

















BC continues its rollout of strategic educa-
tional projects. In our last issue, we intro-

duced the publication of ABC Clinical
Guide to Herbs, our new book for health
professionals. We now introduce our new
Safety Labeling Program (SLP), intended for consumers
and healthcare professionals alike. SLP was initiated with
the help of Pharmavite Corporation for its
new expanded labels on its Narure’s
Resource® line of herbs. The labels contain a
4-page “brochure” that peels back from the
front panel of a bottle, offering guidelines for
responsible use by consumers. The label text
is based on ABC’s comprehensive peer-
reviewed assessments of the safety literature.
These new labels will be on 4 million bottles
within a year on 21 Nature’s Resource prod-
ucts. SLP labeling is available to other quali-
fied manufacturers. This nonprofit/industry
initiative is particularly significant since there are few FDA
label guidelines regarding the safety of herb products.
FDA’s proposed good manufacturing practices (GMPs)
for dietary supplements are causing considerable concern
among many industry groups. FDA has based the GMDPs
upon those for drugs, despite Congressional guidance that
they be modeled on food GMPs. The differences are
significant in the amount of testing required for ingredi-
ents and finished products — the testing is expected to be
so prohibitively expensive that even FDA spokespersons
are said to have acknowledged that if the proposal is final-
ized in its present form, several hundred small companies
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could be forced out of business. Although some industry
groups are filing critical comments with constructive
suggestions to FDA, industry leaders are careful not to
appear to be against the GMPs in general, so as not to
appear in the media as “anti-quality,” an epithet that no
one can afford at a time of continuing negative media arti-
cles and mounting Congressional pressure on the industry.

Along these lines, U.S. Senator Richard
Durbin (D-IL) has introduced the Dietary
Supplement Safety Act of 2003 (S. 722), a bill
that, if passed with any of its current provisions,
would substantially alter the way the dietary
supplement industry conducts business, in addi-
tion to the changes required by the Bioterrorism
Acr (see last issue) and the proposed new GMPs.
Sen. Durbin has held several hearings on the
safety of ephedra, the new bill being a direct
result of his and others’ mounting concerns over
its safety. S. 722 would require companies to
submit reports of all serious adverse event reports (AERs)
to the FDA within 15 days, file an annual report of all
AERs, obtain FDA approval for the safety of many ingre-
dients, and would require FDA approval of all supple-
ments intended as “stimulants” (except coffee and
caffeine). In this sense, the bill takes an interesting strate-
gic step: instead of going after specific individual ingredi-
ents used for stimulation or weight loss, the bill targets the
entire category. The recent National Nutritional Foods
Association convention in Las Vegas was buzzing about
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ABC Expands Safety Information for Herbal Product Labels

by Mark Blumenthal, Gayle Engels,
and Wayne Silverman, Ph.D.

nsumers, patients and clinicians, who

se or recommend herbal supplements
as a part of an integrative approach to
healthcare, all face the same dilemma:
confidence in herbal supplements has
eroded in recent years. This has happened,
in part, because of continued negative
reports in the media (some erroneous and
biased, some warranted). Safety seems to be
a key question. In the face of concerns
about safety and the preference for addi-
tional safety information on the labels of
herbal supplements, Pharmavite Corpora-
tion approached the American Botanical
Council (ABC) to request the development
of a program to address these concerns. As a
result of this collaboration, ABC launched
its Safety Labeling Program (SLP), a
program that provides expanded safety
information for manufacturers. Pharmavite
Corporation is using the SLP information
on its Nature’s Resource® herbal product
labels in a new program called Herbal

ABCs™.

ABC'’s Safety Labeling Program

To help bring greater clarity to the safe
use of herbs (including potential interac-
tions, adverse effects, and contraindica-
tions), and through consumer research,
suggestions, and initial funding by Phar-
mavite, ABC initiated SLP to provide some
guidance in this area. SLP provides science-
based safety information on specific herbs
for manufacturers to use as a basis to
develop product labels (see How SLP
works, below). This program will benefit
consumers and patients, who need more
information about the herbs they use, and
healthcare professionals, who can use such
information to help assess the potential risk
and appropriate use of many popular herbs.

First use of SLP

Pharmavite Corporation, which produces
Nature’s Resource herbs, a brand marketed
in mass-market locations, worked with
ABC to develop the SLP and is the first
company to print expanded label informa-
tion based on ABC’s research and bear the
ABC logo. By the end of 2003, approxi-
mately 4 million labels on 21 Nature’s
Resource products will contain peel-back,
multi-page safety text based on information
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provided by ABC. Other manufacturers are
also considering participation in the SLP.

Rationale for SLP: Responsible use
of herbs

Concern about the safety of herbs and
herbal products is one of the most signifi-
cant issues affecting consumer and health-
care practitioner decisions about use of
herbal supplements. Recent survey results
show that 50 percent of a// consumers are
concerned about interactions between

supplements and prescription drugs, and 61
percent of herb users are concerned about
the same topic.’ Unless consumers inter-
ested in herbal alternatives know where to
look for the information, or have a knowl-
edgeable healthcare practitioner with whom
they can discuss their questions about
herbs, they may have difficulty finding
accurate information that explains which
herbs are safe for them to use, and how to
use them. Likewise, clinicians and pharma-
cists are increasingly expected to serve as
educators when it comes to safety issues.
While continuing education on these
matters is essential for healthcare profes-
sionals, expanded safety information on the
label may be an effective part of the overall
solution.

Several surveys have suggested that a
significant number of people use herbs
concurrently with conventional drugs. A
Prevention magazine survey a few years ago
suggested that about one-third of herb users
also are taking either over-the-counter
(OTC) or prescription (Rx) drugs.? In a
more recent report of 2,590 participants, 81

percent stated that they used at least one
medication (Rx or OTC), 50 percent took
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at least one prescription drug, and 7 percent
took five or more drugs simultaneously.?
Fourteen percent said they used herbs and
supplements while 16 percent of the
prescription drug users also take an herbal
supplement. The authors concluded that
one in seven adults consumes at least one
herbal supplement annually and that one in
six patients taking a prescription drug is
concurrently taking one or more herbal
supplements, raising the potential for inter-
actions.

With the potential for herb-drug interac-
tions increasing, how do consumers and
health professionals gain access to reliable
information on what constitutes a potential
interaction? Many interactions reported in
the literature are cither theoretical or specu-
lative, often based on in witro laboratory
data or animal studies, which are inconclu-
sive for humans. A recent systematic review
of herb-drug interactions concluded that of
the 108 interactions evaluated from reports
in the medical literature, 74 (68.5 percent)
were unable to be evaluated due to the lack
of adequate information, 20 (18.5 percent)
were considered “possible” interactions, and
14 (13 percent) were considered “well-
documented” and thus likely. The authors
emphasize the need for better documenta-
tion of all relevant data in case studies of
potential interactions.*

How SLP works

As an independent organization, ABC
conducts a literature search on a particular
herb, evaluates the data and formulates a
review of essential safety information, and
then licenses the use of the manufacturer’s
version of the ABC information along with
the ABC name and logo to qualifying
manufacturers. The safety information is
initially provided in a format called a Safety
Information Sheet (SIS).

The SIS presents a rational interpretation
of the literature on the safety of a particular
herb, and provides accurate, useful informa-
tion on contraindications, adverse effects,
actual and potential interactions with Rx
and OTC drugs, as well as pregnancy and
lactation warnings and guidelines. A draft
version of each SIS is sent to expert review-
ers who check accuracy and clinical rele-
vance. Reviewers comments are then evalu-
ated and researched by ABC and may be
included in the final version of the SIS.

Each SIS includes information about
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ABC and disclaimers relating to ABC’s
liability (e.g., noting that ABC has neither
verified the contents of a herbal package nor
tested the product). In addition, after the
manufacturer creates its revised safety infor-
mation based on the SIS for its label, ABC
then reviews the proposed label text to
determine whether it is accurate and
adequately reflects the infor-
mation in the SIS. This step is
required before ABC will allow
the label to display the ABC
name and logo.

This label text is formartced
into a product label, which
may include accordion-style
labels, peel-out labels, package
inserts, or a box panel. In some
cases, a manufacturer may
decide not to dedicate the
extra cost or space required for an expanded
label or to minimize the information used
on the label from the SIS, instead directing
the patients to find more information on
the company website where space is not an
issue. In all cases, the consumer, patient,
and healthcare professional are provided
significantly expanded, independent safety
information to help promote the safe and
beneficial use of herbs.

Ingagendare walety and exucaonal

Sources of safety information

The primary source of information for
many of the current SIS is The ABC Clini-
cal Guide to Herbs ( The Guide),5 a new refer-
ence book that includes comprehensive
monographs, abbreviated clinical overviews,
patient information sheets, clinical studies
tables, and extensive references for 29 of the
most commonly used herbs and 13 clini-
cally tested proprietary products and herb
combinations. ABC also accesses and
reviews safety information that is not
included in The Guide to help ensure that
the SIS accurately reflects a comprehensive
view of each herb’s safety considerations.
This includes, but is not limited to, various
authoritative sources, including official and
non-official monographs (e.g., the German
Commission E, the European Scientific
Cooperative on Phytotherapy, the World
Health Organization, and the American
Herbal Pharmacopoeia), plus primary refer-
ences {clinical and pharmacological studies,
case reports, etc.), and secondary reference
texts and online updates (e.g., Herb
Contraindications and Drug Interactions).®
For herbs not included in 7he Guide, ABC

researches current literature sources that
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generally are accepted as reliable by the
scientific herbal community, including
some of the sources named above.

As part of the ongoing activity of the SLD,
key safety information in the SIS will be
updated on an as-needed basis, and the
updated SIS will be forwarded to participat-
ing manufacturers so that they may
consider whether
to revise their
product labels.
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a safety problem with appropriate use of
herbs. However, ABC considers it part of its
educational mission to provide consumers
and health professionals with accurate
guidelines for the responsible use of herbal
products. The Guide, provides both exten-
sive guidance information on the therapeu-
tic use of herbs as well as up-to-date safety
information. Consumers have expressed
their desire for more information on how to

use dietary supplements responsibly, and
yet manufacturers are not permirtted to label
and market their products with therapeutic
information (i.e., how the product might
prevent or treat a disease or condition)
beyond the truthful and non-misleading
“structure/funceion” claims allowed by
DSHEA. Therefore, ABC considers it
appropriate to assist the manufacturer,
patient, and clinician in obtaining inde-
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pendent and science-based safety informa-
tion.

The future of SLP

ABC has reviewed the literature on inter-
actions, contraindications, adverse effects,
warnings, and other potential risks in order
to clarify their significance (or lack thereof)
in each SIS. Ultimately, however, it is the
manufacturer’s responsibility to determine
the extent of disclosure on a product’s label
and in marketing materials. It is the respon-
sibility of the clinician and pharmacist to

adequately inform patients about poten-
tial risks and interactions associated with
herbal supplements, and to work with
patients to interpret this information
and make rational decisions for individ-
ual therapy. It is the responsibility of
consumers, many of whom choose to
self-medicate, to become better
informed abour the safety of the prod-
ucts they are considering using to
improve or maintain health. As the SLP
expands, it may help to facilitate this
process for health professionals, manu-
facturers, patients, and consumers, and may
reverse some recent trends by increasing
confidence in the responsible use of herbal
dietary supplements and related products.
For more information about ABC or SLP

contact Wayne Silvern Ph.D., at
<wayne@herbalgram.org>.
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ABC Board of Trustees Adds Three Members

e American Botanical Council Board of Trustees has

xpanded to include three new members. Peggy Brevoort, Tom
Kurt, M.D., and Morris Shriftman bring new ideas and energy to
ABC’s mission of research and education into herbal medicine.

Peggy Brevoort and her husband, Bill, founded East Earth Herb,
Inc. in 1971, working to place Chinese herbal products in the
American and, later, worldwide markets. She served as CEO of the
company from 1990 to 1999 and as president from 1997 to 1999.
The company was acquired in 1999 by the A.M. Todd Company.
After that purchase, Brevoort served as president of A.M. Todd
Botanicals until her retirement in April of 2000.

Brevoort has also served as a member of the boards at Biomed
Comm Inc.; United Plant Savers; Bastyr University Board of
Regents; the Corporate Alliance for Integrative Medicine, Inc;
Citizens for Health; and the American Herbal Products Associa-
tion, where she is a past president.

She was named 1990 Woman of the Year by the Association of
Women in Natural Foods, and earned Natural Business Commu-
nication’s 1999 Leadership in Business Award. She was also a
member of the first herbalist delegation to the People’s Republic of
China in 1988.

Her literary credits include material published in HerbalGram
and Pharmaceutical News. She has also delivered dozens of presen-
tations on boranical issues.

Thomas (Tom) L. Kurt, M.D., M.PH., the founder of the certi-
fied regional poison center in Dallas, is a consultant in medical
toxicology, pharmacology, and adverse drug reactions. He is also a
clinical professor in the Department of Internal Medicine at the
University of Texas Southwestern Medical School.

Dr Kurt, who received his B.S. from Notre Dame, his MD from
Kansas, and MPH from Harvard, served as regional medical offi-
cer for the U.S. Food and Drug Administration (FDA) from 1989
to 1991 and continues to serve on FDA panels, as well as being a
member of the Texas Drug Utilization Review Board, which sets
Medicaid outpatient prescription policies. He has published more
than 150 scientific papers and is an editorial reviewer for medical
journals.

Morris Shriftman is the CEO of Mozart, Inc., of Ponte Vedra
Beach, Florida, a marketing communications firm which special-
izes in the natural and organic food, and herbal and alternative
medicine industry, offering identity and branding, strategic
marketing and positioning, advertising, packaging, public rela-
tions, and interactive digital communications. Mozart clients
include Tree of Life, United Natural Foods, Whole Foods Market,
Horizon Organic Dairy, Smucker Quality Beverages, and Tradi-
tional Medicinals.

Shriftman has also been a speaker and panelist at natural prod-
uct expositions, most recently at the 2003 Organic Trade Associa-
tion’s “All Things Organic” conference. At the BioFach 2003
Congress in Nuremberg, Germany, Shriftman spoke on what
European natural and organic product companies can do to create
marketing success in the U.S. market.

Shriftman earned a B.S. degree in industrial and labor relations
from Cornell University in 1964. His M.A. degree from New York
University is in British and American literature, and he completed
all but the dissertation on a doctoral degree in the same program.
He has been a visiting professor of marketing at Davis College of
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Business at Jacksonville University.

Another change in the Board makeup will result from ABC
Founder and Executive Director Mark Blumenthal resigning in
October from his position as board president. Blumenthal will still
be involved with the board, acting as an ex officio member.
contributing information and ideas. The new president has not
been elected yet. Blumenthal will continue to lead ABC as its exec-
utive director and editor of Herbal/Gram and HerbClip.

Traditionally, ABC’s Board of Trustees has been comprised of
people with significant experience in fields such as pharmacognosy,
ethnoborany, and the merging of botanical and conventional
medicine. However, Blumenthal said, “Non-profit organizations
have experienced a difficult time in the economy of a post-9/11
world. ABC’s Board must go in a different direction, and draw
upon broader experience.

“[ believe it is necessary to begin to add people to the board who
have expertise in business, marketing, finance, and medicine,”
Blumenthal said. He also expects that the changes will “help ABC
grow to a new level of public service to meet the growing needs for
reliable herbal information and ar the same time help develop and
maintain financial stability for ABC.”

One of the seats being filled had been occupied by Prof. Varro
E. Tyler, who died suddenly in August, 2001. Blumenthal
explained the delay in filling the sear, “Our of respect to his
memory and the major role he played in helping set ABC's direc-
tion and policy, we waited to fill his Board seat, leaving it empty in
a kind of ‘missing man’ formation in military memorial rituals.”

Blumenthal looks forward to the future ot the ABC Board,
expecting that the changes being implemented will be of lasting
benefit to the Board and to those involved in herbal medicine.

“I believe that the new composition of the ABC Board will
continue to help guide ABC so it will retain its position as the lead-
ing nonprofit organization disseminating accurate, responsible,
reliable information on the benefits of herbs and phytomedicines,”
Blumenthal said. “At the same time, it will help ABC establish a
strong financ*~' Sasis to expand our educational programs and
publications.

— Sarah Jackson

2003 HerbalGram 59 | 13















Effects of Juice on Kidney Stone Formation

viewed: Kessler T, Jansen B, Hesse A. Effect of black
urrant-, cranberry- and plum juice. European Journal of Clin-
ical Nutrition 2002;36:1020-1023.

High fluid intake is widely regarded as the most important
preventive treatment for kidney stones, reducing the concentration
of constituent ions and saturation of stone-forming salts. The most
suitable fluids for this purpose are mineral water, orange juice,
apple juice, and fruit and herbal teas. Patients with a history of
kidney stones should avoid fluids that contain stone-forming
agents and promoters; these include coffee, black tea, alcohol, and
cola soft drinks. Cranberry juice has been used extensively to
prevent and treat urinary tract infections, and small studies on the
effects of ingestion of black currant juice and prunes (dried plums)
have shown an acidifying effect on urine in humans. Various short-
comings in these studies and a lack of scientific evidence have led
these researchers to evaluate the influence of these three juices on
urinary composition and kidney stone formation.

Twelve healthy male subjects (ages 1838 years) with no history
of kidney disorders participated in four consecutive trial phases of
five days each. All phases were equivalent in dietary intake and
included a four-day adaptation period during each phase before
the experimental load on the fifth day. Creatinine was measured on
days 1-4 to ensure compliance with the diet, and 24-hour urine
samples were collected each day. Day five of each phase was the
experimental day with consumption of 330 ml of either mineral
water (control, assumed to have no effect on urinary composition),
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or juice from either plums (Prunus domestica L., Rosaceae), cran-
berries (Vaccinium macrocarpon Aiton, Ericaceae), or black
currants {Ribes nigrum L., Grossulariaceae).

Changes were noted in several urinary parameters following
consumption of each juice. Black currant juice significantly alka-
lized the urine (< 0.01), increased citric acid excretion (P < 0.01),
and oxalic acid excretion (P < 0.05). Cranberry juice significantly
acidified the urine (2 < 0.05) and showed a small, not statistically
significant decrease in citric acid excretion. Oxalic acid excretion
was significantly increased after ingestion of cranberry juice (£ <
0.05). Black currant juice did not significantly affect the relative
supersaturation for calcium oxalate, uric acid, brushite, and stru-
vite, but cranberry juice significantly increased the relative super-
saturation of uric acid (P < 0.05) and decreased the relative super-
saturation of struvite and brushite. Plum juice had no statistically
significant effect on any of the urinary parameters measured.
Excretion of calcium, magnesium, and uric acid were not signifi-
cantly changed by any of the experimental juices.

The increased excretion of oxalic and citric acids with black
currant juice was attributed to the content of these acids and ascor-
bic acid (which is metabolized to oxalic acid) in the consumed
juice. The alkalizing effect of black currant juice did not decrease
the relative supersaturation of calcium oxalate and uric acid as
would be expected, which the authors attributed to the increase in
oxalic acid excretion. The decrease in pH with cranberry juice was
expected and is associated with increased risk of uric acid stone
formation; however, the relative supersaturation for struvite and
brushite were slightly decreased. The authors speculate that the
effect of cranberry juice might be larger if more juice was ingested.

The authors conclude that black currant juice could be used as
a preventive and treatment for uric acid stones due to its alkalizing
effect on the urine. Cranberry juice could be of use when acidifi-
cation of the urine is indicated, as with apatite, brushite, and stru-
vite stones as well as with urinary tract infection.

This well-designed study compensated for the perpetual prob-
lem of quantifying food and beverage intake by requiring subjects
to consume a standardized diet, followed by biochemical and phys-
ical measurements to ensure compliance. Adequate research and
annotation supported the study topic. The claims made for black
currant and cranberry juices were not completely substantiated by
the results; however, the authors noted that this study was
conducted in healthy subjects and suggested that further research
into the usefulness of these juices should be done in patients with
a history of kidney stone formation.

However, it should be noted that there are different types of
kidney stones. If possible, stones that are passed should be caught
in a strainer and then analyzed for their content. Most are calcium,
but a minority are uric acid (an indication of gout) or oxalic acid
(an inherited trait). Calcium kidney stones are best treated with
acidic drinks, but the acid stones need basic (bicarbonate, etc.)
drinks to dissolve. Treating uric acid and oxalic acid kidney stones
with acidic beverages is ineffective. Uric acid kidney stones
comprise only 20-30 percent of kidney stones, yet universal state-
ments zh~« kidney stone treatment must be considered in this
context.

— Diane S. Graves, MPH, RD
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Effectiveness of Ginkgo Extract in Persons with No History of

Neurocognitive Dysfunction

viewed: Mix ], Crews WD. A double-blind, placebo-

ontrolled, randomized trial of Gingko biloba extract EGb
761® in a sample of cognitively intact older adults: neuropsycho-
logical findings. Human Psychopharmocology: Clinical and Experi-
mental 2002;17:267-277.

In recent years, the use of ginkgo (Ginkgo biloba L.,
Ginkgoaceae) extract for the treatment of dementia and cerebral
insufficiency has increased significantly. The results from a number
of clinical trials have demonstrated the efficacy of ginkgo extract in
cognitively impaired persons. In the last decade, ginkgo was
approved as a treatment for dementia in Germany. The majority of
studies have been conducted in Europe. Relatively few studies
(approximately eight) have examined the effectiveness of ginkgo
extract in persons with no history of neurocognitive dysfunction.
The importance of such clinical research appears paramount in
light of the number of products containing ginkgo with claims of
enhanced cognitive performances that are currently being widely
marketed to cognitively intact adults.

The purpose of this research was to conduct the first known,
large-scale clinical trial to ascertain the efficacy of ginkgo extract
(EGb 761, Dr. Willmar Schwabe GmbH & Co., Karlsruhe,
Germany) on the neuropsychological functioning of cognitively-
intact older adules. This study was intended to expand upon the
authors’ previous smaller study, which found that the extract had a
positive effect on this particular group.!

In the current study, 262 male and female volunteers, 60 years
of age and older, who reported no history of dementia or signifi-
cant neurocognitive impairment were enrolled and randomized.
The study utilized a 6-week, randomized, double-blind, fixed-
dose, placebo-controlled, parallel-group experimental design. Indi-
viduals were randomly assigned to either the ginkgo extract (180
mg daily, 60 mg three times per day) or placebo for six weeks. Prior
to the beginning of the study, participants were asked to complete
an initial medical history questionnaire. Those with unremarkable
medical or psychiatric history were administered the MMSE
(Mini-Mental State Examination). Participants meeting the
preliminary cognitive and medical inclusion criteria were subse-
quently administered a series of neuropsychological tests immedi-
ately prior to the initiation of ginkgo or placebo therapy, again
after 6 weeks of treatment, and just prior to the termination of the
study. Efficacy measures consisted of participants’ raw changes in
performance scores from pretreatment baseline to those obtained
just prior to termination of treatment on the following standard-
ized neuropsychological measures: Selective Reminding Test
(SRT), Wechsler Adult Intelligence Scale-IIT Block Design (WAIS-
III BD), Digit Symbol-Coding (WAIS-III DS) subtests, and the
Wechsler Memory Scale-I1I Faces I (WMS-III FI) and Faces Il
(WMS-III FII) subtests. A subjective, follow-up, self-report ques-
tionnaire was also administered to participants just prior to termi-
nation of the treatment phase.

The analysis of the data revealed that participants who received
180 mg of ginkgo per day exhibited significantly more improve-
ment on SRT tasks involving delayed (30 minutes) free recall (P <
0.04) and recognition of noncontextual, auditory-verbal material
(P <0.01), compared with the placebo controls. The ginkgo group
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also demonstrated significantly greater improvement on the
WMS-III FII subtest assessing delayed recognition of visual mate-
rial (human faces), compared with the placebo group (< 0.025).
However, there was a significant difference found between the two
groups pretreatment baseline scores on the WMS-III FII (P <
0.03), suggesting that this resule should be interpreted with
caution. Overall, the results from both objective, standardized,
neuropsychological tests and a subjective, follow-up, self-report
questionnaire provided complementary evidence of the potential
efficacy of ginkgo extract in enhancing certain neuropsychologi-
cal/memory processes of cognitively intact, older adults.

Only one serious adverse effect was reported during the current
study and that was in the placebo group. All of the remaining
adverse events reported were rated as either mild or mild to moder-
ate in intensity and no causal relationship was determined with the
ginkgo treatment. Overall, more adverse events were reported in
the placebo group than the treatment group.

The results bolster the findings from the few previously
published, small-scale studies that have found improvements in
cognitive functioning among older cognitively intact adults and
young, healthy volunteers. Although the precise mechanisms
responsible for the current findings remain speculative, it seems
plausible that several factors may have interacted additively to
promote -~ enhancement of the ginkgo groups’ memory
processes.

—Densie Webb, Ph.D.

Reference:

1. Mix J, Crews D. An examination of the efficacy of Ginkgo biloba
extract EGb 761 on the neuropsychologic functioning of cognitively
intact older adults. J Altern and Complement Med 2000;6:219-29.

2. Solomon PR, Adams E Silver A, Zimmer ], DeVeaux R. Ginkgo for
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Habitual Tea Drinkers May Have
Increased Bone Mineral Density
viewed: Wu C, Yang Y, Yao W, Lu E Wu J, Chang C.

‘pidemiological evidence of increased bone mineral. Archives
of Internal Medicine 2002;162:1001-1007.

After water, tea (Camellia sinensis (L.) Kuntze, Theaceae) is the
most common, regularly consumed beverage in the world. It is
categorized into three types: green (nonfermented), oolong
(partially fermented), and black (fermented). Tea contains several
hundred compounds that may affect the body. According to
epidemiological studies, the evidence strongly suggests that tea
(particularly green tea) may prevent cardiovascular disease, athero-
sclerosis, and some types of cancer; however, information about the
effects of tea consumption on bone mineral density (BMD) is
limited. This study sought to answer:

1) Is there relationship berween tea consumption and BMD?

Continues on nexr page
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Intake of Dietary Catechins May Reduce Risk of Death from Ischemic

Heart Disease

viewed: Arts ICW, Hollman PCH, Feskens EJM, deMesquita

1BB, Kromhout D. Catechin intake might explain the inverse
relationship between tea consumption and ischemic heart disease:
The Zutphen Elderly Study. American Journal of Clinical Nutrition
2001;74:227-32.

Some epidemiological studies have found evidence that drinking
tea (Camellia sinensis (L.) Kuntze, Theaceae) may protect against
cardiovascular and cerebrovascular diseases. However, other studies
found either no effect or a slightly higher risk of ischemic heart
disease (IHD, inadequate blood circulation to the heart, usually as
a result of coronary artery disease) with greater tea consumption.
Tea contains flavonoids, natural plant chemicals that appear to be
responsible for any protective effects of tea. Scientists have identi-
fied over 4,000 different flavonoids, which are found in numerous
plants. One subgroup of the flavonoid family is known as the cate-
chins.

Catechins are the main components of tea, accounting for
approximately 30 percent of the dry weight of green tea and 9
percent of the dry weight of black tea (black tea is fermented green
tea). Researchers have identified several possible mechanisms by
which catechins could inhibit the development of cardiovascular
disecase. Catechins may prevent oxidative damage to low-density
lipoprotein cholesterol by scavenging free radicals, and inhibit
inflammatory processes involved in atherosclerosis. Other potential
mechanisms have been proposed, but in vive studies have not yet
confirmed any of these theories.

Tea is not the only source of catechins in human diets — apples
and chocolate are two other examples of dietary sources. Catechin
intakes from other foods may have confounded the results of previ-
ous studies that attempted to link tea consumption to risk of
cardiovascular disease. Also, reliable data on the catechin contents
of various foods were not available until recently, when the authors
developed a method for measuring the six major catechins in foods.

This article describes the authors’ evaluation of the possible link
between catechin intake and incidence of and mortality from IHD
and stroke. They used data from the Zutphen Elderly Study, a
prospective cohort study of Dutch men who were 65 to 84 years old
at study entry in 1985. Complete data were available from 806
men.

The results showed that the mean catechin intake of the 806
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subjects was 72 + 47.8 mg/day (range: 0-355.4 mg/day) at baseline
in 1985. Black tea accounted for 87 percent of catechin intake, and
apples and chocolate contributed 8 percent and 3 percent, respec-
tively. Legumes and fruits other than apples were minor sources of
catechins, whereas vegetables did not contribute any catechins. The
authors write, “Because tea was the most important source of cate-
chins in this population, tea consumption increased dose-depend-
ently with catechin intake.” However, it would seem that the
reverse would be the case (i.e., catechin intake increasing with tea
consumption).

The subject population was followed for 10 years, during which
time 374 men (46 percent) had died. The cause of death was stroke
for 47 men and IHD (as either the primary or secondary cause) for
90 men. A significant inverse association was found between total
catechin intake and risk of death from IHD; the adjusted risk ratio
was 0.49 in the highest category of catechin intake. Thus, IHD
mortality risk was reduced by 51 percent in the highest third of
catechin intake. The three groups of total catechin intake were
defined as low (0—49.0 mg/day), middle (49.1-85.8 mg/day), and
high (85.9-355.4 mg/day). The authors also found that a 50-mg
increase in catechin intake was linked to a 25 percent decrease in
risk; 50 mg is found in 1 cup of black tea plus a small piece of dark
chocolate or in two large apples.

The association between total catechin intake and risk of death
from IHD remained essentially unaltered after adjustment for other
variables, including prevalence of myocardial infarction or angina
pectoris at baseline, physical activity, age, body mass intake, alcohol
intake, smoking, dietary factors, prevalent hypertension or diabetes,
serum total or HDL cholesterol, and systolic blood pressure. The
authors note that prevalent myocardial infarction (heart attack) or
angina at baseline had an important influence on mortality.
However, “catechin intake was inversely associated with THD
mortality both in subjects free of disease at baseline and in subjects
with prevalent disease at baseline.”

The data were also analyzed to identify possible associations
between catechin intake and both myocardial infarction and stroke.
For incidence of fatal and nonfatal myocardial infarction, the age-
adjusted reduction in risk with higher catechin intake was not as
large as thar for IHD mortality. The risk ratio for incidence of
myocardial infarction was 0.70 for the highest category of catechin
intake, but this was no longer statistically significant after adjust-
ment for possible confounders. For stroke incidence and mortality,
there was no relationship with catechin intake.

The authors conclude, “in our study of elderly men in the
Netherlands, catechin intake was inversely associated with IHD
mortality but not with [heart acrack] incidence or stroke.” Their
study was the first to evaluate links becween cardiovascular diseases
and catechin intake. However, the study was limited in its ability to
distinguish between the effects of tea, catechins from all sources,
and dietary flavonols. Future research should attempt to confirm
these results and also investigate whether catech’~~ ~r other
substances in tea have protective effects against IHD.

—Christina Chase, MS, RD
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Treatment of Constipation-Predominant Irritable Bowel Syndrome with

Padma Lax

viewed: Sallon S, Ben Arye E, David-

on R, Shapiro H, Ginsberg G, Ligum-
sky M. A novel treatment of constipation-
predominant irritable bowel syndrome
using Padma Lax, a Tibetan herbal formula-
tion. Digestion 2002;65:161-171.

Irritable bowel syndrome (IBS) is a
gastrointestinal disorder characterized by
pain, disturbed defecation, bloatedness, and
distention, which are unexplained by struc-
tural or biochemical abnormalities. Accord-
ing to three studies cited in this article
under discussion, 15-20 percent of people
worldwide suffer from IBS. Drugs, dietary
modifications, behavioral treatments, and
alternative therapies are current treatment
strategies. Herbal remedies are growing in
popularity, but the value of such treatments
has not been well studied. Based on a
Tibetan recipe traditionally used to treat
constipation and aid in digestion,
Padma®Lax is a complex formula of 15
herbs and minerals. This article reports on a
pilot study evaluating the efficacy and safety
of Padma Lax in patients with constipation-
predominant IBS.

Eighty men and women (aged 20-81
years) with diagnosed constipation-
predominant IBS participated in this
randomized,  double-blind,  placebo-
controlled study. All patients entered the 2-
week run-in period where an initial
gastroenterological screening, blood tests,
and daily diaries were recorded for a base-
line measurement. After the 2-week run-in,
patients took 2 capsules of Padma Lax (n =
42) or an identical looking placebo (n = 38)
for 12-weeks. Padma Lax (Padma AG,
Schwerzenbach, Switzerland) 482 mg
capsules contain: 12.5 mg Aloe standard-
ized extract (Aloe wvera (L.) Burm. f,
Aloaceac and A. ferox Mill.), 10 mg
calumba root (Jateorhiza palmata (Lam.)
Miers, Menispermaceae), 10 mg
condurango bark (Marsdenia cundurango
Rchb. f., Apocynaceac), 52.5 mg frangula
bark (Frangula alnus Mill., Rhamnaceae),
35 mg gentian root (Gentiana lutea L.,
Gentianaceac), 35 mg elecampane rhizome
(Inula helenium L., Asteraccac), 35 mg
chebulic myrobalan or tropical almond fruit
(Zerminalia chebula Revz. var. tormentella
(Kurz) C.B. Clarke, Combretaceae), 3.5 mg
long pepper (Piper longum L., Piperaceae),
52.5 mg cascara sagrada bark (Frangula
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purshiana (DC.) ].G. Cooper, Rhamnaceae;
syn. Rhamnus purshiana DC.), 70 mg
Chinese rhubarb root (Rbeum palmarum L.
var. tangaticum Regel, Polygonaceae), 1.75
mg nux vomica seed (Strychnos nux-vomica
L., Loganiaceae), 70 mg ginger root
(Zingiber officinale Roscoe, Zingiberaceae),
25 mg heavy kaolin (clay), 15 mg sodium
bicarbonate, and 35 mg sodium sulfate.

Symptoms, stool consistency, bowel
movement frequency, pain, urgency, incom-
plete evacuation, and abdominal distension
were recorded.

Both groups increased their stool
frequency throughout the study. However,
by the end of three months, subjects receiv-
ing Padma Lax increased their mean stool
frequency to 6 days per week compared to 5
days per week for placebo-treated subjects
(P = .002). Severity of constipation
improved in both groups, but was signifi-
cantly better in patients treated with Padma
Lax by the end of the study (P = .0001).
After three months of treatment, there was
a significant decline in the scverity of
abdominal pain in the Padma Lax-treated
subjects (P = .05). Compared to baseline,
subjects receiving Padma Lax experienced a
significant decline in flatulence (P < .05)
and abdominal distension (P < .01) after
three months of treatment. At the end of
the study, a general improvement in bowel
habit was reported by 70 percent of Padma
Lax subjects, compared to 11 percent of
placebo subjects (P = .001). Of the 34
Padma Lax subjects who completed the
study, 10 had mild side effects, including
slight headache, nausea, and hoarseness.
Seven subjects developed diarrhea, includ-
ing one who additionally complained of a
mild episode of dizziness, shortness of
breath, and chest pain which resolved
within 24 hours. Patients with diarrhea
were permitted to decrease the dose to 1
capsule per day. There was no difference in
final outcomes between patients who main-
tained the regimen of 2 capsules daily and
those who lowered their dosage to 1 capsule
per day.

IBS is a chronic condition with sponta-
neous fluctuations, so three months is the
minimum time required to see an effect.
During the first month of treatment,
placebo and Padma Lax caused nearly the
same amount of improvement. An effect at
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three months may indicate that the patients
were receiving more benefit from Padma
Lax therapy. Laboratory investigations
showed no clinically relevant changes after
three months for either the Padma Lax or
placebo group in electrolyte levels, in liver
and kidney function tests, or blood tests.

The manufacturer’'s website notes that
those who take the product withour a
doctor’s supervision should not take it more
than 1-2 weeks, and that exceeding the
recommended dose can lead to depletion of
essential electrolytes, especially potassium,
which can lead to health complications.
Patients taking cardiac glycosides are
cautioned to exercise particular care with
stimulant laxatives. Further, taking laxatives
beyond the recommended duration can
damage intestinal mucosa and lead to
dependency, a significant reduction in the
ability to perform normal bowel functions
without the use of laxatives. Laxative prod-
ucts should not be used for longer than 1
week, unless directed by a doctor.

It should also be noted that the American
Herbal Products Association’s Botanical
Safety Handbook states thar the aloe species
listed above are contraindicated in “... any
inflammatory condition of the intestines ...
lincluding IBS].” That same source notes
that products containing cascara sagrada
bark, frangula bark, and/or rhubarb root
should be labeled to caution consumers to
follow directions carefully, and not to use if
they have diarrhea, loose stools, or abdomi-
nal pain.

Padma Lax has been marketed in Switzer-
land for more than 30 years, the authors
report, with no adverse effe~ ~zported to
the Swiss health authorities.

—Heather S. Oliff, Ph.D.
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Aspalathin and Nothofagin: A unique polyphenol that is one
of the most abundant monomeric flavonoids in rooibos tea,!
aspalathin seems to contribute to the antioxidant capabilities of
rooibos,2! but aspalathin is not as well studied as quercetin and
luteolin. Nothofagin is similar in structure to aspalathin and may
have similar antioxidant capabilities.

Joubert says that chief research technologist Petra Snijman of the
Program on Mycotoxins and Experimental Carcinogenesis
(PROMEC) at the Medical Research Council of South Africa
recently developed a way to isolate pure aspalathin and nothofagin
from rooibos. Joubert says, “According to unpublished in vitro
studies done at ARC Infruitec-Nietvoorbij, aspalathin compared
well with quercetin in terms of antioxidant activity, except in a fat
medium where quercetin demonstrated much higher potency than
aspalathin. What is important in these comparative studies is the
test environment. Relative efficacy will depend on the test system
used (the polarity of the medium, the type of free radical that
needs to be scavenged, etc.).”?

Jouberrt co-authored a study?! that found aspalathin compared
well to other antioxidants with the DPPH radical scavenging assay.
The study measured the antioxidant capability of many of the
flavonoids and phenolic acids found in rooibos tea and compared
them to several reference standards such as alpha-tocopherol (vita-
min E). The percent inhibition of the DPPH radical by quercetin,
isoquercitrin, aspalathin, rutin, luteolin, and alpha-tocopherol was
98.27, 91.99, 91.74, 91.18, 90.85, and 75.10, respectively (using
a 0.25 mole ratio of antioxidant to DPPH). All of the flavonoids
tested showed potent hydrogen donating abilities with DPPH
except for vitexin, which only had a 7.26 percent inhibition even
at a 0.5 mole ratio to DPPH.

According to the data in Table 1, a 150 ml serving of fermented
rooibos made with 2.5 g of tea leaves has about 3 mg of aspalathin;
since the amount of nothofagin was measured to be three times less
than aspalathin in one study,?® a 150 ml serving of fermented rooi-
bos has on the order of 1 mg of nothofagin. A serving of unfer-
mented rooibos has considerably more aspalathin and nothofagin
than an equal serving of fermented rooibos because a portion of
these flavonoids oxidizes to other substances during fermenta-
tion.?°

Orientin and Rutin: Orientin and rutin are two of the other
most abundant monomeric flavonoids in rooibos,!® and both have
been associated with health benefits. Orientin is a potent free radi-
cal scavenger. It reduced by half the number of cancer-associated
changes in cells of human blood exposed to radiation.’® When
mice were exposed to radiation, orientin protected against lipid
peroxidation in the liver and also reduced damage to the bone
marrow and gastrointestinal tract.’>* Rutin, a tlavonoid found in
buckwheat (Fagopyrum esculentum Moench, Polygonaceae) and
some fruits and vegetables, seems to help maintain the strength of
capillary walls; oral rutin as well as oral and topical o-(beta-
Hydroxylethyl)-rutoside (HR) have been used to treat hemor-
rhoids, varicose veins, and the lower leg edema associated with
venous insufficiency and venous hypertension.*'#* According to
the dara in Table 1, a 150 ml serving of fermented rooibos tea
made with 2.5 g of tea leaves has about 2.5 mg of orientin and 3.2
mg of rutin.

Total Antioxidant Capability: Although the 10 flavonoids in
Table 1 are important because they are known to have antioxidant
properties, they only represent a small percentage of the total
polyphenol content of a serving of fermented rooibos tea. A 150 to
200 ml serving of rooibos can have up to 60 to 80 mg of total
polyphenols,2? and Table 1 shows that a 150 ml serving of
fermented rooibos made with 2.5 g of leaves has about 14 mg of
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the 10 flavonoids in the table. Many other polyphenols are pres-
ent, but they have not all been identified or quantified.

To assess the antioxidant capability of rooibos tea as a whole,
researchers compared the antioxidant activity of rooibos tea
extracts to thar of green and black tea extracts with the DPPH
radical scavenging assay as well as the beta-carotene bleaching
method."” All the teas showed strong antioxidant activity with both
methods. Using the DPPH method, the ranking from highest to
lowest antioxidant activity was green tea (90.8 percent inhibition),
unfermented rooibos (86.6 percent), fermented rooibos (83.4
percent), and black tea (81.7 percent). Green tea was significantly
higher than the others (£ < 0.05), but the other three teas did not
differ from each other significantly with respect to DPPH inhibi-
tion. Using the beta-carotene bleaching method, the ranking was
green tea, black tea, fermented rooibos, and unfermented rooibos.
The relative ranking varies with the type of test because the
substance to be tested will have different reactivity to the different
oxidizing agents used. These tests only measure the antioxidant
capabiliry of substances outside of the body and don't provide data
on whether the antioxidants are absorbed by the body and effective
after the food is consumed.

In this study, all the tea extracts were diluted to the same amount
of soluble solids rather than to the amounts of solids found in the
teas.” This method allows a comparison of antioxidant capability
on a mass equivalent basis, but does not reflect a comparison of the
antioxidant strength of equal volume servings of the teas. Although
the soluble solid content varies with the method of tea preparation,
it usually decreases in the order green tea, black tea, unfermented
rooibos, fermented rooibos.”” The percent of soluble solids repre-
sented by polyphenols is similar for the four teas and the DPPH
antioxidant acrivity is similar on a mass equivalent basis, so the
DPPH antioxidant capability of equal-sized servings will decrease
in the order of the soluble solid content.”” Black and green teas
have over twice as much soluble solids as rooibos tea when
prepared conventionally, so over two 200 m! servings of rooibos tea
would need to be consumed to receive the same antioxidant bene-
fit (as measured by DPPH) as one 200 ml serving of black or green
tea (or the rooibos would need to be brewed to twice the standard
concentration).”” This result agrees with the data given previously
for 60 to 80 mg polyphenols for a 150 to 200 ml serving of rooi-
bos tea?? as compared to 128 to 199 mg polyphenols for a 200 ml
serving of black tea.”?

The studies referenced above show that rooibos tea contains
antioxidants that have positive effects when tested as isolated
substances and that the tea as a whole has good antioxidant activ-
ity in vitro. So, do all these antioxidants in rooibos tea lead to
health benefits for tea drinkers?

Laborarory studies have demonstrated potential health benefits
of rooibos 71 vitro (in test tubes) and /n vive (in live animals), but
human studies have not been conducted. Much more research is
needed, but the studies so far look intriguing,

Fermented Rooibos against Mutagens: Researchers found that
fermented rooibos tea reduced cancer-associated changes in animal
cells induced by the mutagens benzo[a]pyrene (B{(a)P) and mito-
mycin C (MMC) both in vitro and in vive.*® The in vitro part of
the study measured chromosomal aberrations in animal cells
caused by exposure to the mutagens. The cells were treated with tea
extract either at the same time as the mutagen or after the muta-

2003 HerbalGram 59 | 39









was better than pure lycopene at extending the life of rats with
prostrate tumors,*% and freeze-dried strawberries exhibited better
anticancer properties in animals than did pure ellagic acid.!*%
Also, white and green tea extracts demonstrated better antimuta-
genic properties iz vitro than mixtures of nine polyphenols found
in the teas (mixed according to their relative proportions in the
teas).>” Researchers believe these results indicate that other
substances in the whole food products besides the identified
antioxidants probably contribute to the total anticancer effect of
the food, and that the relative amounts of all these substances
could be important. Different teas have different mixtures of
antioxidants, and they will protect against different mutagens.
Sorting out all of these interactions will take time.

Although rooibos does contain active antioxidants, many of the
other health claims made for rooibos tea are not well documented
(based only on anecdotal evidence) or are not supported by
science. Researchers are still investigating many of these claims to
evaluare all the potential benefits of rooibos.

Vitamins And Minerals: Despite some promotional claims that
rooibos is a source of vitamin C, Joubert says it is not. “We have
tested both the traditional rooibos and green rooibos, and vitamin
C was not present,” she says.2

With the exceptions of fluoride and copper, the trace amounts
of minerals in rooibos are not enough to make the tea a meaning-
ful dietary source of minerals for the average consumer. As shown
in Table 5, the nutritional labeling that is given on some packages
of rooibos tea and on some websites of distributors#s indicates that
the amounts of iron, potassium, zinc, calcium, and magnesium in
a 200 ml serving of rooibos tea are all less than 1 percent of the
U.S. reference daily intake (RDI). A 200 ml serving of rooibos
provides over 5 percent of the RDI of fluoride for adults and over
7 percent of the RDI for copper (see Table 5). Marc S. Micozzi,
M.D., Ph.D., director of the Policy Institute for Integrative Medi-
cine in Bethesda, Maryland, notes that when rooibos is used as a
fluid replacement throughout the day, as is done with some
athletes in South Africa, it does provide measurable amounts of
several minerals and electrolytes.5
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Colic, Allergies, And Other Ailments: Distributors of rooibos
tea often suggest it can help allergies, sleep problems, digestive
problems, headache, and other ailments,5 but these claims have
not been verified by scientific research. If the indigenous people of
the Cedarberg region used rooibos tea medicinally, that tradition
was lost and rooibos was just enjoyed as a good-tasting beverage
until the recent interest in its health benefits.!® Many of the health
claims for rooibos tea began in 1968 when a South African
woman, Annekie Theron, found that rooibos tea eased her infant’s
colic.% As the story goes, she found no documentation on the
benefits of rooibos and began her own experiments with local
babies who had colic and allergies.!® She concluded that rooibos
helped these babies, and she published a book in 1970 titled Aller-
gies: An Amazing Discovery. Since then, she patented a rooibos
extract that is now used in cosmetic products, and she started her
own line of health and cosmetic products.'®

Today, South African physicians recommend rooibos for infant
colic.? South Africans also use it to calm digestive upset in adults,
to help induce sound sleep, and topically to sooth eczema, skin
allergies, and diaper rash.?” Not enough rescarch has been done to
know if these folk remedies really are effective or to identify the
substances in the tea that might be responsible for any observable
benefits. Jouberr says the tea does seem to help infant colic, but no
formal studies have been done.22

Immune Function: An in vitro and in vive study showed that
rooibos might enhance immune function, but very little research
has been done on this topic.% One study found that a polysaccha-
ride in rooibos leaves may have antiviral activity against the HIV
virus, but the polysaccharide had to be chemically extracted from
the leaves and is not found in tea made by steeping the leaves in
water.5! There’s no evidence that rooibos tea fights the HIV virus.

Zero Caffeine And Low Tannin: Several other health advan-
tages of rooibos tea that are often mentioned are its zero caffeine
content and its low tannin content. Because rooibos is naturally
caffeine-free, it does not have to be subjected to a decaffeination
process and, therefore, does not lose any of its polyphenol content
(as occurs when green and black teas are decaffeinated). The zero
caffeine content also means rooibos can be enjoyed by those who
want to avoid the stimulating effects of caffeine and can be
consumed in quantity by those who want to use it as a fluid
replacement.

Rooibos only has about 4.4 percent tannin content,’! which
means that it does not have the astringent taste associated with C.
sinensis and will not become bitter even after long steeping times.
Rooibos tea can be a good alternative to C. sinensis for people who
prefer the milder taste of a less astringent herbal tea or for those
who have digestive problems with tannin-rich beverages. And as
Micozzi observes, some people can receive a higher total antioxi-
dant intake from rooibos than from green or black tea because the
low tannin content and caffeine-free nature of rooibos allow it to
be consumed in larger quantities.’

Iron Absorption: Other disadvantages have been attributed to
tannins; they can bind to non-heme iron (iron from non-meat
sources), reducing iron absorption, and they can decrease the
metabolism and utilization of proteins.$2¢? Black and green teas
reduce the amounrt of non-heme iron absorbed by the body when
the tea is consumed at the same time as the iron source.62-6¢ These
effects do not cause problems for most people, but they can cause
problems for people who have nutritionally marginal diets or low
intake of heme iron sources (meats).®

Other polyphenol-rich beverages besides C. sinensis teas can also
inhibit iron absorption. One study found that the inhibition of
iron was 79 to 94 percent for black tea, 84 percent for peppermint
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Bramati, Ph.D., research scientist at the Instituto Tecnologie
Biomediche CNR in Italy, provided helpful inpur and copies of several
research papers. Erica Renaud, a member of the quality control
program for ASNAPP (Agribusiness in Sustainable Natural African
Plant Products) at the Center for New Use Agriculture and Natural
Plant Products ar Rutgers University provided valuable input and
photos. Mare S. Micozzi, M.D., Ph.D., director of the Policy Institute
Jor Integrative Medicine, offered helpful review and comments.
Rooibus Ltd./SunnRooibos also provided valuable insight and photos.

Laurie Erickson, a freelance writer in Mountain View, California,
is interested in the medicinal and horticultural aspects of herbs. She
began investigating rooibos out of personal curiosity and bas no finan-
cial connections with the rooibos industry. Her educational back-
ground includes a B.S. in Environmental Earth Science and an M.S.
in Geomechanics from Stanford University. She has also written the
medical website <http:/lwwuw.tendinosis.org> and has been published
in the garden section of several newspapers.
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lished that he was not there to officially claim the
Bundle, he was given permission to sing prayer
songs in the parking lot” (emphasis mine). Only
after that was he allowed to pray over the Bundle in
the display case. NAGPRA provides a mechanism
for Indian people to make claims on sacred objects,
not to prevent them from doing so. Another
congressional directive, the American Indian Reli-
gious Freedom Act of 1978, states that all federal
agencies have a responsibility to avoid infringement
of American Indian religious practices, and this
applies to the illegal transfer of the Bundle into
layman’s hands.

To prevent the
mishandling of our
sacred objects, correct
cultural information
must be available to
the  public.  The
racially-biased
language and mislead-
ing information in the
article perpetuate a
romantic  stereotype
and an invented
mythology surround-
ing Indian identty.
Examples include:

“I noticed nothing
of European nature
included in  the

contents, l.e., no
metal, woven fabrics
or thread.”

“There was nothing
exotic such as macaw
feathers or pigments
from another part of
the world ...”

Such erroneous
comments obscure the

contributes to the ongoing genocide of American
Indian cultures and religions. Thus readers have not
only been misled, they lack imperative information
needed to evaluate the article with accuracy.

The American Botanical Council’s first obligation
is to the indigenous cultures it chooses to interact
with, and secondly, to the ethnobotanists and others
who have worked to protect and honor the lifeways
and intellectual property rights of these cultures. Its
third responsibility is to its readers, to provide a
comprehensive and credible format, and finally, to
all the people who handled the Bundle or associated
artifacts. Not only are there spiritual repercussions

involved in having
contact with these
sacred objects, but
there are  physical
dangers now associated
with the routine meth-
ods of preservation,
including pesticides,
arsenic, mercury, and
other hazardous
substances. These
toxins now pose a
health threat to both
the examiner and the
tribal inheritors of
repatriated items, and
all individuals involved
need to be forewarned.

Native people live
anything but romantic
lives. They endure the
highest rates of unem-
ployment, poverty, and
violent crime victim-
ization. Indian youth
suffer the highest
suicide and school
dropout rates of any

rich ancient heritage of

cultural group. This

Indian people. To the These engraved ceremonial shell cups are not actual artifacts,but,to areicle is a dangerous

readers, it might
appear that the items
mentioned only exist
outside of  pre-
Columbian American, yet American Indian metal-
lurgy dates back 5,000 years, intricate weaving
10,000 years, and the trade network for transport-
ing diversely constructed materials was active for
many thousands of years throughout the Americas.
Macaw or owl feathers have specific ceremonial
meaning to individual tribes. Red ocher is a sacred
paint and its use in burials, ceremonies and rituals
dates back 6,000—7,000 years.

Off-handed comments that liken the impression
of the Bundle contents to “seeing the contents of a
woman’s purse,” and “... the collection wasn’t as
‘sexy’ as the fascinating hunting Bundles ...” trivial-
ize the Bundle’s cultural importance and are used as
an oppressive tactic for justifying invasive studies of
sacred materials. This type of exploitation

Photo courtesy of the author.
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protect the sacred nature of Native American objects, have been
replicated by Dan Townsend, a contemporary Native American artist.

step backwards for the
harm lies not only in
the irretrievable losses
of life and culture in
the past, but in the continued ignorance and misun-
derstanding in the present.

In the spirit of cooperative change, I urge all to
see an upcoming Native American exhibit at the Art
Institute of Chicago entitled, “Hero, Hawk and
Open Hand: American Indian Art of the Ancient
Midwest and South” (scheduled for the fall of 2004
then travelling to the St. Louis Museum of Art and
the Smithsonian National Museum of Natural
History). Curators are consulting with tribal repre-
sentatives and advisors regarding this exhibit, and
the Native worldview and perceptions of what is
sacred will determine what art pieces are shown. My
friend, Dan Townsend (Creek/Cherokee), has been
given tribal permission to replicate ancient shell
engravings and to speak about the traditions. Plants

www.herbalgram.org






The Slow Demise of FDA Censorship

Recent Court Cases on Health Claims that Define the Scope of Speech Rights for the Manufacturers

and Distributors of Herbs and Other Dietary Supplements

by Jonathan W.Emord

tmmary: Certain herbs, like saw palmetto, have physiological

fects upon the body thar are useful in mitigating or preventing
disease and health-related conditions. Even in the presence of credible
scientific evidence supporting claims for such products, the Food and
Drug Administration has often censored them, denying manufacturers
of such products the right to inform consumers of truthful and nonmis-
leading health information. The loss of that information harms
consumers. Indeed, in certain instances it may be responsible for the
worsening of human health. This article provides a detailed history of
recent federal court decisions that spell a new day for those who wish
to communicate on dietary supplement product labels and in labeling
truthful and nonmisleading health information concerning the effects
of herbs and other nutrients upon disease.

[Editor’s note: Just before presstime, on July 11, 2003, the U.S.
Food and Drug Administration announced plans to allow "qualified
health claims" for foods and dietary supplements under the Nutrition
Labeling and Education Act of 1990, the subject of much of the arti-
cle below. HerbalGram will cover the new FDA policy in a future
issue.]

ir decades the U.S. Food and Drug Administration (FDA)

ensored nutrient-disease relationship claims (so-called “health
claims”) with impunity. Agency scientists and officials have long
believed it was FDAs unique role to determine for Americans what
is in their own best interest and to deny them access to informa-
tion on how nutrients, and foods in general, could affect disease,
reasoning that less-than-certain information of this kind could
result in dangerous self-medication by consumers. The era of
censorship with impunity is now coming to a close. A new era of
agency respect for the First Amendment* appears in the offing.!
Nevertheless, legal battles against FDA censorship of claims
concerning a nutrient’s effect on existing disease continue.

As explained in greater detail below, in 1999 the U.S. Court of
Appeals for the District of Columbia (D.C.) Circuit held in Pear-
son v. Shalala that FDA violated the First Amendment by denying
all health claims except those backed by near-conclusive proof of a
nutrient-disease relationship. Although at first unwilling to
comply with that decision,? FDA became chastened by three lower
federal court orders that demanded immediate compliance, repeat-
edly finding agency noncompliance incompatible with the Court
of Appeals’ orders. Indeed, the lower court (Judge Gladys Kessler
presiding) imposed injunction after injunction on the agency to
prevent continued acts of censorship.?

The federal courts have made it clear that if a statement is true,
or is capable of being rendered so through the addition of a
disclaimer, the FDA has no power under the First Amendment’s
free speech provision to censor the statement (even if FDA believes

*  The First Amendment is parc of the Bill of Rights, the firsc 10
amendments to the U.S. Constitution ratified in 1791. The First
Amendment reads, “Congress shall make no law respecting an estab-
lishment of religion, or prohibiting the free exercise thereof; or
abridging the freedom of speech, or of the press; or the right of the
people peaceably to assemble, and to petition the government for a
redress of grievances.”
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scientific evidence inconclusive or not fully supportive of the
claim, or that consumers cannot be trusted to act responsibly if
they receive the claim). At first FDA was quite reluctant to follow
the Court’s decision. A change of administration brought new offi-
cials to the agency in late 2002, like Commissioner Mark B.
McClellan, M.D., Ph.D., Associate Commissioner Lester M.
Crawford, and Chief Counsel Daniel E. Troy, all of whom share a
profound respect for the need to comply with the Court’s orders.
While that respect has led FDA to allow a series of nutrient-disease
prevention claims, it has not led FDA to change its position on
claims of a nutrient’s effect on an existing disease (so-called “treat-
ment” claims). With respect to the latter, FDA still refuses to allow
them to be made as health claims for dietary supplements. FDA
will only allow such claims for drugs, following approval of new
drug applications. That position of the agency, however, is now the
subject of litigation in the federal courts. In Whitaker v. Thompson,
now pending before the U.S. Court of Appeals for the D.C.
Circuit (the same court that held against FDA health claim
suppression in Pearson v. Shalala), the court will decide whether
FDA may constitutionally suppress a claim associating consump-
tion of saw palmetto (Serenoa repens (W. Bartram) Small,
Arecaceae) extract with a reduction in the symptoms of benign
prostatic hyperplasia (BPH).

FDA originally justified its claim bans with anti-fraud and with
health and safety rationales.* It largely ignored the implications of
its actions on First Amendment-protected freedom of speech.’
Touted as a means to end fraud and enhance health and safety,
FDA’s censorship never produced those effects;® it may well have
encouraged fraud and diminished health and safety. By denying
consumers access to truthful and nonmisleading information
about how nutrients affect disease, FDA may well have created an
environment where fraud could flourish uncontested by truthful
health information and may well have sacrificed public health.
Hucksters depend upon ignorance to defraud consumers.
Consumers armed with accurate health information are less likely
to be victimized by fraud than those denied that information and
are also more apt to make health-enhancing market choices.”
Conversely, consumers unaware of the actual effects of nutrients
are more apt to believe falsehoods about those products and less
likely to make health-enhancing markert choices.

Under the current administration, which is committed to
“putting credible, science-based information in the hands of
consumers,”® FDA seems willing to comply with the federal court
orders, but will that compliance be complete? In at least one area,
that of claims concerning the effect of a nutrient on an existing
disease, the answer appears to be no. There FDA censorship
continues as it had before the Pearson decision; consequently, the
battle for First Amendment freedom continues. The battle centers
on whether FDA will allow consumers to receive information
about how foods and food ingredients, including dictary supple-
ments, affect existing diseases and their symptoms. FDA takes the
position that such claims are not allowable as health claims, but
only as “drug claims,” by which FDA means that no one may be
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allowed to make such claims on foods and on dietary supplements
without first obtaining FDA new drug approval for the products.
That approval is a virtual impossibilicy. The cost of the new drug
approval process ranges from a conservative low of $200 million to
a high of $800 million or more. Most foods and most dietary
supplements are unpatentable, so even were food or supplement
companies wealthy enough to file a new drug application for a
product, few, if any, could recoup their investments in the market,
lacking the monopoly protection that patents provide. Moreover,
few could afford to leave their present distribution and market
channels and market products anew as drugs.

FDA has historically viewed scientific information destined for
consumer markets as a potential enemy: either a possible source of
sophistication beyond the reach of the average consumer that
could beguile, or a source of truth so profound that consumers
could not be trusted to act rationally with it. The agency has long
viewed itself as the nation’s ultimate authoricy on the interpreta-
tion of science, the first and last determiner of what nutrient-
disease and nutrient content information may appear on the labels
and in the labeling of the commercial goods the agency regulates.
In the exercise of health claims regulation,” FDA has heeded
precious few external voices — whether from leading scientists of
the world* or from other federal public health agencies.**

Folic Acid and the Health Consequences of Censorship

The paradigmatic example of how FDA censorship can affect
public health arose during the administration of former Commis-
sioner David Kessler, M.D. Dr. Kessler, and several of the agency’s
top scientists, believed folic acid was not adequately proven to be
a safe and effective means to reduce the incidence of neural tube
defects (NTDs). NTDs (e.g., spina bifida) are horrific and often
lethal conditions afflicting about 5,000 live births annually in the
United States. Despite overwhelming scientific evidence that 0.4
mg of folic acid did reduce the incidence of NTDs by 40 percent
to 50 percent, and the endorsement of the U.S. Public Health
Service and the U.S. Centers for Disease Control and Prevention
for a folic acid/neural tube defect risk reduction claim, Dr. Kessler
maintained (until the winds of political and legal change became
unbearable for him) that there was not “significant scientific agree-
ment” among qualified experts that folic acid could safely reduce
the risk of neural tube defects and that there existed a risk
(unproven then and now) that those consuming folic acid may
mask a vitamin B, deficiency. On those grounds, he suppressed
the folic acid claim for more than a year, finally relenting to
demands from U.S. Senator Orrin Hatch (R-UT) and then
Congressman (now Governor) Bill Richardson (D-NM) on the

eve of a U.S. Senate Labor and Human Resources Committee
hearing (at which Dr. Kessler would have been made to account
publicly for his refusal to allow the claim.)!

The U.S. Senate Commirttee on Labor and Human Resources
investigated FDA’s refusal to allow the folic acid claim, while Durk
Pearson, Sandy Shaw, the American Preventive Medical Associa-
tion, and Citizens for Health sued the agency for its refusal. At the
conclusion of its deliberations, the Senate Committee observed:

In September, 1992, the Public Health Service issued a
recommendation that all women of child-bearing age have
adequate folic acid to prevent against birth defects. The
Centers for Disease Control had made a similar recommen-
dation one year before. Despite these two recommendations,
and despite the fact that the FDA participated in the PHS
proceedings leading up to the announcement, FDA did not
issue a regulation proposing approval of a health claim for
folic acid until October, 1993, one week before the commit-
tee’s hearing on dietary supplements.

Absent approval of a health claim by the FDA, it was illegal
for manufacturers or retailers to advise the public about the
benefits of folic acid, even though those benefits had been
endorsed by the leading Federal public health agencies."

Upon review of that same evidence three years later, the same
committee found FDA squarely to blame for neural tube defect
births that could have been prevented by prompt allowance of the
folic acid/neural tube defecr risk reduction claim:

The history of the folic acid and neural tube defects health
claim dramatizes the critical need for [passage of the FDA
Modernization Act]. In 1992, the Centers for Disease Control
and Prevention (CDC) issued the following recommendation
to women of childbearing age, aimed at reducing the risk of
pregnancies affected by neural tube defects:

All women of childbearing age in the United States who are
capable of becoming pregnant should consume 0.4 mg of folic
acid per day for the purpose of reducing their risk of having a
pregnancy affected with spina bifida or [other neural tube
defects].

... The CDC estimated that this recommendation could
reduce the number of cases of spina bifida and other neural
tube defects in the United States by 50 percent.

Despite the significant scientific agreement among quali-
fied experts concerning the evidence supporting the recom-
mendation, manufacturers of foods containing folic acid were
prohibited from making claims about the benefits of folic acid
in reducing the risk of neural tube defects untl FDA
approved the claim through a notice and comment rulemak-

Each health claim filed with the agency has been accompanied by a
scientific report from leading experts who study the nutrients in
question.

For example, in 1992, the Centers for Disease Control and Preven-
tion (CDC) recommended that all women of childbearing age be
informed of the need to consume 0.4 mg of folic acid daily to reduce
a woman’s risk of neural tube defects by an estimated 50 percent
(CDC. Morbidity and Mortality Weekly Report, September 11, 1992).
FDA at first refused to follow CDC by autherizing a claim for folic
acid and neural tube defects. It finally changed its position in March
1996 only after the Pearson litigation began (which included this
claim until FDA relented). See Senate Report 105-43, “Food and
Drug Administration Modernization and Accountability Act of

s
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1997,” 49-50 (1997). In addition, despite CDC's determination that
elevated homocysteine levels were an independent risk factor for
vascular diseases in 1999 (CDC. Morbidity and Mortality Weekly
Report, November 12, 1999), FDA refused to recognize it as such
and to permit a By, B, and folic acid claim for vascular disease risk
reduction due to those nutrients’ accepted homocysteine-lowering
effects until after Julian M. Whitaker, M.D., and others sued the
agency in 2001. Compare Letter from FDA to Jonathan Emord
denying By, B),, Folic Acid/Vascular Disease claim, November 30,
1999, to Settlement Reached for Health Claim Relating B Vitamins
and Vascular Disease, May 15, 2001 found online at
<www.cfsan.fda.gov/ -dms/ds-hclbv.html>.
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Amendment burden of proof to justify censorship and meant to
reverse FDA’s penchant for denying the public access to nutrient-
disease relationship information. To satisfy its high constitutional
burden, FDA could not rest on a determination that a claim failed
to meet some FDA-decreed objective or subjective scientific stan-
dard or a determination that use of the claim could result in some
members of the public engaging in behavior FDA found inappro-
priate. Rather, FDA had to find empirical evidence that a claim
was inherently misleading and that no disclaimer could be used to
eliminate the misleading connotation. If the science supporting a
claim was inconclusive, if only a minority of scientists endorsed i,
or if there remained controversy in the scientific community
concerning it, those qualifications were precisely the kind that the
Court expected FDA to write into disclaimers. Pearson I'has there-
fore made it incumbent upon FDA in the discharge of its consti-
tutional duties to stand aside, permitting as much information as
possible to reach the public and relying on reasonable disclaimers
as its primary corrective mechanism because that mechanism is
invariably a less speech restrictive alternative to outright suppres-
sion.

Enforcing Pearson v. Shalala (Pearson ll, Pearson lil, and
Whitaker 1)

Even after the Court of Appeals’ remand order, FDA continued
to censor the very claims the Court held protected by the First
Amendment. In Pearson v. Shalala I1,2' the U.S. District Court for
the District of Columbia held unconstitutional under the First
Amendment FDA’s continuing refusal to allow the following
health claim (held protected by the First Amendment in Pearson 1)
to appear on the label and in the labeling of folic acid containing
dietary supplements: “0.8 mg of folic acid in a dietary supplement
is more effective in reducing the risk of neural tube defects than a
lower amount in foods in common form.” The Court enjoined
FDA from enforcing a second, post-Pearson I order denying the
claim and ordered FDA to come up with “one or more alternative
disclaimers which may be chosen by designers, sellers, and manu-
facturers of dietary supplements” for use on folic acid-containing
dietary supplements.22 The Court found FDA noncompliance
with Pearson v. Shalala I wholly unjustified, writing: “[I]t is clear
that the FDA simply failed to comply with the constitutional
guidelines in Pearson. Indeed, the agency appears to have at best,
misunderstood, and at worst, deliberately ignored, highly relevant
portions of the Court of Appeals Opinion.”? The Court found
that FDA “continually refused to authorize the disclaimers
suggested by the Court of Appeals — or any disclaimer, for that
matter ... . 2 The Court reiterated that inconclusiveness in science
does not justify banning a claim backed by credible evidence. In
such circumstances the First Amendment protects the speech in
issue and the government must rely on the less restrictive alterna-
tive of more speech, in the form of a disclaimer, to cure any poten-
tial misleadingness:

[A]s the Pearson opinion strongly suggests, the FDA may
not ban the Folic Acid Claim simply because the scientific
literature is inconclusive about whether synthetic folic acid is
superior to naturally occurring folate. ... The question which
must be answered under Pearson is whether there is any “cred-
ible evidence” that synthertic folic acid is superior to naturally
occurring food folate. ... There clearly is such evidence, as the
FDA itself acknowledged. Consequently, the agency erred in
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concluding otherwise. In short, even if the FDA's criticism of
the sub-claim is valid, this criticism does not make the Claim
inherently misleading; rather, it suggests the need for a well-
drafted disclaimer, which the FDA has steadfastly thus far
refused to even consider.?’

The Court emphasized that FDA could not suppress health
claims with impunity but had to satisfy a very high First Amend-
ment burden of proof to show that suppression was constitutional;
indeed, in no instance would suppression be allowed when disclo-
sure could serve as a less restrictive alternative:

In sum, the FDA has simply failed to adequately consider
the teachings of Pearson: that the agency must shoulder a very
heavy burden if it seeks to totally ban a particular health
claim. With respect to the two disclaimers which the Pearson
Court suggested might cure all potential misleadingness, the
FDA did not consider one of them at all, and summarily
rejected the other in a single sentence. Nor did the FDA
“demonstrate with empirical evidence that disclaimers similar
to the ones” suggested by the Court of Appeals would “bewil-
der consumers and fail to correct for deceptiveness.” Indeed,
the FDA did not consider any other disclaimers, except for
“The FDA has not evaluated this claim,” a disclaimer no one
has suggested and which is obviously inaccurate.?6

The FDA refused to accept this second decision and moved to
have it reconsidered by the trial judge, despite the absence of new
evidence, new law, or clear error warranting reconsideration. In
Pearson v. Thompson?” (Pearson I1l), the Court denied the govern-
ments motion, finding the motion further evidence of the FDA's
“reluctance to fully comply with Pearson I... "2 Significantly, the
Court used this opportunity to reiterate that FDA could not justify
censorship of a health claim simply because it deemed the evidence
in support of the claim insubstantial. Rather, FDA would have to
produce specific evidence that contradicted the very claim in issue
and would have to show that the contradictory evidence substan-
tially outweighed the evidence in support of the claim. In the end,
only if the evidence for the claim was patently incredible by
comparison to the evidence specifically against it, could the claim
be censored. In all other circumstances, the claim would have to be
allowed (with disclaimers performing the role of qualifying the
relative level, quality, and quantity of evidence for the claim). The
Court wrote:

With respect to Defendants’ request for clarification, which
asks under what circumstances the FDA may totally ban a
health claim, this issue is adequately addressed when Pearson
IT is considered in conjunction with Pearson 1. Pearson I indi-
cates that “the FDA [may] impose an outright ban on a claim
where evidence in support of the claim is qualitatively weaker
than evidence against the claim — for example, where the
claim rests on only one or two old studies” or “where evidence
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in support of a claim is outweighed by evidence against the
claim.” Pearson 11 fleshes out the term “against™ “The mere
absence of significant affirmative evidence in support of a
particular claim ... does not translate into negative evidence
‘against’ it ... "%

While from the outside looking in, one would find it hard to
believe that after three decisions condemning FDA censorship
(one from the U.S. Court of Appeals and two from the U.S.
District Court) the FDA would continue along its speech suppres-
sive course; that is precisely what the agency did. Rather than heed
the Courts’ orders and permit an antioxidant/cancer risk reduction
claim (e.g., “Consumption of antioxidant viramins may reduce the
risk of certain kinds of cancer.”), properly disclaimed (c.g., “The
scientific evidence in support of this claim is inconclusive.”), the
FDA chose censorship once again, resulting in a second court
battle on that claim, a claim already held protected by the First
Amendment in Pearson 1.

In Whitaker v. Thompson (Whitaker 1), the Court evaluated
FDA'’s decision to refuse, on remand, to allow a claim associating
consumption of antioxidant vitamins with a reduction in the risk
of certain forms of cancer. In holding FDA’s censorship unconsti-
tutional under the First Amendment and enjoining FDA’ rule
suppressing the claim, the Court explained in the greatest detail to
date that FDA was utterly powerless to suppress a health claim
unless under no circumstances the claim could be rendered
nonmisleading through use of a disclaimer. The Court explained:

Specifically, Pearson I identified two situations in which a
complete ban would be reasonable. First, when the “FIDA has
determined that no evidence supports [a health] claim,” it
may ban the claim completely. ... Second, when the FDA
determines that “evidence in support of the claim is qualita-
tively weaker than evidence against the claim — for example,
where the claim rests on only one or two old studies,” it may
impose an outright ban. ... Even in these two situations, a
complete ban would only be appropriate when the govern-
ment could demonstrate with empirical evidence that
disclaimers similar to the ones [the Court] suggested above
[“The evidence in support of this claim is inconclusive” or
“The FDA does not approve this claim”] would bewilder
consumers and fail to correct for deceptiveness.

Thus, two conclusions emerge from a close reading of Pearson .
First, the Court of Appeals did not rule out the possibility that
disclaimers would not be able to correct the inherent misleading-
ness of some claims. Second, the Courr stated that any complete
ban of a claim would be approved only under narrow circum-
stances {i.e., when there was almost no qualitative evidence in
support of the claim and where the government provided empiri-
cal evidence proving that the public would still be deceived even if
the claim was qualified by a disclaimer).*

With Whitaker I, First Amendment protection for credible
nutrient/disease relationship claims appears well-established.
However, as revealed in Whitaker II, that protection applies only in
the context of claims about a nutrient reducing the risk of, or
preventing, a disease. The Court has held the First Amendment
not violated when FDA refuses to evaluate health claims that
concern the effect of a nutrient on an existing disease (i.e., a so-
called “treatmenct” effect). That decision, Whitaker v. Thompson’?
(Whitaker II), is now on appeal. The appeal will determine
whether sellers of an unpatentable herbal dietary supplement, saw
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palmetto, may inform consumers of the truthful and nonmislead-
ing fact that the herb (usually in extract form) affects symptomol-
ogy of benign prostatic hyperplasia (BPH).** The case calls into
question basic First Amendment tenets. The outcome will deter-
mine whether FDA may censor all health claims that accurately
convey an unpatentable nutrient’s effect on an existing disease (a
so-called “treatment” effect).

Challenging Whitaker Il

Neither the plain language of the Nutrition Labeling and Educa-
tion Act (NLEA) nor the intent of Congtess as articulated by key
committees, bill sponsors, or members reveal any evidence that the
health claims definition found in 21 U.S.C. § 343(r)(1)(B) limits
the scope of nutrient-disease relationship claims to disease preven-
tion claims. To the contrary, the plain language permits the filing
of health claims that “expressly or by implication ... characterize
the relationship of any nutrient ... to a disease or a health-related
condition.” Despite that fact, the FDA prohibited review of a
truthful and nonmisleading saw palmetto/BPH claim on the basis
thar the health claims provision did not contemplate permitting a
claim concerning an effect on an existing disease. The claim is
documentable and supportable by a large body of generally
accepted scientific and medical research, enough in fact to possibly
qualify for the “significant scientific agreement” standard, which
would not be necessary to permit claim use under the Pearson
precedent. 353

FDA’s decision not to permit this claim to be processed as a
dietary supplement health claim under NLEA (this is significantly
different from a structure/function claim under the Dietary
Supplement Health and Education Act of 1994, which does not
require FDA preapproval) left only one alternative for the peti-
tioners: to seek new drug approval (NDA) for the supplement as a
condition precedent to making the claim. New drug approval
would cost at least $58 million according to the economic expert
retained by the petitioners. Neither the petitioners nor any other
company that makes saw palmetto could afford such an exorbitant
cost. Moreover, even if a company could afford the cost, the fact
that the nutrient is unpatentable ensures that none would file. It
would be impossible to recoup that extraordinary investment (rela-
tively modest in comparison to the cost of patentable new chemi-
cal entity drugs, whose NDA costs can run in the hundreds of
millions of dollars, such costs being recoupable with exclusive
marketing rights deriving from the patent and other statutory
protection). Moreover, the petitioners would be sorely disadvan-
taged because they would also incur the costs of transforming
themselves from dietary supplement to drug manufacturers, the
lateer operating in a new market with an entirely different distri-
bution system. Despite those costly, indeed practically prohibitive,
burdens on the right to communicate a truthful message, neither
the FDA nor the U.S. District Court for the District of Columbia
felt compelled to evaluate the claim under the First Amendment
standards applicable to state suppression of speech.

In the view of the petitioners, the FDA simply ignored the First
Amendment in its decision. The U.S. District Court based its First
Amendment decision on a hasty generalization unsupported by
commercial speech precedent. Under the governing Cenzral
Hudson”™ four-part test, the first inquiry is to discern whether the
speech in issue concerns an unlawful activity. If so, then it may be
banned outright. The District Court made the mistake of defining
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the speech here in issue (a health claim) as concerning an unlawful
activity (the filing of an ungranted health claim petition), but the
filing of a health claim petition, even an ungrantable one, is a
perfectly legal action. Were the filing of a petition secking a
government approval an “illegal” activity within the meaning of
Central Hudson, it would have been impossible for any party to
have ever won a commercial speech case against the government,
to have ever surmounted the first prong. That is because at this
level of abstraction every pleading defined post hoc as secking
ungrantable relief from government censorship would be 7pso facto
an illegal action. It would thus be entirely within the government’s
power to define out of existence all First Amendment protection
for commercial speech. In every prior commercial speech case
decided against the government, the government’s proscription
against speech did not define an “illegal activity” within the mean-
ing of Central Hudson. No, the government’s speech proscription
was the very fact in issue. Thus, the Court erred by deciding the
case on an erroneous interpretation of the first prong of Central
Hudson and by thereafter not applying the remaining chree parts of
the Central Hudson test. Were it to have applied all four parts of
the test, the Court should have found under the last part an obvi-
ous less speech restrictive alternative to the extraordinary burden
placed upon the claim by the demand that a new drug application
be filed as a condition precedent for the utterance of truthful
speech in the market. The obvious less restrictive alternative of a
health claim petition is one not proscribed by statute and one that
comports fully with the First Amendment requirement placed
upon FDA by Central Hudson and its progeny.

Moreover, the Court ignored its obligations under what is
known as the “avoidance doctrine” — a constitutional rule of
construction that our Supreme Court expects to be followed when
it is possible to interpret statutory language to avoid a constitu-
tional issue. In this case, the First Amendment issue could have
been avoided in its entirety were the Court to have interpreted the
statute in accordance with its plain meaning. Deference to an
administrative agency taking a contrary interpretation in such
instances is forbidden.? Yet that is precisely what the Court did.

This case is now pending before the U.S. Court of Appeals for
the D.C. Circuit. Resolution of the case will likely trigger a peti-
tion to the U.S. Supreme Court from the losing party, secking that
Court’s review. Ultimate resolution of this case will determine
whether companies that manufacture unpatentable nutrients will
enjoy the freedom to inform consumers of accurate, known disease
treatment effects of these nutrients. If the Court sides with the
government, those truths will remain locked out of the market-
place for the foreseeable future because no company will be able to
afford the high cost of the drug approval process as a condition
precedent to telling the public the truth. Furthermore, few would
be willing to abandon established markets, enter costly new drug
markets and fight for new drug distribution channels. As with
Pearson v. Shalala I, this case, Whitaker v. Thompson 1], will deter-
mine whether the right to communicate a truthful and nonmis-
leading message will survive the contrary will of the FDA.

Ensuring Freedom of Informed Choice

It has become a truism that eternal vigilance is the price of free-
dom. Those individuals who, and companies that have fought the
FDA to ensure freedom of informed choice have paid the price,
and others also will have to guard against a loss of liberty attendant
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to FDA'’s regulatory encroachment on free speech rights. Commis-
sioner McClellan, Associate Commissioner Crawford, and Chief
Counsel Troy are all committed to ensuring freedom of informed
choice, but they stand in contrast to an entrenched bureaucracy
originally responsible for unconstitutional health claims suppres-
sion. While disease prevention claims are now enjoying the bene-
fits of the new administration’s labors to implement Pearson v.
Shalala, the task of protecting truth remains unfulfilled so long as
the saw palmetto/BPH claim and others like it remain effectively
suppressed by the agency. Once again, parties have turned to the
courts for relief from govern * censorship. As before, so now
freedom hangs in the balance

Jonathan W, Emord is a principal with Emord ¢ Associates, PC. in
Washington, D.C. Mr. Emord practices constitutional and adminis-
trative law before the federal courts and agencies. He served as the lead
counsel in Pearson v. Shalala and each of the other three federal court
decisions holding FDA suppression of health claims unconstitutional
under the First Amendment. He also represented Dr. Jonathan V.
Wright before the U.S. Department of Justice. He is also the author of
Freedom, Technology, and the First Amendment (Pacific Research
Institute for Public Policy, 1991).
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Industry Increasingly Nervous about Drug Orientation of FDA's Proposed
GMPs for Dietary Supplements: High Costs Threaten Smaller Companies

by Mark Blumenthal

ich of the activity in herb industry circles over the spring and

ummer has focused on the proposal by the U.S. Food and
Drug Administration (FDA) for current good manufacturing prac-
tices (cGMPs) for dietary supplements.” As discussed in the last
issue of HerbalGram,? the 106-page proposal published on March
13 has been long-awaited and was initially welcomed by industry
organizations. They have been pleading with FDA for years to
publish new rules for the manufacture of dietary supplements
(including herbs), as authorized by Congress in 1994 when it
passed the Dietary Supplement Health and Education Act
(DSHEA). Congress included this provision in DSHEA to help
ensure that dietary supplement products were properly manufac-
tured, and the materials were properly identified and free of poten-
tially harmful contaminants, so that consumers could have confi-
dence in these products.

The biggest issue of concern among industry members is the
apparent drug orientation of the ¢GMPs. Although DSHEA
clearly stipulates that new ¢cGMPs should be “modeled” on GMPs
that are in effect for the manufacture of conventional foods, the
FDA has added numerous testing provisions that are clearly based
on pharmaceutical drug GMPs, not food GMPs. The costs
involved are estimated to be so significant that the general consen-
sus is that many smaller to medium size firms will not be able to
meet the requirements and will be forced out of business. Ironi-
cally, this may result in consumers finding a smaller variety of
herbal supplements from which to choose in the marketplace,
while at the same time there may be a higher level of confidence in
the remaining products.

For example, one manufacturer of Chinese herbal formulas, who
relies on a third-party contract manufacturer to produce the prod-
ucts, as is the case with many companies, told Herba/Gram that the
continuous testing required under drug GMPs for pharmaceutical
companies might work for so-called “nutraceutical” ingredients
(e.g., luteine, lycopene) where there is one plant-derived pure
substance (or a group of chemically related compounds) where the
manufacturer produces and sells millions of dosage forms of the
one product or ingredient. However, he said, his company markets
more than 100 products, each containing up to a dozen ingredi-
ents. If each ingredient is subjected to quality control testing, and
then the finished product is also required to be tested, the costs
were simply too high and were not reasonable nor sustainable, he
said. He would simply have to go out of business. In an email to
the author on June 26, 2003, he wrote:

I had a chance to go over in some more detail the GMP
proposal by FDA. The rather extreme testing protocols that
had been relayed to me previously do not seem entirely
evident from the proposal. For example, [another Chinese
herb manufacturer] suggested that every material would have
to be tested thoroughly prior to use in manufacturing, and
again after manufacturing, including tests of microbiology,
pesticides, heavy metals, etc. Such testing, especially double
testing, is ruinous to a small organization such as ours where
we produce over 150 different formulas, with an average of
two batches per year, and 500 different raw materials, with
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lictle mark-up to make sure the formulas are affordable.
However, it was not [originally] clear that this is the nature of
the [FDA'] requirements.

The apparent confusion about how the proposed rules require
ingredients and finished products to be tested twice appears to be
fairly common within some parts of the herb industry. Annette
Dickinson, Ph.D., president of the Council for Responsible Nutri-
tion (CRN), a leading industry trade association, attempted to
clarify the situation, explaining that the proposed rule’s primary
requirement is to test everything in the finished product. If the avail-
able testing methodology is not suitable, such testing, as an alter-
native, may be done on all raw ingredients before manufacturing
and again at some point during the manufacturing process. This,
in effect, will result in double testing of ingredients to some degree
if the finished product does not lend itself to the required testing,
and to the extent that the supplier(s) of the ingredient(s) presum-
ably tested each ingredient prior to sending them, and then they
are tested again during the processing of the product.

AHPA Holds Regional GMP Meetings

The American Herbal Products Association (AHPA) held a
series of five meetings with its members around the country to
discuss the cGMP proposal. Each of the meetings (in Los Angeles;
Portland, Oregon; San Francisco; Sale Lake Ciry; and New
Brunswick, New Jersey) was facilitated by AHPA President
Michael McGuffin. A tortal of 94 individuals from 65 companies
(including 50 AHPA members, about 25 percent of the AHPA
membership) attended one of these meetings.’

The agenda for each meeting included the following items:

* a general overview of the proposed cGMP rule and of FDA

Press Release of March 7, 2003;

* a brief discussion of the impact of the rule on various indus-
try segments (e.g., raw material processors; finished product
manufacturers; marketers):

e an in-depth review of the proposed rule (from an AHPA
prepared worksheet);

¢ a brief review of FDA’s 1999 survey of the dietary supplement
industry;

* discussion of FDA's economic analysis of the projected impact
of the proposed cGMPs.

“Visiting our members in their own neighborhoods has been, if
somewhat too fast a pace, a very satisfying process,” said McGuf-
fin. “I have heard several clear messages from the industry, which
clearly support prompt implementation of cGMP for supplement
products that will meaningfully address manufacturing issues, but
who see real problems with FDA's proposal and especially with that
agency’s erroneous assumptions about this trade. The input that we
have now received from AHPA's members and others has been
essential to the initial preparation of our comments.” The period
for public comment on the cGMPs was extended to August 11.
They were originally due June 11, but FDA responded favorably
to industry requests for the extension due to the massive amount
of material to evaluate in the proposal.

AHPA has now prepared a report that summarizes all of the
input from the participants at these five regional meetings. The
document can be accessed by AHPA members at the AHPA
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website, <www.ahpa.org/members/03_0618_Proposed
c¢GMP_Cumulated Input.pdf>. Non-members may request a copy
by contacting Natasha Hall via email, <nhall@ahpa.org>.

CRN Releases In-Depth GMP Comparison

CRN has also held meetings in the process of developing its
comments to FDA. According to Dickinson, due to the many
details involved in producing comments on so many technical
areas, CRN will submit several separate
comments to FDA by the August 11 deadline.

Dickinson noted that high costs may indeed

be a threat to the viability of small companies,
but they are also a major issue for large
companies. She stated that the CRN
comments to FDA will deal with these prob-
lems. “FDA’s analysis does not come close to
accurately predicting the amount of increased
testing or the related costs for large companies,
and we will be providing data on realistic cost
estimates,” she wrote in an email to Herbal-
Gram on July 8, 2003. “We will also be
suggesting some offsetting health benefits to
consumers, to help balance the cost and bene-
fit sides of the equation.”

CRN’s Regulatory Affairs committee held
three full-day meetings since the ¢cGMP
proposal was published. Representatives of numerous leading
companies helped analyze the proposed rules and their impact in
derail. “We are extremely concerned that the rule seems to attempt
to test quality into the product, rather than pointing the way to
designing well-controlled processes that will effectively assure qual-
ity,” Dickinson wrote to HerbalGram. She noted that former FDA
official Carl Reynolds, who is an expert in cGMPs and has audited
many dietary supplement companies enrolled in various third-
party cGMP certification programs, “will be assisting CRN's devel-
opment of its comments to FDA relating to the philosophy and
underlying principles of quality assurance.”

Dickinson wrote that CRN will also recommend that the cGMP
rules include a number of provisions requiring written procedures.
“These were included in the industry draft published as the ANPR
[Advance Notice of Proposed Rulemaking, published by FDA in
1997 based on a proposal submitted by industry groups*], but
FDA omitted them, on the assumption that they merely increase
the recordkeeping burden without providing commensurate bene-
fit. Our member companies believe that, on the contrary, written
procedures are essential to creating a well-controlled process and to
the training and supervision of personnel. Helping companies
develop a well-controlled process may be the key to helping small
companies (as well as large ones) achieve GMPs.”

To help its members understand the details of the proposed
c¢GMPs, CRN posted an 84-page spreadsheet’ that compares the
new proposal to one previously submitted to FDA by an industry
working group and published in the Federal Register in 1997,* and
to the current GMPs for conventional foods® and for drugs.”® The
four-way comparison was produced by Paul Bolar, vice president
of regulatory and legal affairs, and his staff at Pharmavite LLC.
Bolar is also the chairman of CRN’s Regulatory Affairs Commit-
tee. The table will be submitted to FDA as part of CRN’s public
comments and is available on the CRN website,
<WWW.CTTIUSA.0[g>.
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No-Win Situation?

In a speech this past June at the annual convention of the
National Nutritional Foods Association (NNFA) in Las Vegas,®
Loren D. Israelsen, director of the Utah Natural Products Alliance,
noted that the serious economic challenges posed to the industry
by the new cGMP proposal and the prospect that many manufac-
turers may not be able to meet the requirements would probably

put many companies out of business — a
point he said was acknowledged by FDA offi-
cials. But, he cautioned, any attempts by
industry members and their trade associations
to publicly criticize this aspect of the cGMPs
might be portrayed in the increasingly-hostile
media as an “anti-quality” position by the
industry critics — regardless of how legiti-
mate and justified the criticisms might be.
This puts the industry in a potentially serious
no-win situation, he said.

As noted in the previous HerbalGram arti-
cle on cGMPs, the final regulation will not be
forthcoming from FDA until, presumably,
some time in 2004. Then it will go into effect
in one year for large companies, two years for
medium-sized companies, and three years for
small companies. Thus, as a practical matter,
it will be at least three-and-a-half to four years

before all manufacturers of dietary supplements will have to
comply with the new cGMPs. This situation creates market oppor-
tunities for the various organizations providing third-party certifi-
cation of GMP and quality control so that companies can show
consumers that their products are reliable and contain in the pack-
age what is declared on the label.

As noted above, the proposed cGMPs are based on such a phar-
maceutical model that the expenses necessary for their full imple-
mentation — as they are currently proposed — will significantly
affect the way the herb industry operates, and may eliminate some
of the small and medium-sized companies. There have been legit-
imate concerns about the quality of many of the herb and other
dietary supplement products manufactured and sold in the U.S.
and so it may be understandable why FDA would propose stan-
dards that are similar to those required in the conventional drug
industry. However, as stated by the Chinese herb formula manu-
facturer, such requirements may be reasonable for single chemical
products like drugs, vitamins, and so-called nutraceuticals, but
present a serious analytical challenge to manufactures of herbal
products. It will probably take FDA until the beginning of 2004,
or possibly later, to sort through the public comments and publish
final cGMP regulations. Whether FDA will modify its proposal in
response to the public comments is one of the big questions on the
minds of many industry leacd~~ a question whose answer will not
be forthcoming for months.

Reference:

1. Current Good Manufacturing Practice in Manufacturing, Packing or
Holding Dietary Ingredients and Dietary Supplements: Proposed
Rule. Federal Register Volume 69, No. 49, Docket No. 96N-0417.
Washington, DC: Food and Drug Administration. March 13, 2003.

2. Blumenthal M, Watts D. FDA proposes GMPs for dietary supple-
ments. HerbalGram 2003;58:62-64,65,80.

Continues on page 74
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Phytomedicine Sales Off Slightly in Germany

spite increasing sales of conventional
nedicines, the sale of herbal prepara-
tions (phytomedicines) dropped almost two
percent in Germany in 2002, according to

Table I: Conventional Drug, Phytomedicine, and Nutritional
Supplement Sales in Germany 2002*

recent data obtained from a leading organi- Product Class

zation that compiles sales statistics of

Units sold
(change 2001)

Euro value
(chanaa fram 2001)

conventional drugs, phytomedicines, and
conventional nutritional supplements. All

Human medicines

16.7 vunon curos

(+ 8.8%)

1.341 billion packs
(+ 0.2%)

data in the table below are related to the Phytomedicines

965 million Euros (-1.8%) 185 million packs (-6.2%)

“ambulatory” or retail sector (i.e., excluding

Nutritional supplements

133 million Euros (-11.3%) 23 million packs (-11.9%)

sales in hospital pharmacies), and include Towl market

18.7 billion Euros 1.654 billion packs

wholesale sales by distributors and sales
directly to pharmacies by the manufacturer
at factory-direct prices. The sales data
reflect net sales, with promotional and
volume -~k-~-es and returns already

deducted.

*]2-month period from October 2001 to September 2002

[Source: Mertens, G. Personal communication to M. Blumenthal. Nov. 30, 2002 with data from
Remed X Gesellschaft fiir Trendanalysen im Gesundheitssektor [Remed'X Society for Trends Analysis
in the Health Sector], Mainz, Germany.]

he Atlas of Texus covers about
6000 taxa. This is the result of
54 years of herbarium and fieldwork
by B.L. Turner, beginning in 1948 at
Sul Ross State University, Alpine,
Texas. In short, the senior author has
examined personally, touched, or
“pored over” an estimated several
hundred thousand sheets in the
preparation of the forthcoming Atlas
volumes. Contents include an intro-
duction, atlas of Texas plants arranged alphabetically by family, by
genus, by species, and an index.

www.brit.org/sida/sbm/sbm24tochtm
Atlas of the Vascular Plants of Texas

By B.L.Turner, Holly Nichols,
Geoffrey Denny, Oded Doron

Sida, Bot. Misc. No. 24, 2003
issn 0833-1475
ishn (vol. 1) 1-889878-08-1
isbn (vol. 2) 1-889878-09-X
7 A" 10"

Vol. 1 approx. 630 pp..
Vol. 2 approx. 275 pp.
Vol. 1 $50 + p&h*

Vol 2 $40 + p&h*

Set $80 + p&th*

*USA: $10 (vol 1); $9.50 (vol. 2} $12 (set)
*International: $12.50 (vol. 1};
$11.50 {vol. 2Y; $25 (set)

Texas residents add sales tax: $4.13 (vol. 1); $3.30 (vol. 2); $7 43 (set)

haseolus beans are a fascinating
group! So much variability exists
that five distinct species have been
domesticated—a size, shape, color
pattern and flavor to satisfy most
everyone, and nutritious, too! This
lavishly illustrated monograph is the
most comprehensive botanical treat-
ment of beans to date. It starts with
a brief history about the former taxo-
nomical treatments of the genus,
and goes on with the taxonomical
criteria and a presentation about
discriminant characteristics. It presents a full description of each
section and species, its distribution and habitat, relationships with
other species, uses and potentially useful traits, and historical
notes. Color pictures, line drawings and distribution maps lead
easily to the right identification of each species.
www.brit.org/sida/sbm/sbm23toc.htm
Taxonomy, Distribution, and Ecology

of the Genus Phaseolus (Leguminosae-Papilionoideae)
in North America, Mexico and Central America

By George F. Freytag
Daniel G. Debouck

Sida. Bot. Misc. No. 23, 2002
1ssn 0833-1475. isbn 1-88878-11-1.
7"~ 10" xv1it + 300 pp.
97 b/w figures and distribution maps. 5 color plates (60 figs )
$40 + pé&rh

(USA $4:international $81
Texas residents add $3.30 sales tax

Available from Botanical Research Institute of Texas Press
509 Pecan Street * Fort Worth, TX 76102-4060, USA
E-mail: sida@brit.org * Fax 1-817-332-4112 www.brit.org
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Third World Congress on

Medicinal and Aromatic Plants for Human Welfare

by Bill Schoenbart, L.Ac.

e Third World Congress on Medicinal and Aromatic Plants for

Tuman Welfare (WOCMAP 1II) was held in Chiang Mai,
Thailand, on February 3-7, 2003. Occurring every five years, this
latest WOCMAP conference was attended by more than 500
participants from 50 countries. Over the course of the week, there
were 130 oral presentations, 415 poster presentations, and 120
exhibitors. This article can only summarize the topics discussed and
highlight a few of them.

The theme of WOCMAP III was “Biodiversity and Sustainable
Use through Science and Technology, Trade and Industry.” The
conference had many co-sponsors and was co-hosted by the Inter-
national Council for Medicinal and Aromatic Plants, the Faculty of
Science at Chiang Mai University, the International Society for
Horticultural Science, and in association with the National
Research Council of Thailand, the Ministry of Agriculture and
Cooperatives, the Ministry of University Affairs, the Science Soci-
ety of Thailand Under the Patronage of His Majesty The King of
Thailand, the National Center for Genetic Engincering and
Biotechnology, the Government Pharmaceutical Organization, and
the United Nations Food and Agricultural Organization Regional
Office for Asia and the Pacific.

The opening ceremony featured Her Royal Highness Princess
Maha Chakri Sirindhorn, who welcomed the acttendees to Thai-
land. The princess, who speaks five languages and holds a degree in
chemistry, also stressed the need to preserve and protect medicinal
and aromatic plants worldwide and encouraged everybody to
appreciate the importance of Thailand’s rich botanical heritage.

On the first evening, a reception was held for all the artendees on
the campus of Chiang Mai University. Showing their renowned
hospitality, the Thai hosts went out of their way to make everybody
feel welcome. Students from
the university, wearing tradi-
tional dress, offered aromatic
garlands and gifts to the guests
at the entrance to the lakeside
area. Numerous booths offered
delicious flanna (Northern
Thai) food, while dozens of
small glowing hot air balloons
were released into the night
sky. Traditional musicians and
dancers performed on the main
stage, while a small replica
village displayed a wide variety
of village crafts, foods, and
herbal  preparations.  This
extraordinary show of affection
and hospitality by the Thai
hosts was greatly appreciated
by all the attendees.

Back at the conference, the
numerous excellent presenta-
tions included a husband-and-
wife team from Israel, Dr. Uriel

The official opening ceremonies of the
exhibit of WOCMAP Ill in Chiang Mai,
Thailand, included students in tradi-
tional Thai dress releasing illuminated
hot air balloons into the night.
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Bachrach and Prof. Zohara Yaniv. Dr. Bachrach showed that
epigallocatechin-3-gallate (EGCG), one of the well-known
polyphenols in tea (Camellia sinensis (L.) Kuntze, Theaceae), is able
to shut off a gene related to the transformartion of normal cells into
cancer cells. The EGCG had no effect on normal cells, while it
inhibited the growth of transformed cells. For many in the audi-
ence, this was the first time they had seen the direct effect an herb
can have on a gene.
Prof. Yaniv presented
epidemiological  data
that showed an associa-
tion between green tea
consumption and lower
rates of prostate and
stomach cancers in
China. She also pointed
out that the addition of
milk or soy milk to tea
can inactivate many of
the polyphenols. The
conclusion of these two
researchers was that
green tea, and specifi-
cally EGCG, can be
used to prevent and
possibly to cure certain
types of cancer.

In another look at green tea, Dr. K. Ingkaninan and his associates
from Thailand reported on a clinical trial using green tea and guava
(Psidium guajava L., Myrtaceae) fruit as a mouthwash. The
randomized, double-blinded crossover study demonstrated that the
herbal mouthwash was just as cffective as Listerine® in suppressing
mouth odor.

There were quite a few oral and poster presentations that demon-
strated the efficacy of medicinal and aromatic plants as antibacter-
fal and antifungal agents. Dr. Rudolf Bauer, professor at the Insti-
tut fiir Pharmakognosie, Karl-Franzens-Universitit, Graz, and a
researcher widely known for his work on echinacea (Echinacea spp.)
and the anti-inflaimmatory effects of Chinese herbs, presented his
findings on a traditional Thai herb used for diarrhea. Along with
Dr. O. Luanratana and Dr. M. Phadungkit of Thailand, he showed
that fractions of the herb shoe-button ardisia (Ardisia elliptica
Thunb., Myrsinaceae) were active against various species of Sa/mo-
nella, Shigella, Staphylococcus, and Escherichia cols.

A number of oral and poster presentations discussed the antifun-
gal and antibacterial properties of essential oils of cloves (Syzygium
aromaticum (L.) Merr. & L.M. Perry, Myrtaceae) and cinnamon
(Cinnamomum verum ]. Presl, Lauraceae). In one study, a concen-
tration of 1 percent w/v of each essential oil inhibited bacteria and
fungi better than synthetic chemical preservatives.

In summary, the topics discussed during WOCMAP 111 include
the following:

Her Royal Highness Princess Maha Chakri Sirind-
horn welcomed the attendees to Thailand and
opened the exhibition hall with a formal ribbon
cutting ceremony.

* The importance of biodiversity and sustainable management
practices to the survival and development of existing and new
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products from medicinal and aromatic plants.

The issues and implications of regulation on the economics
and marketing based on the European experiences, and the
restrictive issues for suppliers and manufacturers.

The role played by plant alkaloids in the world pharmaceutical
industry.

The significance of biodiversity as fundamental to plant
improvement by breeding and biotechnology of medicinal and
aromatic plants.

Sustaining the harvest of medicinal and aromatic plants and
the challenges to be met in both production and marketing,
based on current and future likely demands, consumer prefer-
ences, perceptions, and demographics.

An in-depth evaluation of the use of Chinese medicinal plants
in western medicine.

The biologically active substances from medicinal and
aromatic bryophytes and inedible mushrooms.

The research approaches for bio-prospecting and screening of
medicinal and aromatic plants.

Issues relating to conservation of medicinal and aromatic
plants, specifically the huge conservation efforts for more than
1,700 medicinal and aromatic plants in China.

Standards and quality control of medicinal and aromatic plant
products.

Use of marker technologies and genomics for quality control
and efficacy of medicinal and aromatic plants.

The myriad of medicinal and aromatic plant products
produced and sold in Thailand.

Positive scientific proof that the polyphenol oxidases (PPOs)
found in green tea can prevent and possibly cure cancers of

various kinds. PPOs’
mechanisms of action
have been
discovered.

The announcement
of a project involving
the production of
organically certified
medicinal, aromatic
and dye plants in
Asia to be under-
taken by member
countries with the
Food and Agriculture
Organization of the
United Nations.
Creating livelihood-
based systems involving medicinal and aromatic plants for
smallholder farmers in Asia.

also

The exhibition hall included 120 different
vendors and exhibits, including those that
demonstrated the biodiversity of Thailand
and other regions. Photos by the author.

At the conclusion of the conference, the participants all agreed
that it was highly informative and inspiring. *¥= -] look forward to
the next WOCMARP conference in five year:

Bill Schoenbart is a licensed practitioner of traditional Chinese

medicine. He is the author of two books on herbal medicine and is a
contributing author for the American Herbal Pharmacopoeia. Bill is
the manager of botanical science for the Perrigo Company of Greenville,
South Carolina, and is a member of the Board of Trustees for the
American Herbal Products Association.

International Council for Medicinal and Aromatic Plants Background

The International Council for Medici-
nal and Aromatic Plants ICMAP) was
founded on June 8, 1993 at the Secretariat
of the International Union of Biological
Sciences (IUBS) in Paris by nine interna-
tional organizations. They decided to
establish, following the recommendation
of the First World Congtess on Medicinal
and Aromatic Plants (WOCMAP-I), an
international non-governmental body
with the name International Council for
Medicinal and Aromatic Plants, with the
general objective of promoting interna-
tional understanding and cooperation
between national and international organ-
izations on the role of medicinal and
aromatic plants in science, medicine, and
industry, and to improve the exchange of
information between them.

This Council coordinates and stimu-
lates cooperation between partners by
providing a forum for mobilizing ideas,
actions, discussions, long term visions,
measures in education and training in all

www.herbalgram.org

fields related to these plants that play such
an important part in the lives of human
beings throughout the world. Its website is
<WWW.ICmap.org>.

The Second World Congress on Medic-
inal and Aromatic Plants for Human
Welfare (WOCMAP-II) in Mendoza,
Argentina in 1997, was attended by more
than 1,200 delegates from 52 countries.
WOCMAP-I was organized in 1993 in
Maastricht, The Netherlands.

ICMAP is a scientific activity of [UBS
and is based at the IUBS Headquarters in
Paris. The Secretariat is at TBAM,
Anadolu University, Eskisehir, Turkey.
Newly appointed governing Bureau
members were installed at WOCMAP-III:

President: Prof. Dr. Chlodwig Franz, of
the Institute for Applied Botany at the
University of Veterinary Medicine Vienna,
Austria

Vice-President: Prof. Dr. K. Husnu Can
Baser, of the Department of Pharmacog-
nosy, Faculty of Pharmacy at Anadolu

2003

University in Eskisehir, Turkey
Vice-President: Prof. Dr. R Pushpan-
gadan, Director, National Botanical
Research Institute (NBRI), in Lucknow,
India
Secretary-General: Prof. Dr. Henk van
Wilgenburg, of the Pharmacology Labora-
tory, Universiteit van Amsterdam, Acade-
mic Medical Centre, The Netherlands
Newsletter Editor: Dr. Matthias Lorenz
Member: Prof. Dr. Arayar Jatisatienr, of
the Department of Biology, Faculty of
Science, Chiang Mai University, Thailand
Member: Prof. Dr. Mahabir P. Gupra, of
the Centro de Investigaciones Farma-
cognostica dela  Flora  Panameiia
(CIFLORPAN), Facultad de Farmacia,
Universidad de Panamd, Rep. de Panama
Previous President: Prof. Dr.Vernon H.
Heywood, of the Centre for Plant Diver-
sity and Systemarics, School of Plant
the University of Reading,
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check for consumers, scientists, journalists,
development workers and environmentalists.
Congratulations are due to the editors and
authors for helping to lead the way toward
responsible and sustainz™!= ~pproaches to the
management of NTFP.

— Steven R.King, Ph.D.

Vice President of Ethnobotany & Conservation
PS Pharmaceuticals Inc.

South San Francisco, California

plied Ethnobotany: People, Wild

lant Use and Conservation, by
Anthony B. Cunningham. Earthscan Publi-
cations Ltd, London, U.S. distributors:
Stylus Publishing <www.styluspub.com>.
2001, 256 pp., figures and photos, soft-
cover. $40.00 ISBN 1-85383-697-4.

Applied  Ethnobotany, by Anthony
Cunningham, is an extremely practical
conservation manual. The author is one of

the leading world
experts on African
ethnobiology and
the interface of
cultural and
biological diversity.
This manual is
intended to provide
detailed tools to
individuals work-
ing on conserva-
tion, rural develop-
ment, national
park management or to companies that seek
to create sustainable harvesting programs
for plant species contained in their prod-
ucts.

This book is also part of the People and
Plants Conservation Series, a collaboration
of the World Wildlife Fund (WWF), the
Royal Botanic Gardens at Kew, and the
United Nations Educational, Scientific and
Cultural Organization (UNESCO). The
series includes several other books, which
are described on the Earthscan Publishing
website, <www.earthscan.co.uks>.

The manual has eight chapters with
nearly 130 figures, tables and boxes. The
second chapter (Local Inventories, Values
and Quantities of Harvested Resources)
features a wonderful section that describes
“Taxonomy with all your senses: the use of
field characters.” This passage encourages
field scientists to focus on the knowledge of
local people as they describe the characteris-
tics of species that are being inventoried.
The author provides numerous examples of
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the color of roots, bark or wood, the scent,
texture, taste, and even the sound created
when bark is slashed.

The third chapter (Settlement, Commer-
cialization and Change) contains an amaz-
ing series of tools to understand the move-
ment of plant species of trade into and out
of local and regional markets. The 35 pages
on this topic begin with subheading “Local
Markets: order within chaos.” Like most
ethnobotanists, I have always been fasci-
nated and intrigued by markets around the
world. After reading this section, I will
never look at market the same way again.
For resource management studies, this
chapter is an invaluable tool for under-
standing the flow of plants within a region.
The structured analysis provided is applica-
ble to any market in the biodiversity-rich
nations.

The fourth and fifth chapters (Measuring
Individual Plants and Assessing Harvest
Impacts, and  Opportunities  and
Constraints on Sustainable Harvest: Plant
Populations, respectively) provide extensive
and detailed methodology to measure the
impact of harvest on a great diversity of
plant parts including bark, exudates, and
leaves. Methods to measure and quantify
flower, fruit and seed production, along
with tree bark thickness and bark mass, are
presented. My favorite section, “Under-
ground ethnobotany: roots, tubers, bulbs
and corms,” provides expertise to assess the
impact of harvesting underground plant
parts, a challenging but important process.
The excellent fifth chapter, “Bridging the
Gaps in Knowledge: Life Forms, Plant
Architecture and Reproductive Strategies,”
provides a very concise description of plant
life forms in the context of their basic
ecological characteristics.

One aspect of these chapters that I greatly
appreciate is the description of simple,
basic, and inexpensive equipment that can
be used to conduct this type of research.
Items such as tape measures, aluminum
tags, field notebooks, pencils, hand lens,
paint, and measuring scale can all be
obtained in any capital city. There is at
times, in my view, a near-fetish focus on
expensive technology for fieldwork, which
is often not necessary or available to young
ethnobiologists or members of local
communities who may be otherwise highly
qualified to conduct this type of research.
The author does not, however, exclude
advanced technology. Chapter 6 (Land-
scapes and Ecosystems: Pattern, Process and
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Plant Use) moves the reader into the “big
picture” of resource utilization. This
includes information on how to utilize
aerial photographs and satellite images,
along with local knowledge, to create maps
as part of participatory mapping programs.
The final part of Chapter 6 mentions
cultural views of landscapes, which provides
a wonderful introduction to the complex
and critical cultural component of resource
use, conservation, and management.

Chapters 7 and 8 (Conservation, Behav-
ior, Boundaries and Belief, and Striving for
Balance: Looking Outward and Inward,
respectively) seek to weave together the
cultural and community boundaries of this
manual on applied ethnobotany. There is a
strong focus on common property manage-
ment, community-based conservation
programs, land tenure, cultural practices,
mapping programs, and a section called
“ritual, religion and resource control.” And,
finally, Chapter 8 provides some very
appropriate reminders about the limits of
any natural system to produce sustainable
levels of plants. There is also a fascinating
figure on global consumption pressure, as a
measure of the burden placed on the envi-
ronment by people as of 1995. Once again,
U.S. readers will be reminded of the high
level of pressure that our national level of
consumption places on the global environ-
ment.

In summary, this is a must-have manual
for anyone working with people and plant
resources. It is especially useful for anyone
associated with the management of national
patks or protected areas anywhere in the
world. This manual is a practical tool that,
fortunately, already has been translated into
Spanish; a Chinese translation is expected
to be published next year. There is a delight-
ful tone of respect and affection for the
people with whom the author has worked
over the past several decades. That is evident
in the smiles and facial expressions of the
people in the photographs of this book. It is
obvious that the author loves his work, and
he also inspires his colleagues wherever he
goes. That is another component of the gift
of this manual and the author’s dedication
to explorir~ *~~ magic of plants, people,
and culture

— Steven R. King, Ph.D.

Vice President of Ethnobotany & Conservation
PS Pharmaceuticals Inc.

South San Francisco, California
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CIARIFICATION TO EU LEGISLATION
ank you for your HerbalGram 57, which
rrived this morning. It is as excellent as ever.
One point I would like to make. The article
headed “European Union passes Traditional
Herbal Medicines Directive” is not entirely accu-
rate.

A report on the Direc-
tve from a committee
within the European
Parliament was indeed
voted upon last Novem-
ber but, in no way, did
this represent the final
agreement to the Tradi-
tional Herbal Medicinal
Products Directive.

We estimate that it will
be a year before the Directive is adopted by the
EU — that is, mid-2004 — and then another
year before it becomes law in the Member States.
There will be a five-year transition period from
adoption, which means products that need to
comply will have until 2009 so to do.

Opinions vary as to whether this will help or
hinder the herbals market in the EU and, in a
sense, it will depend from what Member State
you come.

Anthony Bush

European Regulatory Consultant
CAMedica

Henley on Thames, Oxfordshire,
United Kingdom

ONE STEP FORWARD, ONE STEP BACK

ust finished reading the February 20, 2003

:opy of USA Today and the various interview
clips quoting Mark Blumenthal (happy to see
that they went to him for information) by Nanci
Hellmich. But I was disappointed that amidst all
of the explanation, none was given for the
intended herbal uses for ephedra/ma huang.

As an herbalist myself, T am grateful for the
powers that ma huang can deliver in an asthmatic
attack or acute episode of difficult breathing due
to inflamation in the bronchial pathways. It
seems to me Mark had the perfect opportunity
to educate the public in the proper uses of
ephedra and to point out thar the first American
cultural belief that searches for a quick fix to a
discipline problem (dietary judiciousness) is
what got ephedra into the wrong hands for the
WIONg reasons.

And lets not forget the second American
cultural belief that if the recommended dose can
do “x” amount of effect, then more must be
better. Lost in all of the media frothy stirring
around ma huang is that the toxicology report is
still being developed, and until that happens, the
question of banning ma huang should not really
be entertained.

In the same paper in the same day, there
appeared a report “College Blackout Drinkers
Face More Risks” including death (by Kathleen
Fackelmann), and there was a beer ad directly
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below the report enditled “FDA Awaits Ephedra
Report After Baseball Player’s Death.” How
ironic.

Maybe ma huang should be limited to
purchase by herbalists who carry credentials
and/or licenses, but if it is banned, then why not
the same plight for all the substances that Amer-
icans use inappropriately?

Thank you for being there as a voice we can
count on to represent herbal medicine.

—Therese A. Walsh, L. Ac.
and Traditional Chinese Herbalist

Los Angeles, California

We appreciate Ms. Walsh’s letter. Unfortunately,
many of the points on ephedra that Mark discussed
with the USA Today reporter — including some of
the potential and documented benefits of ephedra
— were not included in the articles because of lack
of space. This is a typical problem with the
reportage of that particular publication, where
conciseness has reached a new level, ofien leaving
out important material information and nuance.

— Edirors

FURTHER ON THE PATTERSON BUNDLE
vish to express my thanks to Merry Lycett
Jarrison for her fine work in researching the
contents of the Patterson Bundle. T very much
enjoyed the article published in HerbalGram 55,

and can't resist making some comments.

The overall character-
istics of the collection
— the small quantities
of common and uncom-
mon plants, the variety
of material, and the care
with which they have
been prepared — are
familiar to anyone who
goes into a traditional
Chinese herbal phar-
macy here in the U.S.
and fills a prescription for an herbal formula. Ten
to fifteen different ingredients for the formula,
including minerals, bones and other animal parts
as well as the plant parts, are standard. Each
ingredient is harvested and prepared according

to a traditional protocol.

There are intriguing hints that at least some of
the native Americans migrated from Asia and
brought their medicinal knowledge with them,
and maybe even their plants. For instance, it’s
believed that certain of the languages, such as
Navaho, are linguistic cousins of Asian
languages. Botanists since the 17th century have
noticed a close similarity in the flora (and fauna)
of eastern North American and eastern Asia.

Duke and Ayensu include an interesting short
essay at the beginning of their two-volume set,
Medicinal Plants of China (1985, Reference
Publications). In it, they list over a hundred
genera of plants that are used similarly in tradi-
tional Chinese medicine and traditional North
American Native medicine. Other medicinal
practices such as the use of moxa [cones made of
mugwort] are similar.

I believe that the study of traditional Oriental
medicine offers us the opportunity to take the
“royal road” toward re-creating an authentic
native plant medicine on this continent. Fortu-
nately, there are now more than 40 accredited,
independent colleges in acupuncture and Orien-
tal medicine and several professional organiza-
tions supporting this study.

— Jean Giblette, Director
High Falls Gardens
Philmont, NY

HAWTHORN INTERACTION POTENTIAL

1 Don Brown’s review (High dose hawthorn

:xtract for advanced congestive heart failure, in
HerbalGram 57), he states that “there are no
known interactions of hawthorn extracts with
prescription cardiac drugs.” Such interactions
have “not been documented in any clinical trials
to date nor has it been cited as a concern by
either the German Commission E, the American
Herbal Pharmacopoeia, or the American Botan-
ical Council monographs on hawthorn.”

He admits that some authors suggest the possi-
bility of such interactions. The idea of an inter-
action actually arose in one of the very first
published studies on hawthorn extracts. Semm
(Arzneimittel-Forschung 1952;2:562) found that
hawthorn flavonoids produced a distinct synergy

AROMATIC HERBAL BATHS OF THE ANCIENTS: PHOTO CAPTIONS

'wo photo captions in the article Aromatic Herbal Baths of the

Ancients, published in HerbalGram 57, were incorrect. The photo
reproduced at left was described as a bath house, when it is actually a
Middle-Eastern apothecary. And the photograph at right was described
horsetail, but it is obviously plaintain (Plantago). The Chinese charac-
ters, chegianzi, just to the left of the image mean “plantain seed.” These
errors occurred during the production of this issue and HerbalGram
regrets any confusion they have

caused. Our thanks to Wendy
Ph.D.,
Botanical
Applied Research Department,
for spotting the plantain error
and translating the Chinese.

Applequist,
Missouri
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with the classical cardiac glycosides from Digi-
talis lanata. Bersin, Mueller and Schwarz
(Arzneimirtel-Forschung 1955;5:490-1) noted
during a routine pharmacological screening
study, that in a frog heart preparation, a
hawthorn glycoside fraction increased the toxic-
ity of digitoxin in the frog. What they actually
found was that heart tissue pretreated with either
one becomes sensitized to the other, so that only
about half the normal dose of the second is
required to obtain the same result. Later on,
Herbert Wolkerstorfer (Miinchen Medizinischer
Wochenscrift 1966;8:438-41) found that he
could reduce the dose of digoxin by a consider-
able amount if he combined it with hawthorn
extract. If 1 read this study correctly, patients
who were receiving doses of digoxin as high as
6-8 mg did well on the hawthorn/digoxin
combination that contained just 0.25 mg of
digoxin, a dose that is at the very low end of the
dosage spectrum. The combination went by the
name Crataelanat.

I have not examined recent hawthorn work to
determine if interactions between hawthorn
extracts and other cardioactive drugs have been
ruled out. Would be curious to learn of such
work.

— Daniel Mowrey, Ph.D.
Director of Scientific Affairs
Basic Research

Salt Lake City, Utah

[Editors note: We turned to Dr. Wilmar
Schwabe GmbH, a German phytomedicine
company that has researched hawthorn extensively,
for expert input on this query and provide, after
that response, the summary of interactions from
The ABC Clinical Guide to Herbs, which is
based on the most recent clinical research.)

In the very old studies cited above, it is unfor-
tunately impossible to determine which extracts
were actually administered and how the experi-
ments were exactly performed. The paper by
Semm does not really show a synergistic effect
with digitalis, for example, but describes in obso-
lete pharmacological (in fact, toxicological) stud-
ies that the pre-treatment of guinea pigs (about
500 g body weight) with 1000 microL hawthorn
extract (with a content of 45 percent ethanol =
450 mg pure ethanol) increases the lethal effect
of digitalis. Indeed, it is a wonder that the
animals did not die from the alcohol alone.
Bersin ¢z 4l. did not give an account of a glyco-
side fraction from hawthorn, but of an isolated
glycoside. If frogs were injected with 175 mg/kg
of this glycoside, only half the dose of digitoxin
usually required was needed to kill the animals.
However, the lethal dose for this isolated
compound in rabbits was approx. 80-100 mg/kg
i.v. Sensitization of heart tissue cannot be
inferred from these experiments. Reciprocal
sensitization, as described in the letter to the
editor, was not reported at all in the paper cited.
Unfortunately, the publication by Wolkerstorfer,
who treated patients with a combined prepara-
tion of crataegus and strophanthin, is also misin-
terpreted. For 12 of his patients, he required
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2.65 mg for oral saturation and he compared this
value with data from the literature, which should
supposedly be about 6-8 mg digoxin. The main-
tenance dose of 0.25 mg was apparently at the
lower range of the literature findings (0.25-0.75
mg). However, it is impossible to interpret these
data without a control group and accurate infor-
mation about the severity of the heart failure.

In summary, it is impossible to deduce
evidence for potential interactions from these
early investigations. However, it is not only proof
of pharmacodynamic interactions that is lacking.
Results from a recent study as well rule out phar-
macokinetic interactions between hawthorn and
digoxin (Tankanow R, Tarner HR, Streetman
DS et al. Interaction study between digoxin and
a preparation of hawthorn (Crataegus oxyacan-
tha). | Clin Pharmacol 2003;43:637-42.)

— FEgon Koch, D.M.V.

Head of Pharmacology

Dr. Willmar Schwabe GmbH & Co.
Karlsrube, Germany

Drug Interactions

HAWTHORN LEAF WITH FLOWER: No known
documented interactions, according to the
Commission E monograph of 1994 and later
therapeutic reviews, including one by the Euro-
pean Scientific Cooperative on Phytotherapy.'-
Other references suggest that hawthorn prepara-
tions may potentiate drugs containing cardiac
glycosides (e.g., digoxin) probably resulting from
the positive inotropic and coronary vasodilating
effects.* Earlier research suggested potentiation
of digitalis glycosides with hawthorn,’ and
another study suggested that hawthorn prepara-
tions may potentiate the coronary artery dilating
effects of theophylline, caffeine, papaverine,
sodium nitrate, adenosine, and epinephrine.®
Because of the similarity in actions, one reference
suggests that hawthorn should not be used with
any other heart medications without the advice
of a healthcare provider.”

HAWTHORN FRUIT: None known.? Depending
on dosage the same interactions for leaf and
flower may be relevant.”

From: Blumenthal M, Hall T, Goldberg A,
Kunz T, Dinda K, Brinckmann ], et al., editors.
The ABC Clinical Guide ro Herbs. Austin (TX):
American Botanical Council; 2003. p. 240.
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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 American
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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September 1-2: Latin American Herbal Medi-
cines: Harmonization of Regulatory and Drug
Development. Santiago, Chile. Sponsored by the
Drug Information Association, this conference
will analyze the regulatory status of herbal product
manufacturers and distributors in Latin America
and provide an open forum for discussing their
potential for harmonization in a number of areas.
Website: <www.diahome.org>.

September 4-7: Natural Products Expo East.
Washington, DC. Contact: New Hope Natural
Media/Penton  Media. Ph:  303/939-8440.
Website: <www.newhope.com>.

September 5-7: 18th Annual Breitenbush
Herbal Conference. Portland, OR. “Herbal
Passions” conference includes workshops, herb
walks, hands-on experiences, most of intensive
length. Beginner through advanced classes, profes-
sional CE credits. Ph: 503/236-2220. Website:
<www.trilliumeducation.org>.

September 8-9: Hepatoxicity Assessment for
Botanical Dietary Supplements Workshop.
Four Points Sheraton, Bethesda, MD. "Hepatoxi-
city Assessment for Bortanical Dietary Supple-
ments,” sponsored by the National Center for
Natural Product Research, which is based at the
University of Mississippi School’s Pharmacy. Also
supported by the FDA’s Center for Food Safety
and Applied Nutrition. Focus is on improved
quality and safety of botanical dietary supple-
ments. Contact: Walter Chambliss, Asso. Dir.,
NCNPR, the Cochran Research Center, Univ. of
Mississippi. Ph: 662/915-1005. Fax: 662/915-
1006. E-mail: <wchambli@olemiss.edu>. Website:
<www.olemiss.edu/depts/nenpr>.

September 8-12: XII Congresso [talo Latino
Americano de Etnomedicina. Rio de Janeiro,
Brazil. Sponsored by the Isututo lralo-Latino
Americano (ITLA), Roma Societa Italo-Larti-
noamericano di Etnomedicina, the Universade
Federale do Rio de Janeiro, and the Pestana Rio
Adantica Hotel, this years theme is “Nuno Alvares
Pereira.” Website:
<htep://www.farmacia.ufrj.br/silae>.

September 14-17: CRN 2003 Conference.
Tucson, AZ. Council for Responsible Nutrition
annual conference on dietary supplements.
Network and hear experts in various aspects of the
dietary supplements including science, regulation,
and legislation. Contact: Verna Breland. Ph:
202/204-8001. E-mail: <vbreland@crnusa.org>.
Website: <www.crnusa.org>.

September 16-19: China Association of
Fragrance & Cosmetic Industry Exhibition.
Guang Dong, China. See new cosmetics products
while learning manufacturing and matketing tech-
niques at technical exchanges and lectures. E-mail:
<mail@fnfnet.com>.

September 19-20: 15th Annual Green Nations
Gathering. Iroquois Springs at Camp Sequoia,
Rock Hill, NY. Sponsored by Green Nations, the
finest herbal teachers; alternative health practi-
tioners; food, watet and environmental activists;
and spiritual ecologists will offer workshops,
lectures, and plenary sessions. Ph: 802/293-5996.
E-mail: <greenpam@aol.com>. Website:
<WWW.greennations.orgs.

September 20: 2nd Annual Ginseng Festival.
Carskill, NY. Sponsored by the Cartskill Kiwanis
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Club and the Cornell Co-op Extension, activities
include workshops, lectures, ginseng products,
crafts and refreshments. Ph: 518/622-9820.
September 20-21: Cultivating the Herbal Medi-
cine Woman Within with Kami McBride.
Vacaville, CA. This experiential herbal studies
class is for women studying herbal medicine as a
deepening relationship with the Earth and a way
of life. One weekend a month, September 2003
through April 2004, and provides CEU credits for
nurses. Ph: 707/446-1290. Website: <www.livin-
gawareness.coms.

September 26—October 1: Global Summit on
Medicinal Plants in Mauritius Island. Mauri-
tius. “Recent Trends in Phytomedicine and Other
Alternative Therapies for Human Welfare” confer-
ence will focus on the vital imporrance of medici-
nal plants and other therapies in health care via
programs, plenary lectures, oral and poster presen-
tations, round table discussions. Website:
<www.cenfound.org/global/global.heml>.

September 26—October 5: International
Congress on Traditional and Natural Medicine.
Havana, Cuba. A special U.S. delegation being
organized to attend the conference; the theme is
“All united in pursuit of one goal: a better quality
of life through health.” Includes an exchange of
scientific papers and discussions among experts;
poster exhibits; open debates with participation of
researchers and practitioners; invited papers; and
visits to rescarch centers, universities, hospitals
and clinics. Contact: Rachel Bruhnke, Natural
Medicine Conference, c/o Global Exchange, 2017
Mission Street, Suite #303, San Francisco, CA
94708 Ph: 415/255-7296, ext 354. E-mail: <
rachel@globalexchange.org >, Website:
<hup://www.globalexchange.org/tours/>.

September 27-October 6: Ayahuasca Healing
Retreat. Bahia, Brazil. Ayahuasca ceremonies,
aromatherapy, herbal remedies, full moon sessions
with shamanic drums on the beach, massage and
hydrotherapy, three optional days for Safvia divi-
norum, and excursions. Website: <www.ayahuasca-
healing.net>. E-mail: <silviap@house.com.ar>.
September 27-October 5: BioNat 2003.
Havana, Cuba. Learn how acupuncture and other
alternative therapies have already been integrated
into both the healthcate system and medical
schools in Cuba at this international congress on
natural and traditional medicine. Contact: Ana
Perez. Ph: 415/255-7296. Email: <ana@globalex-
change.org>.

September 28-October 1: Worldnutra 2003.
Las Vegas, NV. Fourth Annual international
conference and exhibition on nutraceuticals and
functional foods. ABC Founder and Executive
Director Mark Blumenthal will be speaking at this
event. Website: <www.worldnutra.com>.
October 1-3: Virgo Publishing’s SupplySide
West. Las Vegas, NV. Share new science or
rescarch with industry professionals at the Venet-
ian Hotel and Sands exhibition center. Contact:
Ted Willis, Virgo Publishing. Ph: 480/990-1101
ext. 1526. Website: <www.supplysideshow.com>.
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October 2—4: 3rd International Symposium on
Natural Drugs. Naples, Italy. Sponsored by the
International Council for Medicinal and Aromatic
Plants, this symposium will focus on botanical,
chemical, and pharmacological aspects of medici-
nal plants, also satellite symposia on cannabis and
cannabinoids, chemical and pharmacological
aspects of propolis and its components, green tea
and cancer, and toxicity of anthraquinone drugs.
Contact: Dr. E Borelli or Dr. N. Milic, Dept. of
Experimental Pharmacology, University of Naples,
Federico 11, Via D. Montesano, 80131 Naples,
ltaly. Ph: 0039 081 67 84 32 436/439. Fax: 0039
081 67 84 03. E-mail: <franborr@unina.it>.
October 9-12: Building Bridges of Integration
for Traditional Chinese Medicine. East Ruther-
ford, NJ. Join Eastern and Western experts for an
unprecedented dialogue about the role of the full
system of traditional Chinese medicine in contem-
porary healthcare at this conference on cancer,
pain, immune system disorders and women’s
health. Contact: Elaine Katen. Ph: 888/TCM-
6909 or 212/274-1079. E-mail: <info@tcmcon-
ference.org>. Website: <www.tcmconference.org>.
October 11: Women’s Wisdom: Herb for Women'’s
Health with Kami McBride. Vacaville, California.
Explore the use of herbal medicine to support opti-
mum health through all the female cycles of life at
the Living Awareness Institute. Ph: 707/446-1290.
Website: <www.livingawareness.com>.

October 13-15: Natural Products Expo Arabia.
Dubai, Saudi Arabia. Organized under the patron-
age of the Ministries of Agriculture and Health,
this conference will include speakers, workshops,
and demonstrations from the natural products
industry. E-mail: <info.np@apexmediafz.com>.
Website: <www.apexmediafz.com>.

October 13-17: The Integration of Comple-
mentary Medicine into Cardiology. Kohala
Coast, HI. Sponsored by the American College of
Cardiology Foundation, this program will put this
emerging area of treatment and investigation into
focus and to enable physicians to provide better
patient care in a meaningful and safe manner. Ph:
800/253-4636, ext. 694. Website: <www.acc.org>.
October 14-15: Industrial Leadership for the
Preservation of Medicinal and Aromatic Plants.
Philadelphia, PA. This symposium will explore
supply, demand, and natural inventory issues
facing the Medicinal and Aromaric Plants indus-
try; lay the foundation for addressing sustainabil-
ity, environmental and human rights issues on an
industry-wide basis; and determine appropriate
models. ABC Founder and Executive Director
Mark Blumenthal will chair ar this symposium.
Website: <www.plantconservation.org/mpwgcon-
ference>.

October 17-19: American Herbalists Guild
Symposium 2003, La Posada de Albuquerque,
New Mexico. 40+ workshops by leading herbal-
ists, CE credits for nurses, pharmacists, acupunc-
wurists, and naturopathic physicians. Preconfer-
ence intensives on Oct. 16. Contact: AHG, 1931
Gaddis Road, Canton, GA 30115. Ph: 770/751-
6021. Fax: 770/751-7472 Email:
<ahgoffice@earthlink.net>. Website: <www.ameri-
canherbalist.com>.

October 17-19: Bioneers Conference. San
Rafael, CA. Local conferences will also be held in
Traverse City, MI; Prescort College, Prescott, AZ;
Toronto, Canada; Caspar, CA; Bloomington, IN;
Houston, TX; Telluride, CA; Bozeman, MT; Fair-
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field, TA; New York, NY; Boulder, CO; and at the
University of New Hampshire. ABC’s Mark
Blumenthal will be speaking at the Houston
conference. This conference is the preeminient
gathering of visionaries with practical solutions for
restoring the Earth. For both general and profes-
sional audiences, this three-day, annual event
equips attendees with models, resources, and
networks to encourage everyone to act as primary
sources in the transformation towards a restorative
future. Website: <www.bioneers.org/ confer-
ence_page/conferencehub.himl>.

October 17-19: West Virginia Herb Associa-
tion’s 2003 Fall Conference. Jackson's Mill, WV.
“Wisdom from the Herb Garden: An Introduc-
tion and Beyond” conference features workshops,
presentation by James A. Duke. Ph:304/269-
7681. Website: <www.wvherb.org>.

October 20-24: International Conference on
Traditional, Alternative, and Complementary
Medicines. Quito, Ecuador. Conceptual founda-
tions of traditional medicines, natural resources
and health, health legislation, internarional health
policies related to CAM, and diagnostic therapeu-
tic discoveries. Ph: (593-2) 258-7128. Fax: (593-
2) 240-9698. Website: <www.convenciones-
quito.org>.

October 20-25: Clinical Herbal Medicine
Training for Healthcare Professionals. Ashland,
OR Intensive experiential training in case-taking,
physical examination techniques, differential

symptom analysis, case follow-up, formulating,
prescribing and dispensing. Also assessing disease
processes from a wholistic perspective, mareria
medica, case studies of natural therapies with
cancer and other chronic illnesses. Conract:
Andrea Luchese at Centre for Natural Healing,
300 N. Pioneer Street, Ashland, OR 97520. Ph:
541/488-3133. Fax 541/488-6949. E-mail:
<cnhwest@centrehealing.com>. Website:
<www.centrehealing.com>.

October 24-25: International Conference on
Safety Evaluation of Complementary and Alter-
native Medicine. Empoli, ltaly. Key themes
include acupuncture, herbal medicine. homeopa-
thy, vertebral manipulations, and other CAM
therapies. Website: <www.naturamedica.ner>.
November 2-6: IFEAT International Confer-
ence 2003. Sydney, Australia. This conference will
focus on the production and marketing of essen-
tial oils and aroma chemicals in Australia and New
Zealand. Website: <www.ifeat.org>.

November 5-8: Second International Congress
on Tibetan Medicine: From Tradition to
Evidence-Research and Practical Applications.
Washington DC. This conference will focus on
recent developments. findings, and emerging
themes that directly affect the application and
practice of Tibetan medicine in the West. One kev
track of the meeting will address issues of sustain-
ability of medicinal plants in the Himalayan
Region and South Asia. Ph: 866/547-3309.

Website: <http://www.tibermedicine.org/>.
November 10-15: First Annual Agarwood
Conference. Ho Chi Minh City, Viet Nam.
Aguilaria trees have been harvested to near extine-
tion throughout Asia: this forum will present,
explore, and discuss current Agarwood research
and practices including formation. trade. legal
frameworks and more. Contact: Agarwood
Conference Coordinator, The Rainforest Project
Viet Nam, 71 Lam San, Tan Binh District, Ho
Chi Minh  City,  Vietnam. E-mail:
<conference@agarwood.org.vn>. Websire:
<www.agarwood.org.vn>.

November 13-17: American Association of
Oriental Medicine 2003 International Confer-
ence and Exposition. Orlando, FL. This year's
theme is “Oriental Medicine: A New Era in Medi-
cine, A New Hope for Humanity.” Ph: 301/941-

1064. E-mail: <info@aaom.org>. Website:
<WWW.220M.0rg>.
November 27-30: International Ginseng

Conference: The Globalization of Ginseng.
Melbourne, Australia. Organized by the Australian
Ginseng Growers Association. Includes trade and
poster displays, technical program. and post
conference tours. Conract: Conference Secretary,
[IGC 2003, PO Box 250, Gembrook, Victoria
3783, Australia. Ph:+ 61 3 5968 1877. Fax: +61 3
5968 1119. E-mail: <agga@nex.net.au>.

In department of HerbalGram, we list resources such as publications, organizations, seminars, and nerworking for our readers.
A listing in this section does nort constitute any endorsement or approval by HerbalGram, ABC, or its Advisory Board.

Recent papers on plant toxicity. Jean Bruneton’s
website contz  references on the main papers
dealing with piant rtoxicity, adverse effects of
herbal drugs, etc. that have been published since
2000. Website: <htep://ead.univ-
angers.fr/-pharma/bruneton/>.

Libraries announce digital versions of classic
texts. The Missouri Botanical Garden Library has
digitized William Woodville’s classic Medical
Botany, published 1790-1793. The text contains
“systematic and general descriptions, with plates,
of all the medicinal plants, indigenous and exotic,
comprehended in the catalogues of the materia
medica,” and is “accompanied with a circumstan-
tal derail of their medicinal effects, and of the
diseases in which they have been most successfully
employed.” The Southwest School of Herbal
Medicine also has some classics available as down-
loads at their website. University of Missouri’s
Woodville Website: <hetp://ridgwaydb.
mobot.org/mobot/rarebooks/title.asprelation=Q
K91C7431790V1>. Southwest School of Herbal
Medicine’s classic texts website:
<www.swsbm.com/ManualsOther/ManOther.
html>.

OTA Newsletter available in PDF format. The
Organic Trade Association’s newsletter, Whars
News in Organic, is now available in PDF form on
OTA's web site. <www.ota.com>.
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Organic Farming Research Foundation
announces new grant application deadlines. The
foundation, which has disbursed nearly $1.2
million in organic research grants since 1990, will
accept grant applications by July 15 and Decem-
ber 15 of each year. Contact: Jane Sooby. Ph: 831-
426-6606. E-mail: <jane@ofrf.org>.

State and Federal Clinical Trial Requirements
are in a new online database. Published by
Thompson Publishing Group, ClinLaw is a serv-
ice to protect clinical trials from ever-changing
state requirements and makes it fast and easy o
find the clinical trial requirements to ensure clini-
cal trials are fully compliant. Visit the ClinLaw
website for a free trial. Website: <htp://maili-
want.com/links.jsp?linkid=36818&subid=249968
&campid=7188>.

New Medical Marijuana Website. Sponsored by
the Drug Policy Alliance, the legal section of the
site contains texts of laws of various jurisdictions
which permit medical marijuana, court decisions
addressing medical marijuana issues, legal briefs
from important medical marijuana cases, and
sworn testimony of patients and physicians. The
medical section provides information abour the
historical uses of medical marijuana, leading scien-
tific studies and research abour medical marijuana,
medical conditions for which cannabis is helpful,
issues associated with Marinol, alternative delivery
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methods for THC and cannabinoids. and view-
points of key medical associations. Website:
<htp://www.drugpolicy.org/marijuana/medical/c
hallenges/litigators/>.

The Plant Press is the quarterly newsletter from
the Smithsonian Institution’s Department of
Systematic Biology - Botany and the U.S.
National Herbarium. Articles cover staff research
and travel, visitors. new publications. and plant
conservation highlights, in-depth insight in the
world of botany, and artwork from resident artist
Alice Tangerini. Website:
<htep://www.nmnh.si.edu/botany/plantpress/plan
tpress.html>.

Biostar Nutraceuticals Educational Resource.
The Nutrient Network Library (NNL) was estab-
lished to expedite the development of better health
products and has become a source for nutriceuti-
cal scientists who want to educate and promote
good nutrition and health throughout the world.
The NNL features scientific information and real-
time research is available to anyone wanting to
learn how they can improve their health through
proper nutrition or for companies wishing to
develop effective products supported by solid
science. Website: <www.nutrientlibrary.com>.
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