks and soft drinks.

* Evaluate the role of CAM practices and
products in workplace wellness and
prevention activities and creare incen-
tives to develop the resultant programs.

* Inclusion of self-care and lifestyle deci-
sion-making curriculum in profession-
al CAM and conventional training
programs.

The CAM Office

A proposed office to coordinate federal
efforts was envisioned as the mechanism to
implement the Commission’s recommenda-
tions and other, emerging issues in CAM.
The specifics include:

* An office at the highest possible and
most appropriate level in the Depart-
ment of Health and Human Services.

* An advisory committee with conven-
tional and CAM experts, and represen-
tatives of the public and private sectors.

e The office’s responsibilities would
include coordinating the federal effort
in CAM; convening conferences and
workshops; acting as the primary point
of contact on CAM with the public,
practitioners, and the media: and
exploring additional topics not covered
by the Commission.

Early Effects of the Report

The following major activities were at
least partially motivated by release of Final
Report of the Commission:

* The National Policy Dialogue Reporrt,
sponsored by a coalition of CAM
groups, was delivered to members of
Congress. This report expands and
clarifies the central recommendations
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of the Commission. Since May 2002,
various representatives of the Dia-
logue’s sponsoring groups have met
with Congressional staff, senators, and
representatives to discuss specific ini-
tiatives.

e Several members of Congress have
launched a serious evaluation of CAM
issues. The Complementary and Alrer-
native Medicine and Natural Foods
Caucus was formed by Senators Tom
Harkin (D-1A) and Orrin G. Hartch
(R-UT) and Representatives Dan Bur-
ton (R-IN) and Dennis Kucinich (D-
OH).

* Perhaps more significantly, in anticipa-
tion of the Commissions report, the
Congressional Appropriations Confer-
ence Committee Report urged “the
Secretary [of HHS] to form a coordi-
nating unit to review the Commission’s
report and implement ways to better
coordinate the Department’s many
CAM-related activities.” The full text
of the committee report is available
through <www.thomas.loc.gov> under
“Status of 2002 Appropriations Bills.”

* During the life of the WHCCAMP. the
1IOM acted on a key Commission rec-
ommendation to set research priorities
by developing its “Proposed Frame-
work for Evaluating the Safety of
Dietary Supplements,” the goal of
which is the establishment of direction
in the study of dietary supplements.
The 156-page report was released in
July 2002, and is open for comments.
[t is available online only at the
National Academy Press website,
<www.nap.edu/catalog/10456.html>.

Clearly, the delivery of the Final Report

of the White House Commission on CAM
Policy represents a historic shift in health-
care policy in this country. The clear think-
ing and serious deliberation brought to this
effort by the Commission staff and mem-
bers, it is hoped, will inspire the entire
CAM community v =2 up its role in
shaping future policy

Hannah V. Bradford, is a licensed acupunc-
turist in Bethesda, Maryland and publishes
CAM Communications and Reports. Infor-
mation at: <hvbradford@cs.com>.
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WHO Publishes Traditional Medicine Strategy for 2002-2005

¢ World Health Organization (WHO)

as announced the development of a
strategy to increase the number of member
nations having a national policy and legal
framework to deal with complementary and
alternative medicine (CAM), particularly
the growing use and distribution of botani-
cal medicines.

The report, titled WHO Traditional Med-
icine Strategy 2002-2005, was presented
May 16 at the World Health Assembly in
Switzerland. This report is heavily focused
on botanicals and the need to establish reg-
ulation of herbal products. Consistent with
its previous positions and publications in
this area in the past decade, WHO
acknowledges the significant role that
herbal preparations can offer as low-cost
medicines when they are propetly manufac-
tured and rationally evaluated for their safe-

ty and efficacy.

The 74-page report indicates an inten-
tion to bring “order” to the practice and use
of traditional medicines, which mainly
refers to botanicals and other natural prod-
ucts used medicinally in systems of indige-
nous and traditional medicine.

The Traditional Medicines Strategy iden-
tified the following “key needs”:

¢ Nartional regulation and registration of
herbal medicines.

* Post-marketing surveillance of herbals
to monitor safery,

* Support of clinical research on the use
of CAM for common health problems;
these include the use of traditional
medicines in the areas of infectious dis-
eases, as they may be appropriate, as
well as the growing problems with
AIDS in many developing countries.

* Creation of national monographs for
medicinal plants (many of these would

presumably follow the outline and
work already being done on the mono-
graphs being published by WHO).

WHO had previously published “Guide-
lines for the Assessment of Herbal Medi-
cine” in 1991. (See HerbalGram 28, pp. 13-
20 for complete text.) In addition, WHO
has published a volume of herbal mono-
graphs to establish guidelines for identity,
quality, safety and effective use, WHO
monographs on selected medicinal plants Vol-
ume 1 (WHO, 1999; see “Monograph
Update” article in HerbalGram 47, pp. 40-
45, for a table showing the uses of medici-
nal plants supported by clinical data in
WHO monographs).

The complete text of the WHO Tradi-
tional Medicine Strategy 2002-2005 is avail-
able online at <www.who.int/medi~inac/
organization/trm/orgtrmmain.shtml>

—Mark Blumentnal

USP’s Dietary Supplement Verification Program Unveils Mark

e United States Pharmacopeia (USP)

reated its Dietary Supplement Verifica-
tion Program (DSVP) in November 2001
to help inform and safeguard the growing
number of consumers who use dietary sup-
plements. USP recently unveiled the mark
that qualifying manufacturers will place on
their product labels.

Nature Made® Vitamin E was the first
product to earn the DSVP mark. Nature
Made is a division of Pharmavite LLC, of
Northridge, CA, one of the nation’s largest
dietary supplement manufacturers. Phar-
mavite was the first company to join DSVP,
Leiner Health Products Inc. of Carson, CA;
Inverness Medical Innovations Inc. of
Waltham, MA; and Weider Nutrition Inter-
national Inc. of Salt Lake City, UT, are also
participating in DSVP.

Under DSVP, USP evaluates and verifies
dietary supplements according to stringent
standards for product purity, accuracy of
ingredient labeling, and proper manufac-
turing practices. The DSVP mark helps
assure consurmers, health care professionals,
and supplement retailers that a product:

* Contains the ingredients declared on

the product label;

* Contains the amount or strength of

ingredients declared on the product
label;

* Meets requirements for limits on
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potential contaminants
* Has been manufactured properly by
complying with USP and proposed

FDA standards for good manufactur-
ing practices (GMPs).

Once a dietary supplement is granted the
USP DSVP certification mark, USP will
periodically conduct random off-the-shelf
tests on verified products to ensure they
continue to meet DSVP’s strict standards.
USP also will continue to conduct audits of
manufacturer sites for GMP compliance on
a three-year basis. During the intervening
years, manufacturers will be required 1o
conduct annual self-audits and report the
results to USP for review.

USP evaluates dietary supplements sub-
mitted to the program based on:
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* Extensive laboratory testing;

* Comprehensive review of quality con-
trol and manufacturing documenta-
tion; and

e Evaluation of manufacturer compli-
ance with USP and proposed FDA
standards for GMPs.

USP is a not-for-profit organization that
achieves its goals through the contributions
of volunteers representing pharmacy, medi-
cine, and other healthcare professions, as
well as science, academia, government, the
pharmaceutical industry, and consumer
organizations.

Since 1820, USP has established stan-
dards for more than 3,800 prescription and
over-the-counter medicines. USP also has
developed monograph standards for more
than 900 nutritional and dietary supple-
ment products. These standards are com-
piled in the United States Pharmacopeia and
National Formulary (USP-NF), which is
recognized as the nation’s official compen-
dia for pharmaceuticals and dietary supple-
ments. For further information, vi~*+ -he
DSVP website, <www.usp-dsvp.org

—Karen Robin
[USP. Nature Made Vitamin E Is First Dietary

Supplement to Gain DSVP Certification (press
release). 2002 June 17.]
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Consumers Mix Prescription Meds

with Supplements

searchers from Boston University have
xpressed concern with unintended

interactions that may occur when con-
sumers overlap use of prescription medica-
tions with use of herbal or other dietary
supplements. Results from the Slone Sur-
vey' indicate a consistent overlap between
conventional and alternative remedies.

Among 2,590 participants (at least 18
years old), 81 percent used at least one med-
ication; 50 percent took at least one pre-
scription drug; and 7 percent took five or
more. Herbals and supplements were taken
by 14 percent of the population. In addition,
16 percent of prescription drug users admit-
ted to also taking an herbal or supplement.

Reasons for drug use varied widely, with
hypertension and headache mentioned
most often (9 percent for each). Vitamins
and minerals were frequently used for gen-
eral health (35 percent), as were herbals and
supplements (16 percent).

Owing to the relatively high incidence of

mixing conventional and alternative reme-
dies, the authors concluded that the overlap
raises concern about “unintended interac-
tions.” The authors suggested that docu-
menting usage patterns could be used to
improve the safety of medication use.

The Slone Survey was a randomized tele-
phone survey of the non-institutionalized
American residents in the 48 continental
states and the District of Columbia. Dara
was collected and analyzed from February
1998 through December 1999. The survey
questions focused on what medications, by
type, were taken *---ig the week preceding
the survey date.

1. Kaufman DW, Kelly JP, Rosenberg L,
Anderson TE, Mitchell AA. Recent Pat-
terns of Medication Use in the Ambulatory
Adulr Population of the United Srates: The
Slone Survey. Journal of the American Med-
ical Association 2002; 287(3):337-44.

2. Anon. Consumers Mixing Remedies:
Herbals and Prescriptions. Natural Products
Industry Insider 2002 Jan 16.

Agreement to Share Drug Revenues with
Samoan Village Sets Benefit-Sharing Precedent

renty percent of any commercial rev-

nues from prostratin, an experimental
but promising anti-HIV compound, will be
returned to the people of Samoa where this
plant-derived potential therapy was found,
under a precedent-setting agreement.

Prostratin is found in the wood of Homa-
lanthus nutans Guill., Euphorbiaceae, a
small rainforest tree in Samoa. Paul Alan
Cox, Ph.D., Director of the National Trop-
ical Botanical Garden, first collected AH.
nutans in 1984." Before beginning his
research, Cox and the Samoan village chiefs
agreed that a portion of any future financial
benefit would be returned to the village.
Cox found that Samoan healers in the vil-
lage of Falealupo used the bark of the plant
to treat hepatitis. He sent their mixtures to
the National Cancer lnstitute (NCI) of the
National Institutes of Healcth (NIH), which
isolated prostratin.

AIDS ReSearch Alliance of America
(ARA), a non—proﬁt research institution
that has helped develop 11 of the current 17
anti-HIV drugs, became interested in pros-
tratin a little over a year ago as the virus
continued to development resistance to the
current drugs used in Highly Active Anti-
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Retroviral Therapy (HAART), which is the
standard of care for AIDS patients. A study
showed that prostratin inhibits HIV repli-
cation while activating dormant, or “latent”
HIV.2 Prostratin can stimulate latently
infected cells so that the virus may poten-
tially be recognized by the immune system
or eradicated by currently available drugs.

After licensing prostratin for HIV thera-
py from the NCI, Irl Barefield, Executive
Director of ARA and Stephen Brown, M.D.
ARA’s Director of Clinical Research, trav-
eled with Dr. Cox to Samoa where they met
with healer’s families, village chiefs, and the
Prime Minister, Attorney General, and sev-
eral cabinet members of the Samoan gov-
ernment. Under the terms of the agreement
ARA reached with Samoa, 12.5 percent of
the profits from prostratin will go to the
Government of Samoa, 6.7 percent to
Falealupo village, and 0.4 percent to the
families of each of the two (now deceased)
healers who showed Cox how to use H.
nutans.'

News of the agreement rapidly spread,

Continues on page 55
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U.S.Food and Drug
Administration
Launches New AER
Tracking System

e U.S. Food and Drug Administration

as launched a new system to report and
monitor adverse events reports involving
foods, cosmetics and dierary supplements.
The new system, under the FDA’s Center
for Food Safery and Applied Nutrition
(CFSAN), is called CFSAN Adverse Events
Reporting System (CAERS).

Under the new system, CFSAN will write
a letter of notification to the company listed
on the product label when the CAERS sys-
tem receives an adverse event report of ill-
ness or injury allegedly associated with the
use of a company’s product.

The CAERS system will enable FDA to
identify potential public health issues asso-
ciated with a particular product already in
the marketplace. FDA will use the informa-
tion gathered from the system to assist in
the formulation and dissemination of
CESAN’s post-marketing policies and pro-
cedures.

FDA encourages companies to share
information with the agency that is relevant
and useful concerning adverse events that
companies may be aware of involving their
product.

The CAERS system replaces the Special
Nutritionals/Adverse Event Monitoring
System (SN/AEMS) created in 1998. The
SN/AEMS website, which included adverse
event reports on dietary supplements, has
been removed from the FDA website. FDA
is currently evaluating how best to incorpo-
rate the adverse event dara received from the
CAERS system into a website for public
use.

The CAERS system will be pilot tested
this year and is expected to be operational
by May 2003. It may not be on the FDA
website until 2004. In the meantime,
CFSAN’s internal adverse event collection
and ev:'
operate.

“>n systems will continue to

[American Herbal Products Association. FDA
Announces New Adverse Events Reporting Sys-
tem for Dietary Supplements, Food and Cos-
metics [press release] 2002 August 29]
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Heating Garlic Can Reduce Some of Its Biological Activity

viewed: Song K, Milner JA. The influ-

nce of heating on the anticancer prop-
erties of garlic. American Society for Nutri-
tional Sciences. 2001 [Supplement]:1054S-
1057S.

The potential medicinal value of garlic
(Allium sativum L., Alliaceae or Liliaceae)
has been recognized for thousands of years.
The authors cite studies that have shown
that garlic has a variety of pharmacologic
properties, including hypolipidemic (blood
lipid-lowering), hypoglycemic (blood glu-
cose-lowering), antibacterial, antifungal,
antioxidant, and anticancer effects.

Support for the anticancer effect of garlic
has come from epidemiologic, animal, and
laborarory studies. Preclinical research has
shown that garlic can protect a number of
body tissues against different kinds of car-
cinogens and can interfere with cancer
development at both the initiation and pro-
motion stages. This article reviews research
abourt the effects of heating garlic on its
anticancer potential. “Although the mini-
mum daily intake required to reduce cancer
risk remains to be determined, garlic has
been categorized as a dietary anticarcino-
gen,” the authors write.

Laboratory research suggests that the
anticancer substances in garlic include both
lipid-soluble and water-soluble sulfur com-

pounds. Garlic is distinguished from many
other vegetables because of its high sulfur
content, and it is thought that the many
allyl sulfur compounds in garlic, including
S-allylcysteine (SAC), a water-soluble sul-
fur-containing amino acid, probably
explain many of its medicinal properties.

According to the authors’ own research,
microwave heating for as little as 30 seconds
blocked 90 percent of the activity of alli-
inase, the enzyme that is activated when
garlic is crushed or cut. Alliinase rapidly
converts alliin to allicin. Allicin is responsi-
ble for garlic’s odor, and is considered one of
the most important biologically active com-
pounds found in crushed garlic. Microwave
heating of garlic for 60 seconds destroyed
all alliinase activity. When alliinase is inacti-
vated by heat, alliicin and its derivities can-
not be formed. The authors cite studies
showing that boiling garlic at 100 degrees C
for 20 minutes inactivated its cardiovascular
benefits, antifungal effeces, antioxidant
properties, and ability to inhibit cyclooxy-
genase (an enzyme that plays a role in the
development of some types of cancer).

The authors also performed a study to
measure the effects of heating garlic (dosage
information was not included in the report)
upon a rat anticancer assay. Raw garlic was
effective in reducing formation of DNA

adducts by 64 percent, and garlic that had
been microwaved for 30 seconds provided a
similar degree of protection. However,
microwaving garlic for 60 seconds
destroyed all of its anticancer benefits,
whether the garlic had been crushed before
heating or not. Letting crushed garlic sit at
room temperature for 10 minutes before
microwave heating preserved 70 percent of
its anticarcinogenic effects, compared with
the effects of raw garlic. Cutting the top off
of whole, intact garlic and letting it sit for
10 minutes before oven heating also pre-
served some of its anticancer effects, where-
as oven heating for 45 minutes without cut-
ting the top of the garlic destroyed all of its
anticarcinogenic potential.

Thus, this research suggests that many of
the medicinal effects of garlic are reduced or
destroyed by heating. Inactivation of alli-
inase and other heat-sensitive materials in
gatlic is probably the mechanism by which
heating has this negative effect. “Although
garlic is known for its many pharmaceutical
effects, these abilities can be depressed by
preparation or p-~-~-sing methods,” the
authors conclude.

—(hristina Chase, M.S., R.D.

Pycnogenol® Pine Bark Extract Shows Promise in Diabetic Retinopathy

viewed: Spadea L, Balestrazzi E. Treat-

nent of vascular retinopathies with
Pycnogenol. Phytotherapy Research 2001;
15: 219-23.

This study evaluates whether Pyc-
nogenol® affects the progression of vascular
retinal disorders (conditions affecting blood
vessels in the retina of the eye), including
diabetic retinopathy (disease of the retina
caused by diabetes). Pycnogenol (Horphag
Research, France) is a patented water extract
from the bark of French maritime pine
(Pinus pinaster Aiton, Pinaceae, syn. P mar-
itima Lam.). The primary active ingredients
are flavonoid-type compounds such as cate-
chin, epicatechin, taxifolin, procyanidins,
and proanthocyanidins.

Previous research has found that free rad-
icals play an important role in the develop-
ment of various eye diseases, including
retinopathies. Evidence also suggests that
antioxidants can be effective at both pre-
venting and treating diseases of the blood
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vessels in the eye, such as diabetic retinopa-
thy. Previous studies cited by the authors
found that antioxidants can inhibit the
processes of neovascularization (formation
of new blood vessels) and chronic edema
(fluid retention) in the retina. Both of these
processes, if left unchecked, can cause a loss
of vision.

This trial comprised two phases. In the
first phase, which was double-blinded, 20
patients were randomly assigned to receive
either placebo or Pycnogenol (50 mg, three
times daily) for two months. In the second
phase, which was open-label, 20 additional
patients received Pycnogenol at the same
dose schedule and duration. A total of 30
patients took Pycnogenol and 10 took the
placebo. All the patients had vascular dis-
eases of the retina due ro diabetes, athero-
sclerosis, hypertension, or thrombosis
(blood clot) in the central retinal vein. The
majority of the patients had either diabetic
or hypertensive retinopathy. The average
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ages of patients taking placebo and Pyc-
nogenol were 53.1 and 59.7 years, respec-
tively.

The efficacy and safety resules of the two
phases were analyzed separately and pooled
where appropriate. The effects of treatment
with Pycnogenol or placebo were assessed
using five different parameters: visual acu-
ity, ophthalmoscopy, visual field, fluoroan-
giography, and pattern electroretinogram.
The visual acuity test showed that, on aver-
age, placebo-group patients experienced
some loss of visual acuity during the two-
month study. This indicated that retinopa-
thy can cause rapid deterioration of vision
and, therefore, needs prompt treatment. In
contrast, Pycnogenol-group patients expe-
rienced either a slowing of the deteriora-
tion of visual acuity or a small improve-
ment in visual acuity. The difference
between the groups was statistically signif-
icant (p < 0.05 for the right eye and p <
0.01 for the left eye).
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sant effect in favor of SJW over placebo.
The patient entry criteria was mild to mod-
erate (major) depression with HAM-D
scores from 18 to 25. This trial differed
from the two American studies in that it
was performed at 26 different centers in
France, all patients were self-referred (i.e.,
they were not recruited by newspapers, TV
and radio as they are in this country), and
there was a severity range on the HAM-D
of at least 18 but not more than 25. Unfor-
tunately, the duration ~* -he current
episode was not provided.

Jerry Cott, Ph.D., is the former Chief of the
Psychopharmacology Research Program at the
NIMH and bas also been a reviewer of clini-
cal and preclinical studies of antidepressant
drugs at the FDA. The study nnder discussion
was funded solely by the NIMH.
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Small Trial Shows Hawthorn Leaf and Flower
Extract Is Effective in Early-Stage Congestive

Heart Failure

viewed: Zapfe G. Clinical efficacy off

Crataegus extract WS 1442 in conges-
tive heart failure NYHA class II. Phytomed-
icine 2001; 8:262-6. '

In congestive heart failure (CHF), the
heart has a reduced ability to pump blood
effectively, often due to a previous myocar-
dial infarction (heart attack). This usually
causes symptoms such as shortness of
breath, weakness, and fluid retention in the
legs and feet. “Even mild forms of CHF
should be treated adequately to postpone or
to prevent progression of the disease,” the
author writes.

Previous research showed that a
hawthorn extract known as WS 1442*
(Schwabe Pharmaceuticals, Karlsruhe, Ger-
many) was effective and safe for treating
CHEF. Clinical studies found that WS 1442
improved exercise tolerance and reduced
symptoms of CHE WS 1442 is made from
a dry extract of hawthorn (Crataegus spp.,
Rosaceae) leaves, twigs and flowers.

This randomized, double-blind, placebo-
controlled clinical trial was performed to
evaluate the efficacy and safety of WS 1442.
The study included 40 male and female
outpatients, aged 40 ro 80 years, with CHE
The severity of their CHF was categorized
as New York Heart Association (NYHA)
class II, a mild chronic form of CHF. The
average age of patients was 58.2 years in the
treatment group and 66.5 years in the
placebo group. Approximately three-quar-
ters of the patients in both groups were
women.

Patients were randomly assigned to
receive either placebo or WS 1442 (240 mg
per day, divided into 3 doses of 80 mg each)
for 12 weeks. WS 1442 was standardized to
contain 18.75 percent oligomeric procyani-
dins. Certain drugs were discontinued, if
possible, during the study. These included
diuretics, calcium  antagonists, ACE
inhibitors, cardiac glycosides, and other
hawthorn-containing preparations.

At the beginning (baseline) and end of
the study, patients underwent exercise toler-
ance testing on a stationary bicycle. The
main outcome variable was exercise toler-
ance, measured in watts (W) multiplied by
minutes (min). The secondary outcome
variable was the double product, also
known as the pressure-rate product. This is
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calculated by multiplying heart rate by sys-
tolic blood pressure by 10°. The double
product was determined at rest and again
after exercising for 2 minutes at a workload
of 50 W, the difference berween these two
values was calculated and used as the differ-
ence of the double product.

The results showed that from the start to
the end of the 12-week study, average exer-
cise tolerance improved in the treatment
group (from 616.3 to 682.5 W x min), but
declined in the placebo group (from 623.8
to 527.6 W x min). The difference berween
groups was of borderline significance (p <
0.06) despite average age difterence. All 20
patients in the WS 1442 group and 19 of
20 in the placebo group completed the
study; one placebo-group patient dropped
out due to an allergic skin reaction.

From baseline to end of study, the differ-
ence of the double product declined by
26.8 percent in the WS 1442 group but
remained unchanged in the placebo group.
The change in the WS 1442 group was not
significant (p < 0.11), yet the author con-
cludes, “this result indicates a positive
impact of WS 1442 on exercise tolerance.”
This reduction in the difference of the dou-
ble product found in the WS 1442 group
may indicate that the heart was using oxy-
gen more efficiently to perform an equiva-
lent amount of work. WS 1442 was shown
to be safe and well-tolerated.

The cornerstone of management for
CHEF is sull conventional drug treatment
with diuretics, ACE inhibitors, digitalis gly-
cosides, and beta-blockers, based on large-
scale trials focusing on such endpoints as
mortality. With more research on hawthorn
leaf and flower extract, it is possible that this
phytomedicine may become more widely
adopted in cardiology for CHF Stage Il
Hawthorn leaf and flower extract was
approved for this indica-*~~ “y the German
Commission E in 1994

—{hnstina Chase, M.S., R.D.,

* WS 1442 is marketed in Germany as
Crataegutt’ by W. Schwabe and is imported
and marketed in the United Srates as Heart-
Care’ by Narure's Way.

HerbalGram 56 | 23






















































vides an introduction to some of the traditional uses of R. rosea, its
phytochemistry, scientific studies exploring its diverse physiologi-
cal effecrs, and its current and future medical applications.

Traditional folk medicine used R. 7osea to increase physical
endurance, work productivity, longevity, resistance to high altitude
sickness, and to treat fatigue, depression, anemia, impotence, gas-
trointestinal ailments, infections, and nervous system disorders. In
mountain villages of Siberia, a bouquert of roots is still given
couples prior to marriage to enhance fertilicy and assure the bi
of healthy children.? In Middle Asia, R. rosea tea was the m
effective treatment for cold and flu during severe Asian winte
Mongolian doctors prescribed it for tuberculosis and cancer.” ]
centuries, only family members knew where to harvest the w
“golden roots” and the methods of extraction.’ Siberians secre
transported the herb down ancient trails to the Caucasian Mot
tains where it was traded for Georgian wines, fruits, garlic, 2
honey. Chinese emperors sent expeditions to Siberia to bring b
the “golden root” for medicinal preparations.

Linnaeus wrote of R. rosea as an astringent and for the treatmu
of hernia, leucorrhoea (vaginal discharge), hysteria, an
headache.*” In 1755 R. rosea was included in the first Swedish
Pharmacopoeia. Vikings used the herb to enhance their phys-
ical strength and endurance.” German researchers described
the benefits of R. rosea for pain, headache, scurvy, hemor-
rhoids, as a stimulant, and as an anti-inflammatory."¢

In 1961, G.V. Krylov, a Russian botanist and taxonomist in
the Department of Botany at the Novosibirsk Branch of the Russ-
ian Academy of Sciences, led an expedition to the cedar taiga in
the Altai Mountains of southern Siberia where he located and
identified the “golden root” as Rhodiola rosea.” Extracts of the
R. rosea root were found to contain powerful adaptogens.
Research revealed that it protected animals and humans from
mental and physical stress, toxins, and cold.*'” The quest for new
medicines to treat diseases such as cancer and radiation sickness,
and to enhance physical and mental performance, led ro the dis-
covery of a group of phenylpropanoids that are specific to R
rosea. (See Phytochemistry section below.)

While Rhodiola as a genus may have originated in the moun-
tainous regions of Southv
have established that vari
ly display a circumpolar
the higher latitudes and
tions of the Northe
Hemisphere. In Central
and Northern Asia, the
genus is distributed
from the Altai Moun-
tains across Mongolia
into many parts of
Siberia.” According to
Hegi, its distribution
in Europe extends from
Iceland and the British
Isles across
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Alps, the Carpathian Mountains and other mountainous Balkan

regions. Several varieties of Rhodiola species have also been identi-

fied across Alaska, Canada, and the northern mountains of the

continental United States.” In fact, the world database of botani-

cal literature shows many citations identifying a broad range of

species of the genus Rhodiola, in some cases including R. rosea, in
many diverse locations in northern latitudes (see Table 1).

The current taxonomical status of the genus Rbodiola has

become quite complex. Before

rld War II, some taxono-

sts separared  different

ipecies of Rhodiola into

an independent genus,

belonging to the sub-

family Sedoidae.*

Then Rhodiola was

reclassified as a sub-

enus of the larger genus

um, which contained

0 species. In 1963 Hegi

more than 50 species of

re-established them as a

1¢ to their morphological

m a distinct Rhodiola

liffering opinions among

new species should or

. the genus Rhodiola. The

HUONAIC anu ucty wneria for the boundaries of

/ the genus remain somewhar controversial. This is

not, in itself, necessarily counterproductive, since

the acquisition of botanical knowledge inevitably

stimulates new understanding and insight, creat-

ing the need for revised systems of classification.

In the case of R. rosea, however, this taxonomic

ambiguity may have unexpected and potentially

negative consequences.

Popularizing a phytomedicinal plant like R.
rosea can create confusion when the public is
offered a variety of “Rbodiola” products

using the general plant family name instead

of the full botanical name of the particular

species. For example, products called “Rhodiola

spp., Tibetan Rhodiola or Indian Rhodiola” may

incorrectly imply equivalence with K. rosea

extract. Because of significant species-dependent

variation in phytochemistry and pharmacology,

the use of “Rhodiola” as a general term is inaccurate

and misleading. The correct identification of all Rhodiola

ipecies according to precise and generally accepted botani-

al, phytochemical, and genetic taxonomic criteria is not

aerely an abstract intellectual exercise. It is critical for both

lentific and phyropharmacological accuracy, as well as for

oduct labeling for the public. Consumers may need pro-

nal guidance to avoid purchasing ineffective brands, partic-

hose that do not provide full information, including the

te botanical name of the plant species. Companies may

their suppliers over time. Therefore, consumers should

periodically check independent sources of product evaluation, as

well as requesting information about quality control and content
- -
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prefrontal and frontal
cortex are enhanced. Other neuronal systems also contribute to the
many aspects of memory: encoding, sorting, storage, and retrieval.
For example, the cholinergic system uses the neurotransmitter
acetylcholine (Ach) and contributes to memory function via path-
ways ascending from the memory storage systems of the limbic sys-
tem to various areas of the cerebral cortex (memory retrieval).
Agents that block Ach suppress the activity of these ascending
pathways and interfere with memory. R. rosea reverses this block-
ade.®™ The deterioration of these systems with age results in age-
associated memory loss.”? R. rosea may prevent or ameliorate some
age-related dysfunction in these neuronal systems.

As an antioxidant,®* R. rosea may help protect the nervous sys-
tem from oxidative damage by free radicals. Stress interferes with
memory functions and, over time, causes deterioration in memory
systems. In addition to enhancing cognitive functions, learning,
and memory by stimulating NE, DA, 5-HT, and Ach neuronal
systems, R. rosea may exert positive effects on memory and cogni-
tion by improving resistance to physical and emotional stress.
Thus, the dual action of cognitive stimulation and emotional
calming creates benefits for both immediate cognitive and memo-
ry performance and for the long-term preservation of brain func-
tions.

The psychostimulant effects of R. rosea were studied in 53
healthy subjects and 412 patients with neuroses and asthenic syn-
dromes (of both functional and organic origin).*** Symptoms of
asthenia (fatigue, decline in work capacity,
trouble falling asleep, poor app
irritability, and headaches) respc
favorably to R rosea 50 mg thr
times a day. Treatment dura-
tions ranged from 10 days to 4
months. The asthenic states
included both psychiatric and
physical causes, for example, fol-
lowing influenza or other illness. |
open study of 128 patients aged
years, R. rosea alleviated fatigue,
tractibility, headache, weakness a;
tive symptoms in 64 percent of cas
was assessed by psychological te
productivity.

In 1869 Beard coined the term
to include various forms of nervo
troversy over this term has centerea on tne overlap ot symp-
tomatology and co-morbidity with other conditions (e.g., depres-
sion, neuroses, somatoform disorders, and chronic fatigue syn-
drome). Although this diagnosis has fallen out of favor in the Unit-
ed States and no longer appears in The Diagnostic and Statistical
Manual of the American Psychiatric Association (DSM-IV),” it is
still widely used throughout the world.*% Neurasthenia is defined
by the World Health Organization in the International Classifica-
tion of Diseases (ICD-10)* as:

* cither persistent and distressing feelings of exhaustion after
minor mental effort, or persistent and distressing feelings of fatigue
after minor physical effort;

* accompanied by one or more of the following symptoms: mus-
cular aches or pains; dizziness; tension headaches; sleep distur-
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tive disorders or panic, or generalized anxiety disorder.

In an open study 27 healthy students, physicians, and scientists
aged 1946 years were given 10 drops of R. rosea tincture (equiva-
lent to 100~150 mg R. rosea extract) once or twice a day for 2-3
weeks, beginning several days before intense intellectual work,
such as final exams.™ The extract improved the amount and qual-
ity of work and in all cases prevented asthenic decompensation
(loss of work capacity due to fatigue). A series of studies using a
proofreading test showed that a one-time dose of R. rosez did not
significantly increase the number of symbols corrected, but very
significantly decreased the percent of errors made, particularly over
an 8-hour period.®* Positive results found in the studies of proof-
reading tests were based on 300 mg/day or more. In medical treat-
ments, the usual doses are 200-600 mg/day. R. rosea increased
intellectual capacity (particularly by improving perception and
processing of information) to a greater degree than an extract of
eleuthero, formerly called Siberian ginseng (Eleutherococcus sentico-
sus Rupr. et Max., Araliaceae).”

The decrease in physical and mental performance of physicians
on prolonged night call is well known. Low dose (170 mg/day) R.
rosea extract was given to 56 young, healthy physicians on night
call.'® The effect was measured as total mental performance calcu-
lated as “Fatigue Index.” The tests reflected an overall level of men-
tal fatigue involving complex cognitive functions, such as associa-
tive thinking, short-term memory, calculation, concentration, and
speed of audio-visual perception. These parameters were tested
before and after night duty during three periods of two weeks each

wver trial. A statistically significant improve-

performance tests was observed in the treat-

> (R. rosea) during the first two-week peri-

1, at 6 weeks the effect appeared to be lost.

zts were reported. These results suggest that

ct can reduce fatigue under cerrain stressful

t some period of time. Possible reasons for

cacy over time may be the low dose used,

the crossover design, or the overall length

of night duty with increased fatigue by

weeks 5 and 6.

Spasov and colleagues compared 100

g/day R rosea extract (SHR-5, Swedish

I Institute, Goteborg, Sweden; standard-

3 percent rosavin and 0.8 percent salidro-

th placebo in a double-blind 20-day study

adian medical students studying in Russia

during their final exam period.* Despite the low

dosage, investigators found significant improve-

ments in general well-being, physical fitness, mental fatigue, final

exam grades, and coordination, but not in some aspects of cogni-

tive functioning in students taking R rosez extract compared to
placebo.

In a double-blind placebo-controlled study of 60 foreign stu-
dents at a Russian high school, administration of a R. rosea extract
(660 mg/day of a preparation named Rodaxon) resulted in an
increase in physical (velergometric) work capacity, coordination,
kinesthetic sensitivity, and general well-being along with a decrease
in psychic fatigue and situational anxiety.”” Unfortunately, chis
study provides no information on the amount of R. rosea in the
Rodaxon preparation.
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In their classic 1968 paper, Soviet pharmacologists Brekhman
and Dardymov surveyed the literature on 189 medicinal plants
and identified five (including R. rosea) that met the three defining
criteria for an adaprogen:™
* An adaptogen should be innocuous and cause minimal distur-
bance of the normal physiological functions of an organism;

* The action of an adaptogen should be nonspecific (i.c., it should
increase resistance to adverse influences of a wide range of harmful
factors of physical, chemical, and biological nature);

* An adaptogen may possess normalizing action irrespective of the
direction of the preceding pathological changes (i.e., if a body
parameter is high, the adaptogen brings it down towards normal;
if a parameter is low, the adaptogen brings it up towards normal).

The forced swimming test, used by Russian scientists to measute
nonspecific resistance to stress, was later named after Porsolt who
assigned specific parameters such as water temperature and the
dimensions of the glass cylinder in which a mouse or rat was forced
to swim to exhaustion (about 15 minutes). After an inital period
of vigorous activity, the rodent adopts a characteristic immobile
posture, making only the minimal movements necessary to stay
afloat.” The validiry of the Porsolt swim test and its relationship to
depression have been discussed extensively”™* and it subsequently
became a screening test for antidepressant agents by pharmaceuti-
cal companies. Although different laboratories have made minor
technical modifications, the fundamentals of the test remain the
same. Adaptogens and antidepressants increase the amount of time
the animal is able to keep swimming actively.” Panossian and col-
leagues propose to update the definition of adaptogen by high-
lighting more specific biochemical actions as metabolic regula-
tors. The wide range of medical benefits and physiological actions
may be based on the effects of adaptogens on regulatory systems
found in many organs and tissues (e.g., immune, hormonal, CNS,
cardiovascular, muscular, etc.). They hypothesize that adaprogens
reduce damage from stressors by altering the reactivity of the
organism’s defense system, including the hypothalamic pituitary
axis (HPA) and the efferent sympatho-adrenal system (SAS).”

A recent study showed that R. rosea and eleuthero protected the
embryos of freshwater snails (Lymnaea stagnalis) from a variety of
environmental stressors.” Enhancement in resistance was studied
by applying phyto-adaptogen extracts for a period of 20 hours to
3-day old L. stagnalis larvae. Subsequently the larvae were exposed
to the following highly toxic environmental stressors: a physical
stress (heat shock: 43 degrees C for 4 minutes); an oxidative stress
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rosea strongly protected snail embryos from lethal heat shock, from
the adverse effects of menadione-induced superoxide radicals, and
from toxic exposure to heavy metals (copper and cadmium).
Although the degree to which resistance was enhanced depended
on the type of stressor applied, these results confirm the definition
of phyto-adaptogens as being universal enhancers of non-specific
resistance against different kinds of stress conditions. The mecha-
nisms of nonspecific resistance are not entirely clear, but probably
involve improvements in cellular energy metabolism, based in part
on ATP (as discussed above).

In higher animals and humans, nonspecific resistance may also
be enhanced by improvements in the neurological mechanisms of
dealing with stress (catecholamines, serotonin, and endorphins).
The serotonin system is necessary for the stress response reaction,
adapration to new environmental conditions, and tolerance of
hypoxia. Numerous stressors decrease serotonin in the hypothala-
mus. Theoretically, the ability of R. rosea to increase the nonspe-
cific resistance of animals may be related to its capacity to increase
serotonin in the hypothalamus and midbrain. Additional research
showed that an intact hypothalamic pituitary adrenal axis and par-
ticipation of the gonads and thymus were necessary for this anti-
stress effect.’ Furthermore, R. rosea reduces the activation of sever-
al components of the stress response system. For example, it mod-
estly increased serum beta-endorphins that protected rats against
subsequent stress-induced excess endorphin elevation.® In addi-
tion, R. rosea moderates the release of opioid peptides that occurs
as part of the pituitary adrenal axis response to stress. This reduced
release protects against sudden excess opioid and catecholamine
(NE and DA) levels (which interfere with normal brain functions
and can lead to heart damage), while allowing a more moderate
release that increases stress tolerance without damaging the central
nervous system or the cardiovascular system (see Diagram 2). R.
rosea extracts also protect the brain and heart by reducing the secre-
tion of corticotrophin releasing factor (CRF) under stress.***'

Neuroendocrine animal studies showed that R. rosea, like other
adaprogens, enhanced thyroid function without causing hyperthy-
roidism.* In addition, the thymus gland functioned better and was
protected from the involution that occurs with aging. The adrenal
glands functioned with better reserve and without the kind of
hypertrophy caused by other psychostimulants.

Egg maturation was enhanced in rats and an anabolic effect in
males (increased muscle building and gonad strengthening similar
to effects of low-dose testosterone) was observed in a number of
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controlled clinical trials,

b~ =5tential medical applications of this unique phyto-

to develop
adaptogen.

Richard P Brown, M.D., is Associate Clinical Professor of Psychia-
try at Columbia University College of Physicians and Surgeons in
New York City. He received his M.D. in 1977 from Columbia Uni-
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chopharmacology Travel Fellowship, a Mallinckrodt Scholar award,
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plementary medicine, especially as relevant to psychiatry. In 2000, he
co-authored the book, Stop Depression Now, which presents a holis-
tic approach to the treatment of depression, including SAM-e. Since
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Roots of 5 year old cultivated Rhodiola rosea. L. Mikkeli, Finland, 2002
Photo © 2002 Bertalan Galambosi
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Acknowledgement: The authors are grateful to Dr. Bertalan Galam-
bosi from Agrifood Research Finland, FEcological Production, of
Mikkeli, Finland, for providing the photographs of Rhodiola rosea.

References

1. Engler A. Syllabus der Pflanzenfamilien. Vol. 2. Berlin, Germany:
Borntraeger; 1964. p. 199-200.

2. Saratikov AS, Krasnov EA. Rhodiola rosea is a valuable medicinal
plant (Golden Root). Tomsk, Russia: Tomsk State University Press;
1987.

3. Mell CD. Dyes, tannins, perfumes, and medicines from Rbodiola
rosea. Textile Colorist 1938;60(715):483-4.

4. Linnaeus C. Materia Medica. Liber 1. De Plantis. Stockholm, Swe-
den: Lars Salvius; 1749. p. 168.

S.  Linnaeus C. Orrabok. Stockholm, Sweden: Almquist and Wiksell;
1725. p. 127.

6. Linnaeus C. Planss of Lapland. Uppsala, Sweden: The Royal Science
Academy’s documents; 1754. p. 182-7.

7. Linnaeus C. Flora Oeconomica eller Hushills-Nyttan af de i Swerige,
Wilds wixande Orter. Stockholm, Sweden: Lars Salvii; 1748. p. 399.

8.  Linnaeus C, Tonning H. Norwegian Rarities. Uppsala, Sweden: Johan
Edman;1768. p. 3-19.

9. Sandberg E, Bohlin L. Fyroteraps: vixbaserade likemedel |Remedies
based on herbs]. Stockholm, Sweden: Hilsokostridets forlag AB;
1993. p. 131.

10. Commission Nationale de la Pharmacopée Francaise. Pharmacopée
Frangaise. IX ed. Table alphabétique revisée des drogues végétales.
Paris, France: French Agence du Médicament—Direction des French
Laboratoires et des Contrdles, Unité Pharmacopée; 1974. p. I A214-
101.

11. Sandberg E Herbal Remedies and Herb Magic. Stockholm, Sweden:
Det Bista; 1998. p. 223.

12. Mashkovskij MD. Doctor’s manual: medical drugs. 12th ed. Vol. 1.
Moscow, Russia: Meditzina; 1976. p. 161-5.

13. Khaidaev Z, Menshikova TA. Medicinal Plants in Mongolian Med;-
cine. Ulan-Bator, Mongolia; 1978.

14. Magnusson B. Figringar: Vixter som berér oss (Beauty: herbs that
touch us). Ostersund, Sweden: Berndtssons; 1992. p- 66-7.

15. Hoppe H. Drogen kunde. Band 1, Angiosperm 8.Berlin, Germany:
Walter de Gruyter; 1975. p. 986-7.

16. Nérr H. Phytochemical and pharmacological investigation of the
adaptogens: Eleutherococcus senticocus, Ocimum sanctum, Codonopsis
pilosula, Rhodiola crenulata [dissertation]. Munich, Germany: Facul-
ty of Chemistry and Pharmacy, Ludwig-Maximilians-Universitit
Miinchen; 1993.

17. Krylov GV. Herbs for Life. Novosibirsk, Russia: Academic Press;
1969. p. 264.

18. Darbinyan V, Kteyan A, Panossian A, Gabrielian E, Wikman G,
Wagner H. Rhodiola rosea in stress induced fatigue: a double blind
cross-over study of a standardized extract SHR-5 with a repeated
low-dose regimen on the mental performance of healthy physicians
during night duty. Phytomedicine 2000;7(5):365-71.

19. Komarov VL, editor. Flora of the USSR. Volume IX, Rosales and Sar-
raceniales. Genus 698: Rhodiola L. Leningrad, Russia: The USSR
Academy of Sciences: 1939. Translation: Jerusalem, Israel: Israel Pro-
gram for Scientific Translation; 1971. p. 20-36.

20. Hegi G, editor. fllustrierte Flora von Mitteleuropa. Vol.1V/2, Liefering

2002 www.herbalgram.org



21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

2/3. Hamburg/Berlin, Germany; P. Posey: 1963. p. 99-102.

Ohba H. A revision of the eastern Himalayan species of the subgenus
Rhodiola of the genus Sedum. In: Ohashi H, editor. Flora of Eastern
Himalaya, 31d report. Tokyo, Japan: University of Tokyo Press; 1975.
p. 283-362.

Saratikov AS, Krasnov EA. Chapter I: Chemical composition of
Rhodiola rosea. In: Saratikov AS, Krasnov EA. Rbodiola rosea is a
valuable medicinal plant (Golden Root). Tomsk, Russia: Tomsk State
University; 1987. p. 3-39.

Kurkin VA, Zapesochnaya GG. Chemical composition and pharma-
cological properties of Rhodiola rosea. Chemical and Pharmaceutical
Journal (Moscow) 1986;20(10):1231-44.

Saratikov AS. Golden Roor (Rhodiola rosea). Tomsk, Russia: Tomsk
State University Press; 1974.

Kurkin VA, Zapesochnaya GG. Chemical composition and pharma-
cological characteristics of Rhodiola rosea [review). Journal of Medic-
inal Plants, Russian Academy of Science, Moscow 1985;1231-445.
Saratikov AS, Krasnov EA, Khnikina LA, Duvidson LM. Isolation
and chemical analysis of individual biologically active constituents of
Rhodiola rosea. Proceedings of the Siberian Academy of Sciences.
Biology 1967;1:54-60.

The Russian Federation Ministry of Health and Medical Industry.
Russian National Pharmacopoeia. Pharmacopoeia article: PA 42-
2126-83, liquid extract of Rhodiola rosea root and rhizome.
Moscow, Russia: The Russian Federation Ministry of Health and
Medical Industry; 1983.

Dubichev AG, Kurkin BA, Zapesochnaya GG, Vornotzov ED. Study
of Rhodiola rosea root chemical composition using HPLC. Cemico-
Parmaceutical Journal 1991;2:188-93.

Ganzera M, Yayla Y, Khan [A. Analysis of the marker compounds of
Rhodiola rosea L. (golden root) by reversed phase high performance
liquid chromatography. Chem Pharm Bull (Tokyo) 2001;49(4):465-7.
Zhang S, Wang ], Zhang H. Chemical constituents of Tibetan
medicinal herb Rhodiola kirilowii (Reg.). Gansu Chung Kuo Chung
Yao Tsa Chih 1991;16(8):483, 512.

Wang S, Wang FP. Studies on the chemical components of Rbodiola
crenulata. Yao Hsueh Hsueh Pao 1992;27(2):117-20.

Wang S, You XT, Wang FP. HPLC determination of salidroside in
the roots of Rhodiola genus plants. Yao Hsueh Hsueh Pao
1992;27(11):849-52.

Bridel M, Beguin C. Isolation of rutoside, asparagines and a new gly-
coside, hydrolysable by emulsion, salidroside from Salix triandra L.
Séances Acad Sci 1926:183:321-3.

Shi L, Ma Y, Cai Z. Quantitarive determination of salidroside and
specnuezhenide in the fruits of Ligustrum lucidum by high perform-
ance liquid chromatography. Biomed Chromatogr 1998;12(1):27-30.
Thieme H. On the identity of glucoside rhodioloside and salidroside.
Pharmazie 1969;24(2):118-9.

Thieme H, Walewska E, Winkler HJ. Isolation of salidroside from
leaves of Rhododendron ponticum x catawbiense. Pharmazie
1969;24(12):783.

The Russian Federation Ministry of Health and Medical Industry.
Russian National Pharmacopoeia. Moscow, Russia: The Russian Fed-
eration Ministry of Health and Medical Industry; 1989.

Spasov AA, Wikman GK, Mandrikov VB, Mironova 1A, Neumoin
VV. A double-blind, placebo-controlled pilot study of the stimulat-
ing and adaptogenic effect of Rhodiola rosea SHR-5 extract on the
fatigue of students caused by stress during an examination period
with a repeated low-dose regimen. Phytomedicine 2000;7(2):85-9.
Spasov AA, Mandrikov VB, Mironova IA. The effect of the prepara-
tion rhodiosin on the psychophysiological and physical adaptation of
students to an academic load. Eksp Klin Farmako! 2000;63(1):76-8.
Furmanowa M, Oledzka H, Michalska M, Sokolnicka I, Radomska
D. Chapter XXIII Rhodiola rosea L. (Roseroot): In vitro regeneration
and the biological activity of roots. Vol. 33. In: Bajaj YPS, editor.
Biotechnology in Agriculture and Forestry. Vol. 33. Medicinal and aro-
matic plants. VIIL Berlin and Heidelberg, Germany: Springer-Verlag;

www.herbalgram.org

42.

43.

44.

valuable medicinal plant (Golden Roor). Tomsk, Russia: Tomsk State
University Press; 1987. p. 194-215.

Petkov VD, Stancheva SL, Tocuschieva L, Petkov VV. Changes in
brain biogenic monoamines induced by the nootropic drugs
adafenoxate and meclofenoxate and by citicholine (experiments on
rats). Gen Pharmacol 1990;21(1):71-5.

Baranov VB. Experimental trials of herbal adaptogen effect on the
quality of operation activity, mental and professional work capacity.
Contract 93-11-615 Stage 2 Phase 1. Moscow, Russia: Russian Fed-
eration Ministry of Health Institute of Medical and Biological Prob-
lems; 1994.

Komar VV, Kit SM, Sischuk LV, Sischuk VM. Effect of Rbodiola
rosea on the human mental activity. Pharmaceutical ] 1981;36(4):62-
4,

Rhodiola rosea. One year old seedlings transplanted into field covered with
black plastic muich. Mikkeli,Finland. Photo © 2002 Bertalan Galambosi

45.

46.

47.

48.

49.

50.

51.

52.

53.

2002

Stancheva SL, Mosharrof A. Effect of the extract of Rbodiola rosea L.
on the content of the brain biogenic monoamines. Medecine Physi-
ologie Comptes Rendus de ['Académie Bulgare des Sciences
1987;40(6):85-7.

Lazarova MB, Petkov VD, Markovska VL, Petkov VV, Mosharrof A.
Effects of meclofenoxate and extr. Rbhodiolae rosea .. on electrocon-
vulsive shock-impaired learning and memory in rats. Methods Find
Exp Clin Pharmacol 1986;8(9):547-52.

Petkov VD, Yonkov D, Mosharoff A, Kambourova T, Alova L,
Petkov VYV, et al. Effects of alcohol aqueous extract from Rhodiola
rosea L. roots on learning and memory. Acta Physiol Pharmaco! Bulg
1986;12(1):3-16.

Saratikov A, Marina TF, Fisanova LL. Effect of golden root extract on
processes of serotonin synthesis in CNS. Journal of Biological Sciences
1978;6:142.

Marina TE Alekseeva LP. Effect of Rhodiola rosea extract on elec-
troencephalograms in rabbit. In. Saratikov AS, editor. Stimudlants of
the Central Nervous System. Tomsk, Russia: Tomsk State University
Press; 1968. p. 22-6.

Marina TE Effect of Rhodiola rosea extract on bioelectrical activity of
the cerebral cortex isolated to a different extent from the brain. In.
Saratikov AS, editor. Stimulants of the Central Nervous System. Tomsk,
Russia: Tomsk State University Press; 1968. p. 27-31.

Brown RP Gerbarg PG, Muskin PR. Alternative Therapies in Psy-
chiatry. In: Tasman A, Lieberman ], Kay J, editors. Psychiarry. 2nd ed
[in press]. West Sussex, England: Wiley & Sons, Ltd.; 2002.

Lupien §J, de Leon M, de Santi S, Convit A, Tarshish C, Nair NP, et
al. Cortisol levels during human aging predict hippocampal atrophy
and memory deficits. Nat Neurosci 1998;1(1):69-73.

Furmanowa M, Skopinska-Rozewska E, Rogala E, Malgorzata H.
Rhodiola rosea in vitro

HerbalGram 56 | 51



55.

56.

57.

58.

59.

60.

61.
62.

63.

64.

65.

66.

67.

68.

69.

70.

71.

72.

G, Iviicnel 1, Kiederer I
Investigations on oxidative
stress and therapeutical implications in dementia. Fur Arch Psychia-
try Clin Neurosci 1999;249 Suppl 3:68-73.
Joseph JA, Shukitc-Hale B, Denisova NA, Bielinski D, Martin A,
McEwen JJ, et al. Reversals of age-related declines in neuronal signal
transduction, cognitive, and motor behavioral deficits with blueber-
ry, spinach, or strawberry dietary supplementation. ] Neurosci
1999;19(18):8114-21.
Saratikov AS, Krasnov EA. Chapter VIII: Clinical studies of Rhodio-
la. In: Saratikov AS, Krasnov EA, editors. Rbodiola rosea is a valuable
medicinal plant (Golden Root). Tomsk, Russia: Tomsk State Universi-
ty Press; 1987. p. 216-27.
Krasik ED, Morozova ES, Petrova KP, Ragulina GA, Shemetova LA,
Shuvaev VP. Therapy of asthenic conditions: clinical perspectives of
application of Rhodiola rosea extract (golden root). In. Proceedings
Modern problems in psycho-pharmacology. Kemerovo-city, Russia:
Siberian Branch of Russian Academy of Sciences: 1970. p. 298-330.
Krasik ED, Petrova KP, Rogulina GA, Shemetova LYa, Shuvayeva.
New data on the therapy of asthenic conditions (clinical prospects
for the use of Rhodiola extract). Proceedings of All-Russia Confer-
ence: Urgent Problems in Psychopharmacology 1970 May 26-29.
Sverdlovsk, Russia: Sverdlovsk Press; 1970. p. 215-7.
American Psychiatric Association. Diagnostic and Statistical Manual
of Mental Disorders. 4th ed (DSM-IV). Washington, DC: American
Psychiatric Association; 1994.
Hickie 1, Davenport T, Issakidis C, Andrews G. Neurasthenia: preva-
lence, disability, and healthcare characteristics in the Australian com-
munity. Br [ Pychiarry 2002;181:56-61.
Merikangas K, Angst J. Neurasthenia in longitudinal cohort study of
young adults. Psychological Medicine 1994;24(4):1013-24.
Lin TY. Neurasthenia revisited: its place in modern psychiatry. Psy-
chiatric Annals 1992;22(4):173-87.
Zheng YP, Lin KM, Takeuchi D, Kurasaki KS, Wang Y, Cheung E
An epidemiological study of neurasthenia in Chinese-Americans in
Los Angeles. Comprehensive Psychiatry 1997;38(5):249-59.
U.S. Department of Health and Human Services. The International
Classification of Diseases. 10th Revision (ICD-10). Washington, DC:
U.S. Department of Health and Human Services; 1992.
Zatova MI, Krilov GV, Saratikov AS. Golden root: new stimulative
and adaptogenic drug. Proceedings of Siberian Academy of Sciences.
Biological and Medical Sciences. 1965;2:111-9.
Saratikov AS. Screening for natural central nervous system stimu-
lants. In: Saratikov AS, editor. Stimulants of the Central Nervous Sys-
tem. Vol. 1. Tomsk, Russia: Tomsk State University Press; 1966 p. 3-
23.
Brichenko VS, Kupriyanova IE, Skorokhova TE The use of herbal
adaprogens with tricyclic antidepressants in patients with psy-
chogenic depression. In: Saratikov AS, editor. Modern Problems of
Pharmacology and Search for New Medicines. Tomsk, Russia: Tomsk
State University Press; 1986. p. 58-60.
Mattson MP, Pedersen WA, Duan W, Culmsee C, Camandola S.
Cellular and molecular mechanisms underlying perturbed energy
metabolism and neuronal degeneration in Alzheimer’s and Parkin-
son’s diseases. Ann N Y Acad Sci 1999;893:154-75.
Saratikov AS, Krasnov EA. Chapter III: Stimulative properties of
Rhodiola rosea. In: Saratikov AS, Krasnov EA, editors. Rbodiola rosea
is a valuable medicinal plant (Golden Roor). Tomsk, Russia: Tomsk
State University; 1987. p. 69-90.
Panossian A, Wikman G, Wagner H. Plant adaprogens. III. Earlier
and more recent aspects and concepts on their mode of action. Phy-
tomedicine 1999;6(4):287-300.
Salnik BU. Effect of several stimulators on central nervous system
energy metabolism during muscular workload [dissertation]. Tomsk,
Russia: Tomsk State Medical Institute; 1970.
Adamchuk LB. Effects of Rbodiola on the process of energetic recov-
ery of rat under intense muscular workload [dissertation]. Tomsk,

52 | HerbalGram 56

74.

75.

76.

77.

78.

79.

80.

81.

82.

84.

85.

86.

87.

88.

89.

90.

91.

92.

2002

1omsk, Kussta: lomsk State Medical Institute; 19603.

Revina TA. Effect of stimulators of the central nervous system on
carbohydrate and high energy phosphorylated compound metabo-
lism in the brain during intense muscular workload [dissertation]
Tomsk, Russia: Tomsk State Medical Institute; 1969.

Brekhman I, Dardymov IV. New substances of plant origin which
increase non-specific resistance. Ann Rev Pharmacol 1968;(9):419-
30.

Porsolt RD, Anton G, Blaver N, Jalfre M. Behavioral despair in rats:
a new model sensitive to antidepressant treatments. Eur J Pharmacol
1978;47(4):379-91.

Borsini E Meli A. Is the forced swimming test a suitable model for
revealing antidepressant activity? Psychopharmacology (Berl)
1988;94(2):147-60.

Willner P. The validity of animal models of depression. Psychophar-
macology (Berl) 1984;83(1):1-16.

Boon-Niermeijer EK, van den Berg A, Wikman G, Wiegant FA.
Phyto-adaptogens protect against environmental stress-induced
death of embryos from the freshwater snail Lymnaea stagnalis. Phy-
tomedicine 2000;7(5):389-99.

Lishmanov IuB, Trifonova ZhV, Tsibin AN, Maslova LV, Demente-
va LA. Plasma beta-endorphin and stress hormones in stress and
adaptation. Biull Fksp Biol Med 1987;103(4):422-4.

Maslova LV, Kondratev Blu, Maslov LN, Lishmanov IuB. The car-
dioprotective and antiadrenergic activity of an extract of Rhodiola
rosea in stress. Fksp Klin Farmakol 1994;57(6):61-3.

Gerasimova HD. Effect of Rbodiola rosea extract on ovarian func-
tional activity. Proc of Scientific Conference on Endocrinology and
Gynecology. Sverdlovsk, Russia. 1970 Sept 15-16. Siberian Branch of
the Russian Academy of Sciences. p. 46-8. 83.Saratikov AS, Kras-
nov EA. Chapter VI: The influence of Rbodiola on endocrine glands
and the liver. In: Saratikov AS, Krasnov EA, editors. Rbodiola rosea is
a valuable medicinal plant (Golden Root). Tomsk, Russia: Tomsk State
University; 1987. p. 180-93.

Maimeskulova LA, Maslov LN, Lishmanov [uB, Krasnov EA. The
participation of the mu-, delta- and kappa-opioid receptors in the
realization of the anti-arrhythmia effect of Rhodiola rosea. Fksp Klin
Farmakol 1997;60(1):38-9.

Baranov VB. The response of cardiovascular system to dosed physi-
cal load under the effect of herbal adaptogen. Contract 93-11-615
Phase I and Phase II. Moscow: Russian Federation Ministry of
Health Institute of Medical and Biological Problems; 1994.
Bolshakova IV, Lozovskaia EL, Sapezhinskii 1. Antioxidant proper-
ties of a series of extracts from medicinal plants. Biofizika
1997;42(2):480-3.

Udintsev SN, Schakhov VP Decrease of cyclophosphamide haema-
totoxicity by Rhbodiola rosea root extract in mice with Ehrlich and
Lewis transplantable tumors. Eur J Cancer 1991;27(9):1182.
Borovskaya TG, Fomina TI, Jaremenko KV. A decrease in the toxic
action of rubomycin on the small intestine of mice with a trans-
plantable tumor through the use of a Rhodiola extract. Antiobior
Khimioter 1988;33(8):615-7.

Udintsev SN, Krylova SG, Fomina TI. The enhancement of the effi-
cacy of adriamycin by using hepatoprotectors of plant origin in
metastases of Ehrlich’s adenocarcinoma to the liver in mice. Vopr
Onkol 1992;38(10):1217-22.

Udintsev SN, Shakhov VP The role of humoral factors of regenerat-
ing liver in the development of experimental tumors and the effect of
Rhodiola rosea extract on this process. Neoplasma 1991;38(3):323-31.
Salikhova RA, Aleksandrova IV, Mazurik VK, Mikhailov VE
Ushenkova LN, Poroshenko GG. Effect of Rbodiola rosea on the
yield of mutation alterations and DNA repair in bone marrow cells.
Patol Fiziol Eksp Ter 1997;(4):22-4.

Bocharova OA, Matveev BP, Baryshnikov Alu, Figurin KM, Serebri-
akova RV, Bodrova NB. The effect of a Rbodiola rosea extract on the
incidence of recurrences of a superficial bladder cancer (experimen-

tal clinical research). Urol Nefrol (Mosk) 1995;(2):46-7.

www.herbalgram.org






Farm Bill Bans Use of Name “Ginseng” on Non-Panax Species:
“Siberian Ginseng” no longer allowed as commercial term

by Mark Blumenthal

e new Farm Security and Rural Invest-

1ent Act of 2002 (“Farm Bill”) has a
provision that effectively bans the use of the
name “Siberian Ginseng” and any other use
of the term “ginseng” in a commercial
herbal product unless it is used for an herb
in the genus Panax. The new law, signed by
President George W. Bush on May 13,
2002, makes the term “Siberian ginseng”
for Eleutheracoccus senticosus illegal in com-
merce on herb product labels, as well as in
promotion literature and advertising.!

The term “Siberian Ginseng” has been
used in the United States since Eleutherococ-
cus senticosus (Rupr. & Maxim.) Maxim.,
Araliaceae was introduced as a commercial
herbal product in the 1970s and since the
publication of Richard Lucas’ booklet
Eleuthero (Siberian Ginseng)? In the late
1970s there was considerable debate within
the herb industry about the name. Ginseng
purists did not want to see it sold with the
common name ginseng as they did not con-
sider it a true ginseng (i.e., in the genus
Panax, which includes Asian ginseng, P gin-
seng, and American ginseng, P quinque-
Jolius). Others with commercial interest in
the importation of eleuthero argued, suc-
cessfully at the time, that both genera are
members of the family Araliaceae, both are
used as adaptogens or tonics, and they are
somewhat interchangeable in their use. The
new Farm Bill now settles that old argu-
ment in favor of the purists, particularly
those with an economic interest in the term
“ginseng” here in the United States: ginseng
farmers in Wisconsin.

A press release from the Ginseng Board of
Wisconsin called for the immediate removal
of “false products” from the U.S. market,
stating, erroneously, that American and
Asian ginseng are the “only two kinds of
ginseng in the world.” Other species in
commerce that qualify as ginseng include
Japanese ginseng (P japonicus C.A. Mey.)
and Vietnamese ginseng (P, viemamensis Ha
& Grushv.).

The trend toward using the common
name eleuthero for £. senticosus began as a
movement within the herb industry itself,
and was codified in the first edition of Herbs
of Commerce.* In that 1992 publication,
which lists approximately 550 herbs sold in
the U.S. market, the name eleuthero was
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given as preferred over Siberian ginseng
(“Other Common Name”). In 1997 the
U.S. Food and Drug Administration (FDA)
adopted Herbs of Commerce as an official list
for common names of herb products sold in
the United States. Subsequent federal regu-
lations require that common names used on
products be consistent with the names stan-
dardized in that edition of Herbs of Com-
merce.” Thus, eleuthero has been the pre-
ferred commercial name since 1997.

The second edition of Herbs of Commerce,
published in 2000, also lists eleuthero as the
“Standard Common Name;” Siberian gin-
seng is listed as an “Other Common Name”
along with “Ussurian thorny pepperbush,”
a name proposed by Russian researchers
that never received appreciable acceptance
in commerce.®

The introduction to Herbs of Commerce
states, “In no case is the listing of 2 common
name in this [“Other Common Names’)
field meant to imply that such a name is an
acceptable option in identifying plants in
labeling, and, in fact, only the Standardized
Common Name is acceptable for this pur-
pose.”® The book’s editors and AHPA offi-
cials anticipate that FDA will eventually
adopt this second edition as its listing of
standardized common names for herbs sold
in the United States, but the FDA has not
announced its acceptance.

The American Botanical Council rein-
forces this nomenclature in its publications.
Fleuthero is the common name used in
HerbalGram and the listings for E. senticosus
in ABC’s three books* have used this term.

Specific language

The Farm Bill provision contains the fol-
lowing language under Subtitle I — Gener-
al Provisions:

Section 10806. Market Names for Cat-

fish and Ginseng:

(b) Ginseng Labeling —

(1) IN GENERAL — Notwithstanding
any other provision of law, for purpos-
es of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.)

(A) the term “ginseng” may only be
considered to be a common or usual
name (or part thereof) for any herb or
herbal ingredient derived from a plant
classified within the genus Panax; and

2002

(B) only labeling or advertising for
herbs or herbal ingredients classified
within that genus may include the
term ‘ginseng.

(2) AMENDMENT — Section 403 of
the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 343) (as amended by
subsection (a)(2)) is amended by
adding at the end the following):

‘(u) If it purports to be or is represented
as ginseng, unless it is an herb or herbal
ingredient derived from a plant classi-
fied within the genus Panax’.

The ginseng provision was introduced
into the Farm Bill by U.S. Sen. Russell
Feingold (D-WI), presumably representing
the interests of the fairly influential Wis-
consin American ginseng growers lobby,
including the Ginseng Board of Wisconsin,
Inc. (GBW). According to a release from
AHPA, the organization worked closely
with Feingold’s office “in developing this
law in a manner that is consistent with cur-
rent FDA regulations and AHPA's Herbs of
Commerce. We were able to successfully
show that their original approach, based on
the chemistry of ginsenosides, was problem-
atic. We were also persuasive in requesting
that this legislation not attempt to amend
DSHEA [the Dietary Supplement Health
and Education Act of 1994]. Ultimately,
however, it has been a principle cause of the
Ginseng Board of Wisconsin to reserve the
name ‘ginseng for plants of the genus
Panax, and this legislation is the Ginseng
Board’s coup de grace on this issue.”

AHPA’ reference to ginsenoside chem-
istry refers to the position taken by the Gin-
seng Board of Wisconsin, Inc. (GBW) that
the chemistry of both P ginseng and P guin-
quefolius is characteristically different from
the chemical structures in eleuthero. A
GBW press release states that eleuthero
“does not contain any ginsenosides (the
[primary] active ingredients in ginseng) but
contains Eleutherosides E and B. Some of

*  ABCs three books are The Complete
German Commission E Monographs:
Therapeutic Guide to Herbal Medicines
(1998), Herbal Medicine: Expanded
Commission E Monographs (2000), and
The ABC Clinical Guide to Herbs (in

press).
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the eleutherosides are glycosides, but they
don’t include the ‘saponin glycosides that
characterize Panax ginseng.”™

On June 18, 2002, AHPA’s President
Michael McGuffin wrote to the FDA and
the Federal Trade Commission (FT'C), not-
ing that AHPA nomenclatural policy was
already codified as an industry standard by
both editions of Herés of Commerce, that the
term ginseng was reserved for species in the
genus Panax, and that eleuthero was already
the standardized common name for E. sen-
ticosus.”

“AHPA fully understands and accepts the
purpose and rationale of the Farm Bill’s gin-
seng section and AHPA does not oppose
this law,” he wrote. However, McGuffin
noted that many of AHPA’s members need
ample time to sell already manufactured
products labeled Siberian ginseng, that
some members still use the name Siberian
ginseng, and he requested a moratorium to
allow members to re-label future eleuthero
products.

The AHPA letter requested the follow-
ing:’

* Products labeled Siberian ginseng: a
period of one year from May 13, 2002,
within which to run out inventories of
products containing eleuthero that are
presently labeled as “Siberian ginseng.”

* Products labeled eleuthero: a period of
two years from May 13, 2002, within
which to manufacture and ship prod-
ucts containing eleuthero that are
labeled as eleuthero with parenthetical
information that references the former
name of “Siberian ginseng” (e.g., “for-
merly known as Siberian ginseng,” or
“formerly, Siberian ginseng”).

* Advertising eleuthero: a period of two
years from May 13, 2002, for manu-
facturers, distributors, and retailers to
advise consumers in advertsing that
eleuthero was formerly known as
“Siberian ginseng.”

McGuffin stated that AHPA was in con-
tact with Feingold’s staff and the Wisconsin
Ginseng Board of Trade on this matter and
requested from FDA and FTC their agree-
ment and assent to the AHPA proposal and
a compliance timetable. As of the time of
this writing (July 23), there was no word
from either agency of their agreement to the
proposal.

A report from the U.S. House Commit-
tee on Appropriations dated July 26, 2002,
includes language introduced by U.S. Rep.
David Obey (D-W1) that states an expecta-
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tion that FDA will “take all appropriate
action to expeditiously enforce” the new
limits to the use of “ginseng” on product
labeling or in advertising. Obey is the rank-
ing minority member of the House Appro-
priations Committee, which includes the
Subcommittee on Agriculture, Rural Devel-
opment, Food and Drug Administration
and Related Agencies.
AHPA reports that it has received a
response to its requests from FTC, in which
they stated, “While the FTC will coordinate
with FDA and provide whatever assistance
they may require in their enforcement of
this new measure, we anticipate that FDA
will take the primary role in implementing
this amendment to their statute.” The FDA
had not yet responded.*
AHPA said they learned from Obey’s
office that the word “expeditiously” is not
meant to instruct FDA to make this their
most immediate priority, it is also clear that
he will not support a full year of non-
enforcement.
The U.S. Senate Agriculture Appropria-
tions Subcommittee, chaired by Sen. Herb
Kohl (D-W1I), also has jurisdiction over the
FDA budget, among other agencies. Like
Obey, Kohl reportedly would like to see the
law on this issue enforced expeditiously.
Although a relatively popular herb,
eleuthero usually lags behind Asian ginseng
in retail sales in most channels of trade and
ahead of American ginseng. Market surveys
are often unspecific about the type of gin-
seng being measured, so it is probable that
such survey statistics can include sales for
both American and Asian ginsengs as well as
eleuthero. The AHPA letter cites a survey
from Nutrition Business Journal stating that
sales of “ginseng” were reported in 2000 to
be $173 million, or 7.5 percent of all “sin-
gle herbal category” sales.
The new legal provision also impacts the
use of the word “ginseng” in relation to
other species not in the genus Pznax includ-
ing so-called “Indian” or “Ayurvedic gin-
seng” for ashwagandha (Wirhania somnifera
(L.) Dunal, Solanaceae), “Brazilian ginseng”
for suma (Hebanthe eriantha (Poir.) Peder-
son, Amaranthaceae, syn. Pfaffia paniculata
(Mart.) Kuntze, Amaranthaceae), and other
terms that he—= =vploited the term ginseng
in commerce
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SAMOAN VILLAGE
Continued from page 17

with a major article appearing in London’s
Financial Times. It is believe that the ARA-
Samoa agreement is the first time that a
pharmaceutical developer has agreed to
return royalty shares on a drug to indige-
nous peoples and village healers.

“Ethnobotanical research in Samoa
helped us to learn about this important nat-
ural resource and its potential for treating
HIV,” Barefield said. “It is only right that
the people of Samoa share in any potential
reward, and we hope that this agreement
will set a standard on ethical dealings with
medicines derived from indigenous cul-
tures.

Cox, who originally discovered the plant,
said that the signing of the agreement was
one of the “happiest days” of his life. “As an
ethnobotanist, my dream has always been to
return some benefit to the indigenous peo-
ple who have been so kind and caring to me
over the years. | hope that the ARA-Samoa
agreement will prove to be a us~~! model
for benefit sharing in the future.

— tum West

Reference:
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Plant Talk. 2002;27:38-9.

2. Kulkosky J, Culnan DM, Roman J, Dor-
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FDA Issues Final Rule Banning Use of

Aloe and Cascara Sagrada in OTC Drug Products

by Holly J. Bayne, Esq.

i May 9, 2002, the U.S. Food and

Jrug Adminiscration (FDA) issued a
tinal rule banning the use of aloe (Ale spp.,
Aloaceae) and cascara sagrada (Frangula
purshiana (DC.) ].G. Cooper, Rhamnaceae;
syn. Rhamnus purshiana DC.) as laxative
ingredients in over-the-counter (OTC)
drug products.' Under the new regulation,
the botanical ingredients “aloe,” “aloe
extract,” and “aloe flower extract,” as well as
“cascara sagrada” (including “casanthrol,”
“cascara fluid extract aromatic,” “cascara
sagrada bark,” “cascara sagrada extract,” and
“cascara sagrada fluid extract”) are deemed
not “generally recognized as safe and effec-
tive” (GRASE) for use as stimulant laxative
ingredients in OTC drug products. The
regulation is scheduled to become effective
on November 5, 2002. After that date, any
OTC drug product containing aloe or cas-
cara sagrada and labeled for laxative use that
is introduced into interstate commerce will
be considered a “new drug” in violation of
federal law. No recall of products already on
the market or in distribution has been sug-
gested.

In response, on June 10, the American
Herbal Products Association (AHPA) and
the International Aloe Science Council
(IASC) filed a joint petition with FDA
("AHPA/IASC Petition”) requesting that
FDA stay (i.e., set aside) the effective date
of the regulation and reconsider the status
of the aloe and cascara sagrada ingredients.
The AHPA/IASC Petition challenges FDA’s
final rule on both legal and scientific
grounds, arguing that aloe and cascara
sagrada ingredients cannot be deemed to be
“new drugs” because they are GRASE based
on readily available information. Although
FDA regulations require the FDA Commis-
sioner to “promptly review” such petitions,
there is no time frame imposed upon the
Commissioner to act.’

Overview of FDA’s OTC Drug
Review

The ban is part of FDAs OTC Drug
Review, an ongoing administrative review
process begun in 1972 to determine which
active ingredients are GRASE for use in
OTC drug products. Drugs that are gener-
ally recognized by qualified experts as safe
and effective for their labeled uses are not
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subject to FDA premarket approval require-
ments applicable to “new drugs.”™ General-
ly, only active ingredients used in OTC
drug products in the United States prior to
December 1975 were included in the
Review. To facilitate the process, FDA
divided OTC drugs into therapeutic classes
and set up advisory panels to consider safe-
ty, effectiveness, and labeling (i.e., indica-
tions, warnings, and directions for use). In
general, each panel prepared a report that
was published by FDA in the Federal Regis-
ter for public comment as an advance notice
of proposed rulemaking. The reports set
forth the conditions (i.e., active ingredients,
therapeutic claims, and labeling) under
which the panels believed the products are
GRASE and not misbranded. This classifi-
cation is known as “Category 1.” The panels
also identified the conditions under which
they believed OTC drugs are not GRASE
(that is, “Category II”), or not classifiable
because there were insufficient data at the
time of the review to make a decision
regarding safety or efficacy (“Category 1117).

Under the OTC Drug Review proce-
dures, after consideration of comments to a
panel report, FDA publishes a “tentative
final monograph” (TFM), which has the
legal status of a “proposed rule.” After con-
sidering comments to the TEM, FDA issues
a final monograph (final rule), which is
eventually codified in the Code of Federal
Regulations (CFR). OTC drugs that com-
ply with the specifications of a final mono-
graph are not “new drugs” and may be mar-
keted without FDA approval of a new drug
application.

FDA's review of laxative drug
products

In 1975, FDA’s Advisory Review Panel
on OTC Laxative, Antidiarrheal, Emetic,
and Antiemetic Drug Products recom-
mended that aloe and cascara sagrada ingre-
dients be classified GRASE for laxative drug
use.” In January 1985, FDA published a
proposed rule (TFM) setting forth the con-
ditions under which OTC laxative drug
products are GRASE and not misbranded.
In that TFM, the stimulant laxative ingredi-
ents “aloe” and “cascara sagrada ingredients”
are classified as GRASE, that is, “Category
I,” for use in OTC drug products when
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labeled in accordance with the TFM, which
mandates certain warning statements.

The 1985 TEM also classified “senno-
sides A and B” derived from certain senna
(Senna  alexandrina Mill., Fabaceae; syn.
Cassia senna 1..) sources (fruits and leaves) as
GRASE for stimulant laxative OTC drug
use.

In 1998, FDA proposed amending the
TFM to reclassify aloe, cascara sagrada, and
senna ingredients from GRASE (“Category
I”) to “Category III” (i.e., more data need-
ed).” FDA issued the proposed rulemaking
apparently after considering data and infor-
mation on the safety of bisacodyl, senna,
and “two related” anthraquinone laxative
ingredients, danthron and phenolphthalein.
Formerly, phenolphthalein was the active
ingredient in leading over-the-counter laxa-
tives marketed by the pharmaceutical
industry.*

The proposed reclassification was based
on FDA’s conclusion that aloe, cascara
sagrada, and senna contain anthraquinone
ingredients which require mutagenicity,
genotoxicity and carcinogenicity tests to
confirm safety. In a notice of proposed rule-
making published in the federal Register on
June 19, 1998, FDA indicated that the
Center for Drug Evaluation and Research
(CDER) Carcinogenicity Assessment Com-
mittee (CAC) “has recommended that the
anthraquinone laxatives (aloe, cascara sagra-
da, and senna) and bisacodyl be tested in
the standard battery of genotoxicity tests
and under the test conditions by which
phenolphthalein was found to be positive.”
Ac that time, FDA advised interested per-
sons to consult with the agency concerning
carcinogenicity testing requirements and
protocols before initiating such testing.
FDA also indicated that, if data were not
provided or were deemed to be inadequate
for aloe, cascara sagrada, and senna (and
bisacodyl), the ingredients would be
deemed not GRASE and placed in “Cate-
gory IL.”* In response, FDA received safety
data only on senna (and bisacodyl) and has
indicated that these ingredients will be
addressed in a future issue of the Federal
Reguster.

In issuing the May 2002 ban on the use
of aloe and cascara sagrada in OTC laxative
drugs, FDA concluded that, because inter-
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FTC Commissioner Wants More

Rigorous Self-Regulation in Dietary Supplement Industry

by Mark Blumenthal

deral Trade Commissioner Sheila F. Anthony has called on

1embers of the dietary supplement industry to implement
additional and improved self-regulation and said that the media
should refuse to run supplement ads that contain claims that are
obviously false.

Adding that she was speaking for herself (her term is to expire
September 2002) and not for other commissioners or the Commis-
sion as a whole, Ms. Anthony told an audience at the Food and
Drug Law Institute’s 45th Annual Educational Conference in
Washington, D.C. in April that, since passage of the Dietary Sup-
plement Health and Education Act (DSHEA), there has been a
“dramatic increase in the marketing of supplements and, with that
increase, we have seen more examples of questionable claims ... .”

Anthony named two factors that have had a significant influence
over this growth. The first is the Internet, which has made it casier
for unscrupulous marketers to sell their products globally. The sec-
ond is the erroneous belief among some supplement marketers that
DSHEA provides a green light to make implied health and disease
claims and thus avoid FDA review or approval, which is clearly not
the case. Consequently, the FTC has brought over 60 enforcement
actions in the past five years challenging false or unsubstantiated
claims about the efficacy and safery of a wide variety of dietary sup-
plements, “and we have many more in the pipeline,” she said.

“We are also looking broadly at the question of who has liability
for deceptive advertising claims,” she said. Guidelines published by
the FTC in 1998 stated, “...all parties who participate directly or
indirectly in the marketing of dietary supplements have an obliga-
tion to make sure that claims are presented truthfully and to check
the adequacy of the support behind these claims.”

Anthony noted that the FTC has acted against manufacturers

and marketers, their ad agencies, and expert or celebrity endorsers
of products in ads. “Many egregious claims — particularly for
weight loss products — often appear in the mainstream media.
Major national newspapers, magazines, television, cable, and radio
stations seem ready to accept the substantial advertising dollars of
this industry without question, often airing patently fraudulent ads
with claims of extreme, instant and effortless weight loss ... . While
many publications screen ads for taste and appropriateness, they
appear reluctant to take a few extra steps to weed out obvious
fraud,” she said.

She said that more measures should be taken to protect the
American public against false, deceptive or misleading ads. “The
Commission uses a variety of means ro combat deceptive claims for
dietary supplements. But more needs to be done. 1 believe that
there needs to be more and better self-regulation in the dietary sup-
plement industry. The industry must step up to the plate and take
a more active role in policing those in their industry who are
engaged in fraud and deception, and are giving the entire industry
a black eye,” she noted, suggesting that there are responsible and
ethical companies whose image is tarnished by those who would
mislead the consumer.

“I also believe that the media has an exceptionally important role
to play through media screening of problematic ads,” Anthony said.
“I hope that the media also steps up to the plate and chooses to
forgo placing ads that res--'- *= a fraud on the public, who, after all,
are their customers t00.”

[Anthony SE. Combating Deception in Dietary Supplement Advertising
[Remarks before the Food and Drug Law Institute 45th Annual Educa-
tional Conference, Washington, DC]. 2002 April 16. Available online
<huep://www.fre.gov/speeches/anthony/dssp2.him>]

FDA
Continued from page 58

FDA announced that it planned to ban
phenolphthaleins, Novartis reformulated

defaulted to “Category 117 status according
to FDA procedures. Both Chinese rhubarb
and frangula are popular stimulant laxatives
in Europe, approved by the German Com-
mission E.

graphs on selected medicinal plants. Vol. 1
Geneva, Switzerland: World Health Orga-
nization; 1999. p. 33-48. Note: WHO dif-
ferentiates aloe (“the dried juice of the
leaves of Aloe vera ... or A. ferox ... and its

Ex-Lax® to include sennosides as the active  11. 67 Federal Register 31126 (May 9, 2002) hybrids... .” used for treatment of consti-
ingredient in its regular and maximum 12. AHPA/IASC Petition at 3-5. See also 21 pation) from aloe vera gel (“the colourless
strength formulas. In a similar fashion, Code of Federal Regulations. Section mucilaginous gel obrained from the
Schering-Plough reformulated Correcrol®. 330.10(a)(4)(1). parenchymatous cells in the fresh leaves of
Bayer dropped Phillips” Gelcaps®. 13. AHPA/IASC Petition at 5-7. See also Aloe verd” rtraditionally used for external
9. 63 Federal Register 33592 (June 19, 1998). McGuffin M, Hobbs C, Upton R, Gold- treatment of minor wounds and skin irrita-
10. Common herbal ingredients such as, berg A, editors. American Herbal Products tions).
“prune powder,” “prune concentrate dehy- Associations Botanical Safety fandbook. 16. European Scientific Cooperative on Phy-
drate,” Chinese thubarb (Rbheum palmatum Boca Raton (FL): CRC Press LLC; 1997. p. totherapy. Monographs on the medicinal uses
L., and R. officinale Baill., Polygonaceae) 7-8, 96, 177-9, 183. of plant drugs. Fascicule 5. Exeter, United
and frangula or buckthorn (Frangula alnus 14. Blumenthal M, Busse WR, Goldberg A, Kingdom: ESCOP; 1997.
Mill., Rhamnaceae; syn. Rhamnus frangula Gruenwald J, Hall T, Riggins CW, Rister  17. AHPA/IASC Petition at 6. See also Blu-
L.) are included among the list of “Cartego- RS, editors. Klein S, Rister RS, translators. menthal M, Goldberg A, Brinckmann ],
ry II” stimulant laxartive ingredients. FDA The Complete German Commission E editors. Herbal Medicine: Expanded Com-
did not derermine these laxarive ingredients Monographs: Therapeutic Guide to Herbal mission E Monographs. Newton (MA): Inte-
are unsafe and/or ineffective, nor has it Medicines. Austin (TX): American Botani- grative Medicine Communications; 2000.
done so with respect to aloe and cascara cal Council; Boston (MA): Integrative 18. AHPA/IASC Petition at 9-14. See also 60
sagrada. Rather, there were insufficient data Medicine Communication; 1998. p. 80-1, Federal Register 67211 (Dec. 28, 1995).
in the administrative record to confirm 104-5. 19. 65 Federal Register 1000, 1015 (Jan. 6,
safery and/or efficacy. These ingredients 15. World Health Organization. WHO monoe- 2000).
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source of income and were involved in various human rights viola-
tions. Rather than continuing to source materials from the wild,
Aveda sought alternatives. As an interim measure, it used sandal-
wood from Australia, because that country has strict laws of sus-
tainability controlled by the Sandalwood Act and Wildlife Conser-
vation Act, among other legislation. However, Aveda also seeks to
continue to support sandalwood in India by purchasing from plan-
tations and forest collectors with reliable traceability and sustain-
ability programs.

Other speakers included: Steven Foster, noted American narive
plant expert; Peggy Olwell, PCA chair; Julie Lyke, former PCA-
MPWG chair; Ed Fletcher, cultivation manager for Strategic Sourc-
ing, Inc; Danna J. Leaman, Ph.D., [UCN Medicinal Plant Spe-
cialist Group chair; Charlotte Gyllenhaal, University of Chicago;
Tensie Whelan, Rainforest Alliance Executive Director; Monique
Simmonds, Royal Botanical Gardens, Kew, England; Barry Dim-
son, President and CEO of Sheraton Rittenhouse Square; Michelle
Penna, Director for Business Development for EcoEnterprises
Fund; Bruce Mannheim, attorney with Bennett, Turner & Cole-
man; Kelly McConnell, NatureServe; Diane Don Carlos, United
Plant Savers; Jennifer Morris, Manager of Enterprise Development
and Support at Conservation International; Pierre Franchomme,
Aromatic Sourcing; and Freddie Ann Hoffman, Pfizer, Inc.

Results

Industrial Leadership in the Preservation of Medicinal and Aromar-
ic Plants was a remarkable event in which people who seldom have
the occasion to interact found thar they share the same goals. At the
end of the symposium, approximately 125 people representing
more than 60 organizations reached consensus on the following:

1. We endorse the Plant Conservation Alliance (PCA), and the

Plant Conservation Alliance-Medicinal Plants Working Group
(PCA-MPWG) and its Mission.

Expo Asia in Hong Kong, May 15-17,

by Alicia Goldberg

po Asia, sponsored by New Hope Natural Media during May
002, was the first natural products trade show in Asia. It was
surprisingly active, with 200 exhibitors representing 25 countries,
and 4,000 buyers from 50 countries. The mix of buyers included 35
percent retailers, 18 percent suppliers, and 11percent manufacturers.

Hong Kong is the place to do business, serving as the English-
speaking gateway to China and the rest of Asia. The tradeshow floor
buzzed with genuine excitement and eagerness to do business. Big
deals happened easily, with time for in-depth conversations. The
New Hope team was friendly and well-organized, utilizing a staff of
local experts that successfully secured media coverage in both Eng-
lish and Chinese papers.

Filled with light and perched on the bay, the Hong Kong con-
vention center may be the most beautiful in the world. Some atten-
dees took a moment to watch small traditional boats sail past large
cruise ships, while sipping oolong tea. The conference layout was
difficult to navigate, despite the small size, however, New Hope
provided areas with tables and chairs that were useful to conduct
meetings.

The main American companies with booths were NOW Foods,
Jarrow, and Capsugel, taking advantage of a window of opportuni-
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2. We acknowledge that we are all stakeholders in the preserva-
tion of plants.

3. We recognize that we need guidance from our indigenous eld-
ers.

4. We intend to develop a more formal structure for industry par-
ticipation in PCA and PCA-MPWG.

5. We will hold another Industrial Leadership meeting in about
one year to assess our progress toward formalizing a structure.

In addition, the group agreed to move forward with an Industry
Commirtee, chaired by AHPA’s Michael McGuffin. The committee
seeks participants to help carry out its agenda. Further, the follow-
ing action were identified:

1. Native American spokespeople continuing to send the message

that the plants are sacred.

2.video distribution of this event to interested herb schools and
other organizations.

3.existing standards for sustainable harvest promided to the
MPWG (Partners: Rainforest Alliance and Center for Sustain-
able Environments).

4. survey of tonnage of wild medicinal plants produced/harvest-
ed in 2001 (Partners: AHPA, USFWS).

5. CITES (the Convention on International Trade in Endangered
Species of Wild Fauna and Flora) implementation for native
medicinal plants (Partners: AHPA, USFWS).

The goal now is to follow up on the intention to meet again next
year. By 2003, the second meeting of Industrial Leadership in the
Preservation of Medicinal and Aromatic Plants will report on progress
to ad~~~- knowledge of the sustainability of these important
plants.

David Hircock is an environmental watchdog and herbalist for the
Aveda cosmetics company. British born, be holds degrees in pharmacy
and herbal medicine.
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ty without competition. Several American companies sent repre-
sentatives without setting up booths. Elephant Pharmacy, a start-up
retail chain integrating a conventional pharmacy with narural
remedies, sought innovative products backed by quality control and
clinical research. Other American companies, such as the Ayurvedic
product line Ayurceutics, chose to use the U.S. Commerce booth
to distribute information.

The companies that exhibited from China were typically large
manufacturers with university affiliations, with facilities based on
Good Manufacturing Practices and clinical studies. However, most
labeling was not U.S.-compliant, and they were not yet selling to
the U.S. marketplace. Other countries represented included Aus-
tralia, New Zealand, and the Philippines, with a booth focused on
new cosmetic soaps, beauty masks, and bath powders.

New Hope regarded the show as the most successful first show it
had ever produced. Executive producer Andrew Work enthusiasti-
cally restated New Hope’s commitment to Expo A~ 1s key to the
future expansion of the natural products industr

Alicia Goldberg is director of Phytomed International, based in
Austin, Texas. Her email address is <phytomedaustin@botmail.com>.
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a career summary of a prolific scholar and
researcher. Dr. Manandhar has handed us
the keys to the botanical treasury of the
Kingdom of Nepal, from its most remote
and inaccessible corners to the well-tram-
meled Kathmandu Valley.

Dr. Manandhar is no stranger to academ-
ic rigor. Educated first at universities in
Kathmandu, Nepal, and Bihar, India, he
carned his doctorare in economic botany at
the Scientific and Medical University of
Grenoble, France. Upon his return to
Nepal, he worked in that country’s national
herbarium. He applied himself to the sys-
tematic survey of Nepal’s people and plants,
a body of work that spanned 30 years. Then
he set about to write Plants and People of
Nepal.

Dividing the 600-page book into four
large chapters, Dr. Manandhar establishes
first a geographic foundation for the reader,
describing the geography, climate, vegeta-
tion zones, and conservation concerns of
Nepal. He maps and identifies all 75 dis-
tricts in the country, every single one of
which he has visited. Early on, the author
emerges not only as an astute scholar, bur as
a seasoned and understated explorer as well.
While others have investigated Asia in large
expeditions (4 la Roy Chapman Andrews of
the New York Museum of Natural History,
whose Central Asia Expeditions in the
1930s electrified world imagination), Man-
andhar has investigated the full length and
breadth of Nepal, including a number of
extremely remote and difficult areas, largely
alone and on foot.

Moving into a discussion of the people of
Nepal, Dr. Manandhar reveals a broad
diversity of ethnic backgrounds and lan-
guages. A major crossroads of Asia, the
Kingdom of Nepal is home to 60 or so eth-
nic communities, mostly divided into two
major groups, Indo-Nepali and Tibeto-
Nepali. Like native American or Amazonian
tribes, these various peoples have evolved
unique customary uses of native plants,
which represent a vast agricultural and eth-
nomedical variety.

Plants and Peaple of Nepal offers a full 36
pages of color photographs, all of which
show the daily uses of various plants among
Nepalese people. The photography is well
done, and the number of pictures is quite
generous, but [ still wanted more, to enjoy
a further glimpse of fascinating peoples in
remote places with their medicinal plants,
yeast cakes, spices, fruits, grains, baskets,
and traps. But this is not a complaint born
of any deficiency in the book; it just made
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me want more.

In his elucidation of the ethnobotany of
Nepal, Dr. Manandhar describes that coun-
try’s history of plant use, agriculcure, medic-
inal and fiber plants, and flora employed for
yet other purposes such as dyes, decora-
tions, and fish poisons. That material, plus
the preceding information, sets the stage for
the stunning centerpiece chapter of the
book, The Useful Plants of Nepal, which,
along with two related appendices, occupies
nearly 500 of the remaining pages. Here,
the reader is treated to a sprawling library, a
feast for the botanical intellect. The author
provides everything you might expect,
including Latin binomial and local names
of plants, morphological descriptions, and
medicinal and other uses. Finely executed
line drawings by the author make the plant
section of the book delightful to browse,
and give visual depth to descriptions of the
plants themselves. Clearly, he has worked
and re-worked each plant description.

If the plant descriptions in this book are
missing anything ac all, it is more detailed
information on their preparation. | would
have enjoyed more insight into specific
methods by which various medicinal species
especially are juiced, mashed, ground, and
made into infusions or poultices. But I
would not say that this absence leaves the
book lacking. Rather, it sets the stage for a
variety of future herbal compendia that can
delve more deeply into the specifics of that
country’s botanical pharmacopeia.

It’s a tricky business to adequately sum-
marize a book like this, especially consider-
ing that it represents the brilliant and appar-
ently tireless career of a world-class scholar.
That said, Plants and People of Nepal
emerges as a bedrock volume, a collector’s
piece to be sure, but one which every col-
lector should open and read and browse
again and again. While India has produced
a plethora of excellent ethnobotanical
guides, Nepal has remained comparatively
elusive until now. Thanks to decades of
travel, study, and fastidious data collection,
Narayan Manandhar has produced the
definitive work on the ethnobotany of the
Kingdom of Nepal. In doing so, he has
established a place at the apogee of that
region’s botanical knowledge, and has given
other researchers a worthy resource thar will
serve the interests of botanical scholarship
and ethnomedi~! -search for a long time
to come. Bravo

— (hris Kilham
Author, ethnobotany lecturer
University of Massachusetts
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roriginal Plant Use in Canada’s

Northwest Boreal Forest, by Robin J.
Marles, Christina Clavelle, Leslie Mon-
teleone, Natalie Tays, Donna Burns. Pub-
lished by University of British Columbia
Press and Natural Resources Canada, Cana-
dian Forest Service, distributed in the U.S.
by University of Washington Press, 2000.
368 pp., color illustrations, hardcover.
ISBN 0-7748-0737-7. $75.00; softcover
ISBN 0-7748-0738-5 $24.95.

The significance of Aboriginal Plant Use
in Canadas Northwest Boreal Forest lies not
just in its content and scope, but perhaps
moreso in what it represents as a participa-
tory research partnership.

Although ethnob-
otany has gained
global prominence
over the past few
decades,
focused on the plant
use of indigenous
peoples of North
America are relative-
ly few, for a couple
of reasons. Firstly, a
view of some stand-

ing holds that most information about
food, medicine, and other aspects of aborig-
inal culture has already been recorded, or is

studies

too eroded by Euroamerican acculturation
to merit further scholarly attention. More
recently, considerations of intellectual prop-
erty and other aspects of indigenous rights
have redefined the modes and paradigms
through which ethnobotany is conducted.
Canada, where relationships between First
Nations communities and the larger society
remain politicized over issues of title and
sovereignty, might seem particularly unlike-
ly ground for original research, particularly
that touching on the contentious issue of
medicinal plants. This volume admirably
dispels both of these assertions.

To their credit, the authors, led by Robin
Marles, built a preparatory research project
during several years of progressive collabo-
ration among university scientists, govern-
mental resource and environment agencies,
and First Nations communities. In a non-
polemic manner, they simply got on with
the job and produced a volume that should
be valued by and acceprable to most parties.
In this case the level of education and polit-
ical sophistication of aboriginal people in
Canada becomes more an asset than an
impediment for scientific research as it sets
the groundwork for more equitable rela-
tionships and research agreements.
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Members of indigenous communities
actively involved themselves in the project
as students, interviewers, community lead-
ers, contributors of information and co-
authors, and in the first instance, the result-
ant volume will serve as a resource most
useful to the communities. Not only does it
provide a wealth of information given by
elders, but it places this information within
the context of previously published ethnob-
otanical literature and a broad range of
pharmacological, botanical, economic, eco-
logical, and other scientific data. Commu-
nities can draw on this body of information
to manage and use their own resources for
subsistence, and social and economic bene-
fit. In representing the wealth of traditional
culture, this book offers a potential source
of pride and continuity to peoples facing
complex problems adjusting to ongoing
lifestyle changes. I would hope also that it
inspires additional aboriginal youth who
wish both to embrace their own culture and
to seek education and career opportunities
in the sciences.

The main body of the volume comprises
a series of more than 200 short monographs
on the economic plants of the boreal forest
in an area defined principally by the north-
ern half of Manitoba, Saskatchewan, and
Alberta and adjacent areas in the Northwest
Territories and Nunavut, and representing
the cultural heritage of Cree, Dene and
Meétis peoples. Data complied from original
and secondary sources are combined under
the categories of vernacular and scientific
names; habitat; medicinal, technological,
and ritual uses; properties including nutri-
ent, toxic, and pharmacological con-
sticuents. Detailed botanical descriptions
compliment high-quality color photo-
graphs; all information is well-supported by
references to original field data or published
literature and a pracrical glossary and index.
Each entry finishes with an evaluation of
the potential of the plant for economic
development.

With its high level of scholarship and its
practical orientation, this volume will also
interest non-aboriginal scientists, entrepre-
neurs, and resource managers. Certainly, it
supports the objective of sustainable use
and management of the boreal forest, a pri-
ority for the Canadian Forest Service and
other government agencies that funded the
project.

Commercialization, whether by aborigi-
nals or others, presents a dilemma for many
First Nations in that it simultaneously offers
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a means to self-sufficiency on their own
land while threatening traditional values
and relationships with this environment. In
this book, the evaluation of a few of the
plants as offering appreciable commercial
potential dispels this issue to a degree.
Moreover, information that was deemed
confidential for spiritual or proprietary rea-
sons, including many details of the use of
medicinal plants, has been withheld. In fact,
much of the information contained is avail-
able in published sources. While the consul-
tative model embraced by the project goes a
long way to allay concerns within aboriginal
communities, the end result is undoubtedly
a compromise. Among the contending con-
siderations of indigenous rights, economic
needs and sustainable resource manage-
ment, this volume strikes a successful bal-
ance between the traditional generosity of
First Nations people to share with others
and the necessity to serve ~“~ “2st interests
of their own communities.
— timotny Johns, Ph.D.,
Professor, School of Dietetics and Human Nutrition;
Centre for Indigenous People’s Nutrition and the
Environment, McGill University

rrb Contraindications & Drug Inter-

ictions, 3rd Edition. by Francis
Brinker, N.D. 2001. 432 pp., softcover.
ISBN 1-888483-11-3. $25.95. ABC Cata-
log #B282.

An increasingly common question asked
of healthcare providers is, “Will this herbal
product interact with the other medication
that T am taking?” This book compiles the

voluminous amount
of scientific infor-
mation, making it
extremely  useful
when  answering
questions concern-

ing herbal safety.
The first two edi-
tions of Herb Con-
traindications &
Drug  Interactions
have been widely
used for basic infor-
mation on herb-drug interactions and con-
traindications. This third edition updates
and adds to the information found in the
earlier editions, and continues to be an out-
standing resource for healthcare providers,
especially pharmacists and physicians. In
addition, the book will assist consumers
who self-administer herbal medicines. Con-
tinuing a feature that began in the first edi-
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tion, the author uses common diagnostic
terms, rather than scientific and medical
terminology, to foster lay readers’ under-
standing (e.g., high blood pressure instead
of hypertension). He also highlights many
of these terms to call attention to specific
health concerns, such as pregnancy, pro-
longed use, or children.

Several important changes have been
made to this edition. To begin, the main
section of the text, which is devoted to
herbal contraindications and drug interac-
tions, has expanded to 249 herbals. Second,
common herb names have been standard-
ized to the names designated in the second
edition of the American Herbal Products
Association’s Herbs of Commerce. This
should reduce confusion when searching for
information in the book. Third, drug inter-
actions have been categorized into four cat-
egories based on levels of evidence, includ-
ing: (I) information obtained from human
or pharmacological studies, case reports, or
clinical experience; (II) data obrained from
animal research; (IIT) speculative data based
on in vitro studies or evaluations based on
known mechanisms of action; and (IV)
dubious information based on flawed or
uncertain evidence. In addition, the appen-
dices have been expanded and include 614
herbs and 17 vitamins/minerals as to their
affect on organ systems, certain conditions
and in combination with specific drugs.
Lastly, several new appendices have been
added to the book.

The book is divided into six sections: an
introductory section, the main section of
the book, an appendixes section, a brief
addendum (Complementary Interactions of
Herbs with Drugs), the cited references,
and the easy-to-use index that cross-refer-
ences the entire text. The introduction
includes a forward on the need for informa-
tion on herb-drug information and con-
traindication written by Colin Nicholls,
editor of the British Journal of Phytotherapy.
The preface and introduction provide an
overview and introduction on how to use
the book.

The main section of the book provides a
wealth of authoritative information on
herbal contraindications and drug interac-
tions. The entries are presented alphabeti-
cally (from Acacia o Yohimbe) by common
plant name, followed by the scientific bino-
mial and a listing of common names used in
other countries or by Narive Americans.
Each contraindication and drug interaction
is documented as to the category of evi-
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summarizing key information on the more pop-
ular herbal supplements and does not pretend to
be comprehensive, does seem to appeal to health
care professionals, pharmacists, and others who
find a handy, pocket-size “quick reference” of
this sort useful in their daily activities.

I did want to mention that the companion vol-
ume to the Pocket Reference that is being pub-
lished in the Spring of 2002 by the Haworth
Herbal Press, will appear under a different title
than the one quoted in your review. The new
title is Botanical Medicines: The Desk Reference
for Major Herbal Supplements. The Desk Refer-
ence, as its name implies, will be much more
comprehensive than the Pocker Reference, at least
for the 34 most popular herbal supplements that
are covered in its mono-
graphs.

I would also like to take
this opportunity to thank
you, and the other mem-
bers of the ABC/Herbal-

Gram staff for the wonder-

ful job that you do, on a

budgetary shoestring and

often under tight dead-

lines. HerbalGram and

HerbClip are both invaluable tools that I use
constantly in my own professional activities as
well as in the course I teach on botanical medi-
cines at the University of Minnesota. I recom-
mend membership in ABC to all of my students
and if T could make it a course requirement, [
would do so! HerbalGram brings balance, com-
prehensibility, technical accuracy, cutting-edge
science, and great graphic beauty on the subject
of botanical medicines to a wide audience of
both lay and professional people. 1 always read
every issue from cover to cover and await the
next one eagerly.

I honestly don’t know how you manage to turn
out such a high-quality and invariably fascinat-
ing publication, dme after time; but however
you do it, please keep doing it. The world needs
more publications like HerbalGram and more
dedicated people like the HerbalGram/ABC staff
to enable people to understand, appreciate, and
benefit from the abundance of botanical medi-
cines that the world has to offer.

All my best wishes for your continued success.

Dennis . McKenna, Ph.D.

Executive Direcror

Institute for Natural Products Research, and
Senior Lecturer

Center for Spirituality and Healing Academic
Health Center

University of Minnesota

CONCERNING REGIONAL GINSENGS
AND THE TORTUQUS TAXONOMY
OF THE GENUS PANAX
e recently published omnibus article on
inseng (The Nature of Ginseng by S. Dhar-
mananda, HerbalGram 54) 1 found interesting
and informative in many respects, particularly in

www.herbalgram.org

the area of tradirional Chinese medicine. How-
ever, I was arrested by photographs of Tienchi
(Sanchi) ginseng taken by the author and
respected herbalist/botanist Steven Foster, which
designated the roots as deriving from Panax
pseudoginseng var. notoginseng.

This species is most commonly encountered
today as P notoginseng (Burkill) EH. Chen, as in
Court’s recent book, Ginseng: The Genus Panax.'
Court acknowledges the work of Wen and Zim-
mer,” who clarified the complex and, historically,
often complicated and revised taxonomy of
Panax, using sequences of the internal tran-
scribed spacers (ITS) and the 5.8S coding region
of the nuclear ribosomal DNA repeat. Wen (at
the time associated with the Laboratory of Mol-
ecular Systematics at Col-
orado State University) and
Zimmer (of the Depart-
ment of Botany at the
National Museum of Nat-
ural History, Smithsonian
Institution in Washington,
D.C.) settled upon 12
species. Later, Wen (now at
the Field Museum of Nat-
ural History in Chicago)
published a revised taxonomy, which recognizes
11 species and one variety,’ and includes the
most recently characterized species, P vietna-
mensis Ha & Grushv. (Vietnamese ginseng),
which replaced P omeiensis ]. Wen and P sinen-
sis J. Wen. In this latest taxonomic revision, 12
bipinnatifidus Seemann (synonymous with P2
pseudoginseng Wall. var. bipinnatifidus (Seemann)
Li and P pseudoginseng Wall. ssp. himalaicus
Hara) replaces P major Ting, and P bipinnati-
fidus Seemann var. angustifolius (Burkill) J. Wen
(synonymous with P pseudoginseng Wall. var.
angustifolius (Burkill) Li) is included as formerly
P sikkimensis Banerjee. Wen has also altered the
authorirty attaching to Sanchi/Tienchi ginseng as
P noroginseng FH. Chen ex C.Y. Wu & K.M.
Feng.

Curiously, HerbalGram and AHPA’s 2nd edi-
tion of Herbs of Commerce (H of C) use the long
outdated P pseudoginseng var. notoginseng G.
Hoo & C.J. Tseng, H of C actually citing as syn-
onymous, 2 notoginseng (Burkill) EH. Chen ex
C.Y. Wu & K.M. Feng. Oddly also, H of C gives
priority to P pseudoginseng var. japonica (C.A.
Mey.) G. Hoo & C.J. Tseng, for Japanese gin-
seng, long recognized as P japonicus C.A. Mey.,,
which H of C relegates to synonymy; Wen,? as
did Wen and Zimmer,’ recognizes P repens
Maxim as the most prominent synonym for
japonicus, but the former author lists also 2
quinquefolia b. japonica Sicbold. Himalayan or
Nepalese ginseng is 22 pseudoginseng Whall.

It is absolutely imperative when reviewing lir-
erature on Panax species that one be thoroughly
conversant with the historical taxonomy of the
genus, because very few researchers are punctil-
lously attentive to this aspect of herbal scientific
research. The exhortation of the late Professor
Varro Tyler* that careful attention be paid to the
Latin taxonomic authority, in order to ensure
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correct botanical identification of plant material
to be subjected to dinical evaluation, is abun-
dantly supported by the taxonomic odyssey of
this singular genus, here briefly excerpted.

Dennis V.C. Awang, Ph.D., FC.I.C.
MediPlant Consulting Inc.
White Rock, British Columbia, Canada

Reference:

1. Court WE. Ginseng: The Genus Panax.
Amsterdam: Harwood Academic Publish-
ers; 2000.

2. Wen ], Zimmer EA. Phylogeny and bio-
geography of Panax L. (the ginseng genus,
Araliaceae): Inferences from ITS sequences
of nuclear ribosomal DNA. Molecular Phy-
logenetics and Evolution 1996:6(2):176-7.

3. Wen J. Species diversity, nomenclature,
phylogeny, biogeography, and classification
of the ginseng genus (Panax L. Araliaceae).
in: Punja ZK, editor. Urilization of biotech-
nological, genetic and cultural approaches for
North American and Asian ginseng improve-
ment, Proceedings of the International Gin-
seng Workshop 2001 Simon University
Press, Vancouver, Canada. pp. 67-88.

4. Tyler VE. Product definition deficiencies in
clinical studies of herbal medicines. Scien-
tific Review of Alternative Medicine
1999:4(2):17-21.

HerbalGram relies upon Herbs of Commerce,
2nd edition, as a primary resource for plant names.
Herbs of Commerce is the authoritative source for
common names and is a preliminary reference for
Latin binomials, in need of additional verification.
Regarding Latin binomials, the introduction of
that book states, “... status ... [of these] are prone ro
revision from time to time.” [pp. xv]

The editors of Herbs of Commerce agree with
the concerns raised by Dr. Awang, and their refer-
ence — the U.S. Department of Agricultures
Agricultural ~ Research  Service  Germplasm
Resources Information Network (ARS GRIN)
database — has been modified to reflect this
information.— Edjtor

HerbalGram welcomes letters to the
editor as part of the ongoing dialog
that makes science so vibrant, and as
part of our efforts to learn as well as to
educate. Please submit your letters to
Karen Robin, managing editor, via
email <krobin@herbalgram.org>, or
by postal service in care of the Ameri-
can Botanical Council, PO. Box
144345, Austin, TX 78714-4345,
USA. Be sure to include your contact
information so we may confirm.

The editors reserve the right to edit,
clarify, or decline to publish.
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November 1-3: Integrative Cancer 'L'herapies
Symposium. Evanston, IL. Presented by the Uni-
versity of 1llinois at Chicago College of Medicine
and The Institute for Integrative Cancer Research
and Education. 40+ speakers scheduled. Contact:
Genevieve Hedland, ICT Symposium Office. Ph:
888/753-7001. E-mail: <ghedland@bacon-hed-
land.com>.

November 1-4: World Ayurveda Congress,
Kochi, Ernakulam, Kerala, India. Organized by
Swadeshi Science Movement, a unit of Vijnana
Bharati, in association with Ministry of Health &
Family Welfare Govt. of India Congress. Contact:
Secretary General, World Ayurveda Congress
2002, Post Box No: 28, Thiruvananthapuram-
695001, Kerala, India. Ph: +91/471 460055. E-
mail: <mail@ayurworld.org> <aycongress@hot-
mail.com>. Website: <www.ayurworld.org>.
November 1: Application deadline for UCSC
Farm & Garden Apprenticeship, Santa Cruz, CA.
Intensive G-month course in organic gardening and
small-scale farming, 35-40 trainees; UCSC is espe-
cially interested in increasing the diversity of appli-
cants. Contact: Erin Barnett, Apprenticeship Coor-
dinator, CASFS, UCSC, 1156 High Street, Santa
Cruz, CA 95064. Ph: 831/459-3240. E-mail:
<apprenticeship@cats.ucsc.edu>. Website:
<www.ucsc.edu/casfs>.

November 2-3: Ontario Association of Naturo-
pathic Doctors Annual Convention: Clinical
Evidence in the 21st Century, Burlingron,
Ontario, Canada. Contact: OAND, 344 Bloor St.
W, Ste. 602, Toronto, ON M5S 3A7 Canada. Ph:
416/233-2001 ext. 40; fax: 416/233-2924. Email:
<info@oand.org>.

November 6-8: 4th Annual Congress on Tradi-
tional Medicine, Lima, Peru. Organized by the
Colegio Médico del Peru. Topics include ethno-
botany, ethnopharmacology, phytotherapy and
more. Contact: Barbara Johnston. Ph/Fax: 464-13-
168; E-mail: <cimt@terra.com.pe>.

November 7: Distinguished Lectures in the Sci-
ence of Complementary and Alternative Medi-
cine, Bethesda, MD. Arthur Kleinman, M.D., Pro-
fessor of Social Anthropology, Harvard University,
and Maude and Lillian Presley Professor of Medical
Anthropology and Psychiatry, Harvard Medical
School, will present “The Global Transformation of
Health Care: Cultural and Ethical Challenges to
Medicine.” Ph: 301/594-9632.

November 7-10: Natural Products Organic Asia,
Singapore. Congregates manufacturers, suppliers,
distributors, agents, industry professionals and buy-
ers from all over the world. Contact: Ms. Sylwin
Angdrew, Senior Marketing Executive. Ph: (65)
6534-3588; fax: (65) 6534-2330. Email: <ayl-
win@hglink.com>.

November 8-16: Incan Healers/Shamans
Workshops. Colorado area. Amazonian Cos-
mology of “Ayahuasca” as a time-space medi-
cine will be the focus of this workshop. Con-
tact: Ed and Tania Turtle. Ph: 612/ 825-3792.
E-mail: <shaman®sacred-journey.com>. Web-
site: <www.sacred-journey.com>.

November 8-16: Shamanic Journeys to the
Ecuadorian Andes, Amazon, and Pacific Ocean.
Contact: Ed and Tania Tuctle. Ph: 612/825-3792.
E-mail: <shaman@sacred-journey.com>. Website:
<www.sacred-journey.com>.
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November 9: Festival Hill's Herbal Seminars
series: Creating a Garden of Your Own. Round
Top, TX. Seminar includes buffet luncheon, print-
ed materials and supplies, tastings, garden tour and
plant treasures. $60 per person. Contact: The
Herbal Forum at Round Top, PO. Box 23 Round
Top, Texas 78954. Ph: 979/249-3973. Fax:
979/249-3961. Other seasonal seminars set for
Dec. 4 & 7, Feb. 22 & 23, Mar. 4, Apr. 8 & 23,
May 10.

November 9-10: Green Festival. San Francisco,
CA. Promotes sustainability of local green
economies by fostering fair trade and fair wage
practices, environmental responsibility, localized
cooperation, community building and accounta-
bility. Produced by Global Exchange, Co-op Amer-
ica and Bioneers. Ph: 877/727-2179. Email (for
those interested in exhibiting): <exhibit@greenfes-
tivals.com>. Website: <www.greenfestivals.com>.
November 12-13: International Symposium on
Modern Technology in Chinese Herbs-Quality
Control, Taichung, Taiwan. Sponsored by the Min-
istry of Education. Contact: China Medical Col-
lege, Institute of Chinese Pharmaceutical Sciences.
Ph: 886-4-2203-0380. Fax: 886-4-2208-3362. E-
mail: <yschang@mail. ccme.edu.ow>.

November 14-17: Indigenous Healing Traditions
of the Americas: Paths to a New Medicine. Wash-
ington, DC. Explore the uniqueness, wealth and
complexity of healing traditions indigenous to the
American continents, with emphasis on their
potential for delivering culturally sensitive and
effective health care. Contact: Marisol Villanueva,
Pro Cultura, PO. Box 185, Pleasantville, NY
10570. Ph: 866/547-3309. Fax: 317/328-1475. E-
mail: <mail@procultura.org>. Website: <www.pro-
cultura.org>.

November 16: Herb Days at Festival Hill. Round
Top, TX. Tours begin at 11am with luncheon and
lecture and last until 2pm. $30 per person. Con-
tact: The Herbal Forum ar Round Top, PO. Box 23
Round Top, Texas 78954. Ph: 979/249-3973. Fax:
979/249-3961. Also on Dec. 10, Mar. 12, Apr 16
& 30, May 14.

November 17-20: Worldnutra 3rd
Annual Conference and Exhibition on
Nutraceuticals and Functional Foods: "From
Laboratory to the Real World and the Market-
place,” San Diego, CA. Ms. Nedra Sneed, Confer-
ence Secretary, Worldnutra, . O. Box 10506, Col-
lege Station, TX 77842. Ph/fax: 979-846-1951.
Email: <nutra@tca.net>; website:
<huep://www.worldnutra.com/>.

November 27-30: 2002 World Neem Confer-
ence: Neem for Sustainable Development, Mum-
bai, India. Sustainable agriculture, human and ani-
mal health, constraints facing Neem industry, pro-
cessing and more. Contact: Neem 2002 Secretariat,
67-A, Vithalanagar Society, Road # 12, Juhu
Scheme, Mumbai — 400 049, India. Fax: +91 22
620 7508. Email: <wncregistration@neemfounda-
tion.org>.

December 4: Current Issues with Dietary Sup-
plements:  Safety, Toxicology and California
Proposition 65, Venetian Conference Center, Las
Vegas, immediately before SupplySide Wesr. Expert
panel to discuss bortanical and ingredient safety
issues, dietary supplement product liability and risk
assessment, the impact of food safety security legis-
lation, and effects of adverse event reporting. Spon-
sors include American Herbal Pharmacopoeia,
American Herbal Products Association, AOAC
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International, Consumer Healthcare Products
Association, Council for Responsible Nutrition,
Institute for Nutraceutical Advancement, National
Nutritional Foods Association, ChromaDex, Virgo
Publishing, and the Center for Public Health Edu-
cation. More information at www.nsf.org/cphe/ds
<http:/fwww.nsf.org/cphe/ds> , phone 800/NSE-
MARK ext. 5723.

Dec. 4-6: Virgo Publishing’s SupplySide West.
The Venetian, Las Vegas. Share new science or
research with a room full of industry execs. Con-
tact:  480/990-1101. Website: <www.supply-
sideshow.com>

December 8-12: Cucurbitaceae 2002 Confer-
ence, Naples, ltaly. Contact: Don Maynard or Beth
Miller-Tipton. Fax: +1/352/392-9734. E-mail:
<bmiller-tipton@mail.ifas.ufl.edu>.

January 8-11: International 3Society tor
Ethnopharmacology and South African Associ-
ation of Botanists International Conference, Pre-
toria, South Africa. How ethnobotany and
ethnopharmacology can bridge the gap between
traditional knowledge and sustainable develop-
ment. Main topics: the treatment of infectious dis-
cases, plants in the community, conservation and
sustainable use, and biological and chemical stud-
ies. Website: <huep://www.ethnopharmacology.org/
ISEhomepage.html>.

January 9-18: Ayahuasca Healing Retreat. Lec-
tures, four ayahuasca ceremonies and two Salvia
divinorum ceremonies, group sharing, creative art-
work expression, biofeedback, transpersonal exer-
cises and excursions. Conrtact: Silvia Polivoy, Aw.
Kennedy 2842 6a, 1425 Buenos Aires, Argentina.
Ph/Fax: (54-11) 4774-3892. Email:
<Silviap@house. com.ar>, Website: <www.ayahuas-
ca-healing.net>.

January 21-24: Functional Beverage Summit
2003. Seattle, WA. The summit will include pro-
grams on marketing and R&D as well as more sci-
entific presentations and speakers from Europe,
Asia, Australia and Latin America. Website:
<www.foodbevx.com>.

February 3-7: 3rd World Congress on Medicinal
and Aromatic Plants for Human Welfare
(WOCMAP III), Chiang Mai, Thailand. Contact:
Dr. Araya Jadisatienr, Chiang Mai University, Dept.
of Biology, Faculty of Science, Chiang Mai 50202,
Thailand. Ph: +66 53 943346 or 943348, fax: +66
53 892259, email: <secretariat @wocmap.org>,
website: <htep://www. wocmap3.org>.

February 28-March 7: 7th Annual AromaHerb
Conference and Trade Show, Tempe, AZ. Leading
compantes in the essential oil industry, worldwide
essential oil distillers, renowned herbalists and
authors. Approximately 50 presenters and 100 com-
panies. Exhibiting only pure and natural products.
Ph: 602/938-4439, Email: <aromaherbshow@hort-
mail.com>.

March 22: The 8th Annual Herbal Forum at
Round Top. Round Top, TX. A Celebration of
Herbs Featuring Basil, Herb of the Year 2003!
Includes lectures, demonstrations and exhibits,
extensive herbal book store, garden buffet luncheon
and afternoon tea, giant plant sale, more. Oprional
workshops March 21. Contact: The Herbal Forum
at Round Top, PO. Box 23 Round Top, Texas
78954. Ph: 979/249-3973. Fax: 979/249-3961.
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