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New AER Bill for Supplements and OTC DRUGS

he maturation of the modern herb and dietary supplement (DS) movement is evidenced

I by the introduction in June of a bill in the United States Senate, the Dietary Supplement

and Nonprescription Drug Consumer Protection Act (S. 3546). The new bill, if passed

into law, would require manufacturers of DS and nonprescription (over-the-counter, OTC)

drugs to include contact information on their products’ labels for consumers to use in reporting

serious adverse events (AEs). Also, companies would be required to report all serious adverse event
reports (AERs) to the Food and Drug Administration (FIDA) within 15 days.

The bill’s terms also provide that any AERs submitted to the FDA
would not be construed as an admission of liability that a company’s prod-
uct caused or contributed to the reported event. The bill also provides for
protection of the identity of individuals reporting adverse events.

Support of the bill comes from both sides of the aisle and both sides
of the dietary supplement debate: Senators Orrin Hatch (R-UT), Tom
Harkin (D-IA), Dick Durbin (D-IL), Ted Kennedy (D-MA), and Mike
Enzi (R-WY), Chairman of the Senate HELP committee.

It appears that most of the DS industry has lined up in support of the
bill, as has the Consumer Healthcare Products Association, the organi-
zation representing the OTC industry, as well as the Center for Science

in the Public Interest, a large consumer group that has historically taken adversarial positions
against the DS industry.

One key industry figure, Loren Israelsen, founder and executive director of the Utah-based
United Natural Products Alliance and one of the primary architects of the Dietary Supple-
ment Health and Education Act of 1994, summed up his group’s position: “We believe dietary
supplements are exceptionally safe products and that chis legislation will in future years
confirm this fact. We also recognize that should a safety problem arise, we as an industry have
a responsibility to quickly identify and resolve such situations and to do so in cooperation with
FDA in those cases where the adverse event is serious.” He also noted that, “It will also be
incumbent on FDA to administer this legislation in such a way that all parties have full confi-
dence that the intent and spirit of this bill is fully respected, which is to work with industry to
resolve serious adverse events reports, rare as they may be, quickly and judiciously.”

Past concerns voiced by critics of the DS industry were that the industry was being either irre-
sponsible by not reporting serious AERs or it was perceived that the industry was not adequately
regulated by virtue of its not having to report AERs. The makers of OTC drugs have not had
such a requirement, so it was a good move politically, and a reasonable proposal, to include seri-
ous AERs for OTC drugs in this bill. It helps to level the playing field for all consumer-selected
health products (prescription drugs have had this responsibility for many years).

The genesis of this new bill goes back several years to the public debate on the safety of
the controversial herb ephedra (Ephedra sinica), when media and legislators were highly
vocal about their criticisms that the DS industry was not required to report AERs related to
the controversial herb. This issue was particularly exacerbated after revelations that a major
ephedra supplement manufacturer, Metabolife International, had withheld from the FDA the
thousands of reports from consumers (the company called them mere “incident reports,” but
they were perceived as potentially adverse by regulator critics and the media); eventually a
much smaller number of reports were deemed “serious.”

If this bill becomes law, the major challenge will be setting up a reporting system for serious
AERs—one properly designed to ensure adequate and accurate collection of information with
the ability to determine potential associations between the events and the dietary supplement
ingredients or the OTC drugs.

As Prof. Rick Kingston and I wrote in our HerbalGram 60 article on the deficiencies of the
American Association of Poison Control Centers Toxic Event Surveillance System, “Collection
of spontaneously reported botanical AERs in a systematic and consistent manner is a vital part
of product stewardship and safety assurance. Defining and monitoring the safety of dietary
supplements is a dynamic process, and cooperation among multiple stakeholders using reliable
methods of surveillance and analyzing collected data in proper context will aid in this process.”
[For more information, see the July issue of HerbalEGram at www.herbalgram.org.] HG
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John Weeks Writes Integrator Blog News and Reports

and traditional medicine modalities. The inclusion of these complementary and alternative medicine (CAM) modalities into

T he herbal medicine movement is part of a much larger social trend in self-care and healthcare that includes many other natural

standard practice or conventional medicine has become known as Integrative Medicine, a term originally coined by noted

author and spokesperson Andrew Weil, MD.

One of the key people involved in
moving the integration process forward
has been John Weeks, an advocate and
catalyst for increased communication and
collaboration among various individuals
and organizations involved in CAM. His
former publication, Integrator for the Busi-
ness of Alternative Medicine, was viewed
by many as the journal of record for the
emerging field of integration. After several
years of sabbatical with his family in
Costa Rica, Weeks is back in the United
States and has re-entered the CAM dialog,
this time with a web log (blog).

“The Integrator Blog News and Reports”
is a new online newsletter (www.thein-
tegratorblog.com) and discussion forum
which focuses on building the community
of interests among all who are involved in

the fields of integrative medicine, CAM,

and natural products. Among the contents
of the premier issue, for example, are
articles and comments on the following:
efforts to reform the chiropractic profes-
sion, the Bravewell Collaborative-backed
PBS show The New Medicine, two new
professional training programs, an inter-
view with the chair of the Consortium of
Academic Health Centers for Integrative
Medicine, an initiative to explore CAM
in reducing health disparities, and the
multi-disciplinary traditional and alcer-
native medicine practitioners’ project to
develop a proposed new strategy for regu-
lating herbs as “traditional medicines”
in the United States (i.e., the Traditional
Medicines Congress).

Weeks is no stranger to the herb commu-
nity. While serving as a vice president at
Bastyr University in the late 1980s, Weeks
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was involved with the early maturation
of the American Herbal Products Asso-
ciation, serving on its board for a period.
From the 1990s until 2002, he was a
writer, organizer, consultant, and speaker
on the business of integration, engaged in
diverse projects that informed his report-
ing and commentary.

Weeks writes in his blog: “In default
mode, most of us focus on the particu-
lar challenges of our own disciplines or
stakeholder groups. We return to the
known. Integration, by nature, asks us to
open our peripheral visions. We are served
to look at the whole of the field. We need
to develop new fascia, new connectiv-
ity. Opportunities crop up in new places.
These News and Reports are meant to be
a kind of one-stop shopping to help you in
your efforts to enhance integrated care in
the environment you serve.”

The Integrator Blog also includes forums
and a poll. Weeks said he plans to “work
with our networks to bring as many of the
leaders in the field to the site as possible
o stimulate the cross-pollination of ideas
and action.”

Weeks acknowledges that the most read
section of the site to date is his brief
report on his 3-year (2002-2005) work-
ing sabbatical with his family in Central
America. He started The Integrator Blog
upon his return. (It wasn’t all sabbati-
cal. From home offices in Monteverde,
Costa Rica, then Granada, Nicaragua, he
directed the National Education Dialogue
to Advance Integrated Health Care:
Creating Common Ground, an initiative
which involves educators from 12 disci-
plines.) Other useful resources on the site
are back-issues of Weeks’ electronic News
Files, 2 reports on Integrative Medicine
Industry Leadership Summits, a prog-
ress report from the National Educa-
tion Dialogue, and papers he was asked
to write on coverage issues by the White
House Commission on CAM Policy and
the National Institutes of Health. The
News and Reports are offered for free,
although Weeks asks readers to consider a
voluntary subscription. HG
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NAPRALERT Herbal Database Available on Internet

cine and related subjects now have access to one of the best research tools available. The University of Illinois at Chicago

Researchers, clinicians, journalists, and others wishing to access extensive scientific and clinical literature about herbal medi-

UIC) has announced the availability of its highly respected NAPRALERT database on the Internet effective April 26, 2006.

The site is available at www.napralert.org,

NAPRALERT, the world’s largest database on herbs and
medicinal plant research, contains informartion from over 200,000
published studies in the field of natural products, covering numer-
ous related scientific disciplines. These papers represent research
on plants and animals from all countries of the world, including
marine organisms, plus the geographic origin from where they
were obtained.

The name NAPRALERT is an acronym for “Natural Products
Alert” The original intention of the darabase was to compile a
collection of the world’s scientific literature on natural products
used for health purposes and the development of new medica-
tions. Most, but not all, of the natural products included in
the database are herbs and botanically-derived ingredients and
phytochemicals.

According to Professor Norman R. Farnsworth, PhD, Research
Professor of Pharmacognosy and Senior University Scholar at
UIC, “NAPRALERT is a relational darabase of all natural prod-
ucts, including a wide range of research on ethnomedical infor-
mation, and pharmacological and biochemical information of
extracts of animal and plant organisms. The research includes
in vitro (experimental laboratory) studies, in vivo (animal stud-
ies), human case reports and non-clinical trials related to human
use, and controlled and uncontrolled human clinical trials. Simi-
lar information is available for secondary metabolites [natu-
rally occurring chemicals in plants and animals] from natural
sources.”

In 1975 Professor Farnsworth and his colleagues at UIC began
a systematic search of the scientific and clinical literature by
examining every journal pertinent to natural products in the UIC
Health Science Library. Years later they began viewing the table
of contents of a large number of journals from the Internet on a
regular (monthly) basis. These journals were selected from a list
of journals that historically the UIC researchers knew contained
pertinent data for the NAPRALERT system. In addition, rele-
vant sections of Chemical Abstracts, particularly the Biochemistry
Section, were examined for articles not found in the UIC Library
sources and original articles were obtained via interlibrary loans.

Professor Farnsworth added, “We are fortunate also to have many
foreign journals in which articles are rarely found through the
usually accessible natural produce scientific licerature sources.”

According to Farnsworth, NAPRALERT’s coverage of the
literature is comprehensive from at least 1975 through and includ-
ing 2003. Due to budget restrictions, the researchers were able
to include only about 15% of the relevant botanical and natural
product literature from 2004 and 2005. Articles are currently
being collected, and it is hoped that they eventually will be
included in the revised database.

“This is a real bonus to the herb research community,” said
Mark Blumenthal, Founder and Executive Director of the Amer-
ican Botanical Council. “For many years, we have relied on
the NAPRALERT database for many of our research needs. It

has been a unique and most valuable educational and research
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resource, often pointing us to papers that were not available
anywhere else. Now that NAPRALERT is available on the Inter-
net, the world of medicinal plant research just became bigger and
easier.

During the past 30 years, NAPRALERT’s primary clients have
been universities, the Food and Drug Administration, the World
Health Organization, foreign governments, and other research
and educational institutions. The new Internet accessibility will
allow individuals enhanced access to the data in the unique data-
base.

About 25% of the NAPRALERT database is derived from
abstracts (short summaries of research) and 75% from original
articles. In the past, the UIC researchers have had the occasion
to acquire complete literature on abour 250 genera of plants and
these data appear in NAPRALERT. The earliest papers date as far
back as the late 1800s.

NAPRALERT’s coverage of the scientific literature is extremely
comprehensive, especially in the following areas of research:

* Clinical studies of natural products (including safety)

* Natural products that affect sugar metabolism

* Natural products that affect mammalian reproduction

* Extracts and compounds that affect cancer growth

* Natural products and antiviral (including HIV/AIDS)

activity

* Natural products and antitubercular activity

* Narural products and tropical diseases

* Ethnomedical information on more than 20,000 species of

plants

* Metabolism and pharmacokinetics

* Natural products that affect plant growth

* Biosynthesis of natural products

* Review articles on organisms at the genus and/or species

levels and reviews of secondary metabolites (citations only)

* Chemoprevention (cancer prevention) with natural products

* Natural insecticides

* Anti-inflammatory activity of natural products

* Analgesic activity of natural products

The UIC notes that when a visitor to the NAPRALERT site
is seeking information on biological activity categories, there are
many closely related biological targets that mighe relate to a single
endpoint. If visitors cannot retrieve biological data on an activ-
ity that they desire, they are urged to contact the NAPRALERT
team by e-mail (ushab@uic.edu), and someone will attempt to
provide assistance.

Free sample searches are available on the NAPRALERT site on
the Internet to show the types of information available. HG
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NCCAM Funds New African and Chinese Herbal Research Programs

he National Center for Complementary and Alternative Medicine (NCCAM) of the National Institutes of Health (NIH) has
announced the funding of 3 new Centers of Excellence and 2 International Centers for the study of traditional herbal medi-
cines and other forms of complementary and alternative medicine (CAM).

Both traditional African and Chinese
herbal medicines, particularly traditional
herbal combinations, will be included
in the research being funded in the new
centers. Other modalities include acupunc-
ture and a type of energy medicine (milli-
meter wave therapy).

According to an NCCAM press release
dated October 14, 2005, with these new
awards “NCCAM continues to enhance
CAM research capacity by funding centers
at leading US institutions and by estab-
lishing new global partnerships.”!

Stephen E. Straus, MD, NCCAM
director, stated, “We are excited by the
addition of these centers to our research
program and the unique collaborations and
approaches they bring to studies of CAM
practices. All 5 centers will strengthen our
research portfolio for major health prob-
lems—HIV/AIDS, arthritis, asthma, and
pain. Plus, the new international centers
will conduct basic and clinical studies
of promising CAM interventions drawn
from traditional medicine indigenous to
the locations of international partners.”!

According  to  Chris  Thomsen,
NCCAM’s director of communications,
the funding of these new centers also
reflects the recent implementation of
NCCAM’s 2005-2009 Strategic Plan,
“Expanding Horizons of Health Care”
(e-mail, October 16, 2005). The larg-
est set of goals and objectives in the new
plan (available online at www.nccam.
nih.gov/about/plans/2005/) regards the
organization’s investment in research.?
“These centers and their activities will
directly address our goals for interna-
tional health research,” Thomsen wrote.
International Health Research is one of 8
areas of research explained in the strate-
gic plan. Other key areas of the strategic
plan include training CAM investigators,
expanding outreach, and advancing the
organization.

US Centers of Excellence for
Research on CAM

The 3 new Centers of Excellence provide
5 years of financial support for experienced
researchers at some of the leading universi-

ties in the United States. NCCAM states
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that these researchers apply “cutting-edge
technologies” to identify the potential
benefits and underlying mechanisms of
CAM practices. The 3 new centers are

described below.

1. Center for Arthritis and Traditional
Chinese Medicine

First-year  funding:  $1,197,651
Principal Investigator: Brian Berman, MD
Institution: University of Maryland, Balti-
more, MD

This center will study traditional

Chinese medicine (TCM) approaches
(i.e., acupuncture and herbs) for the treat-
ment of arthritis. Researchers will conduct
a clinical trial of the 1l-herb Chinese
formula Huo-Luo-Xiao-Ling Dan (known
as HLXL) for osteoarthritis of the knee,
as well as assess acupuncrure’s effect on
inflammatory pain in an animal model,
and study the efficacy of HLXL in an
animal model of autoimmune arthritis.
The herbal components of HLXL are
shown in Table 1. HLXL was developed
by David Lee, PhD, of Harvard Univer-
sity as a modified version of another
TCM formula, used primarily to treat
Bi Syndrome (a syndrome that overlaps
with the Western diagnosis of arthritis
and inflammation) (M. Bahr-Robertson
e-mail to C. Cavaliere, December 14,
2005).

2. Center for Chinese Herbal Therapy

First-year  funding: $1,144,274
Principal Investigator: Xiu-Min Li, MD
Institution: Mount Sinai School of Medi-
cine, New York, NY

Center researchers will investigate a
3-herb Chinese formula, known as
antiasthma herbal medicine interven-

tion (ASHMI), as a therapy for allergic

Table 1: Chinese Herbs in the HLXL Formula (Huo-Luo-Xiao-Ling Dan)
Chinese (Pinyin) Name Latin Name & Authority* Family
Ruxiang Boswellia carterii Birdw. Burseraceae
Qianghuo Notopterygium incisumTing | Apiaceae
ex H.T. Chang
Danggui Angelica sinensis (Oliv.) Diels. | Apiaceae
Baishao Paeonia lactiflora Pall. Paeoniaceae
Gancao Glycyrrhiza uralensis Fisch. Fabaceae
Yanhusuo Corydalis yanhusuo W.T. Papaveraceae
Wang
Danshen Salvia miltiorrhiza Bge. Lamiaceae
Chuanxiong Ligusticum chuanxiong SH. | Apiaceae
Qiu
Qinjiao Gentiana macrophylla Pall. Gentianaceae
Guizhi Cinnamomum cassia Presl. Lauraceae
Duhuo Angelica pubescens Maxim. | Apiaceae
*The Latin name for Chinese herbs is sometimes based on the presumed genus and species used. It is a frequent
practice in traditional Chinese medicine to substitute another herb for one that is commonly used, the substitute
herb having the same “energetic properties”as the herb for which it is being substituted.
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Special Extract of Traditional African Herb Pelargonium Treats Bronchitis

in Clinical Trial

Reviewed: Chuchalin AG, Berman B, Lehmacher W. Treatment of acute bronchitis in adults with a Pelargonium sidoides prepara-
ion (EPs 7630): a randomized, double-blind, placebo controlled trial. Explore! November 2005;1(6):437-445.

Acute bronchitis is a common upper
respiratory tract infection caused primarily
by the respiratory syncytial virus (RSV),
but also by the coxsackie, influenza, para-
influenza, and ECHO viruses or adeno-
viruses. Conventional medical treatment
is aimed primarily at reducing symp-
toms. Treatment with antibiotics does
not substantially decrease the duration
of the illness; however 70% of the cases
of acute bronchitis continue to be treated
in conventional medicine by prescribing
antibiotics. This clinical trial evaluated
the potential of an herbal medicinal prep-
aration made of the roots
of Pelargonium sidoides DC,
Geraniaceae for the treat-
ment of acute bronchitis. 7.
sidoides is an herb used tradi-
tionally in South Africa for
its ability to trear various
symptoms of upper respira-
tory tract infections.

This randomized, double-
blind, placebo controlled
clinical trial was conducted
in Russia at 6 urban primary
care outpatient clinics.
Included in the study were
124 subjects (37 men, 87
women, mean age approxi-
mately 36 years) diagnosed
with acute bronchitis and
a Bronchitis Severity Score
(BSS) > 5, and duration of
symptoms of < 48 hours. The
BSS is a 5-point scale that scores bron-
chitis symptoms, namely cough, sputum,
rales/rhonchi (a crackling sound during
respiration related to congestion in the
bronchi), chest pain during coughing, and
dyspnea (difficult breaching).

Symptoms were assessed through inter-
views with the subjects, in which a score
of 0 = the absence of symptoms, 1 = mild
symptoms, 2 = moderate, 3 = severe,
and 4 = very severe symptoms. Excluded
from the study were people who should
be receiving antibiotics (e.g., those with
suspected pneumonia), people who had
been treated with antibiotics within 4
weeks of the study, people with aller-
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gic bronchial asthma, tendency to bleed,
hypersensitivity or possible hypersensitiv-
ity to the medication, severe heart, renal,
liver disease, and those on other medica-
tions that might impair the validity of the
study results (e.g., antibiotics).

The primary outcome measure was the
change in BSS compared to placebo. The
secondary outcomes measured were BSS
less than 5 at the conclusion of the study,
a decrease of BSS > 5 points compared
to baseline, consumption of paracetamol
(aka acetaminophen, a non-prescription
analgesic), change in individual subjects’

Pelargonium sidoides Photo ©2006 Martin Fletcher, wwwv.californiagardens.com.

symptoms of BSS, and the results of
the SF-12 Health Survey and EQ-5D
quality of life questionnaires. An addi-
tional outcome measure was the Integra-
tive Medicine Qutcome Scale (IMOS),
which is a 5-point scale that rates whether
a subject has achieved “complete recov-
ery,” “major improvement,” “slight to
moderate improvement,” “no change,” or
“deterioration.” Subject satisfaction with
the treatment was also assessed by using
the Integrative Medicine Patient Satisfac-
tion Scale (IMPSS), a 5-point scale with
the ratings of “very satisfied,” “satisfied,”
“neutral,” “dissatisfied,” and “very dissat-
isfied.” Adverse events were recorded to
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determine their frequency, nature, and
severity using a 4-point rating scale.

Subjects in the EPs 7630 group were
prescribed a proprietary extract of P. sidoi-
des, EPs 7630 (Dr. Willmar Schwabe
GmbH & Co., Karlsruhe, Germany; a
corresponding product is marketed in
the US as Umcka® ColdCare by Nature’s
Way, Springyville, UT ). The dosage was
45 mL (30 drops) 3 times daily 30
minutes before or after meals for 7 days,
or a matching placebo. (EPs 7630 is an
ethanolic extract of the root of P. sidoides
with a drug-extract ratio of 8-10:1. The

commercial product is

a solution, consisting of

80% EPs 7630 and 20%

glycerol.)

BSS  significantly
decreased from 7.2 2
3.1 points in the EPs
7630 group compared
o 4.9 £ 2.7 points in
the placebo group (P <
0.0001). This showed
“a highly significant
superiority of EPs 7630
compared with placebo
on day seven.” Clinical
superiority of EPs 7630
was detected as carly
as 3 days, with a mean
BSS at that time of 4.4
+ 2.2 for the EPs 7630
group compared to 6.2

+ 2.5 points in the placebo
group from baseline to day 7 of treatment
(P < 0.0001).

The results showed benefits in the EPs
7630 group based on several measure-
ments. BSS of less than 5 points was
noted in 61 of 64 subjects (95.3%) in the
EPs 7630 group compared to 35 of 60
subjects (58.3%) in the placebo group (P
< 0.0001). Similarly, a decrease in BSS
of at least 5 points occurred in 58 of 64
subjects (90.6%) in the EPs 7630 group
compared to 31 of 60 subjects (51.7%) in
the placebo group from baseline to day 7
of treatment (P < 0.0001). These 2 crite-
ria defined “rapid recovery,” which was
detected in 58 of 64 subjects (90.6%) in
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Traditional Classification and Utilization of
Natural Products in Tibetan Materia Medica

by Alessandro Boesi, PhD, and Francesca Cardi, PhD

The Project

everal studies on Tibetan civilization have been carried out up to now, yet some
aspects of Tibetan traditional knowledge are still not well-known, such as the way
local people conceive the environment, plants, and animals, and the way of prac-
ticing Tibetan medicine and exploiting medicinal substances. Previous research on
Tibetan medicine has mainly provided information on theoretical aspects. Only recently
have some scholars started to document the ongoing transformations of this science.l-2:3:4.5
Between 1998 and 2004, a research project on Tibetan ethnobiology and
eia of traditional medicine was carried out by the authors in the
of a doctoral program in Biological Anthropology. The aim
1e research was to study plant conception, classification, and
ploitation among Tibetan populations, as well as to assess the
Tibetan materia medica and medical practice, from the gather-
ing of medicinal substances to the processing and administra-
tion of medicaments. Particular attention has been given to
the evaluation of the knowledge of traditional doctors and to
the contemporary evolutions of medical activities in Tibetan
regions.

This study is interdisciplinary, involving several speciali-
ties such as anthropology, botany, ethnobotany, and tibet-
ology. To obtain exhaustive information, the fieldwork was
carried out for a period of 16 months in collaboration with

traditional doctors of different educational levels who were
located in different Tibetan regions: east Tibet (Litang County,
ichuan, China), Ladakh (India), and different areas of Nepal
rorpatan and Baragaon). The following anthropological meth-
ere the most commonly used during the investigation: partici-
rvation, open-ended conversations, and to a lesser extent, semi-
A medicament formula structured interviews.

before the crushing, Dhor- Excerpts of classical texts of Tibetan medicine®78 and of some traditional and
patan Tibetan settlement d k £ Tib teri Aicad10 lated nalvz dicinal plan
(Central Nepal), June 1998, modern treatises of Tibetan materia medica®10 were translated to analyze medicinal plant
Photo 2006 ©Alessandro conception, classification, and identification systems. Comparisons with the field data were
Boesi. made. Plant and mineral specimens (approximately 350) were gathered and identified,
their traditional classification and use documented. Medicinal plants were deposited at the
Herbarium of the Muséum National d’Histoire Naturelle de Paris, France, and mineral

samples were deposited at the Museo di Storia Naturale di Milano, Italy.

38 | HerbalGram 71 2006 www_herbalgram.org






Although practitioners employ
the same Tibetan classical and
modern texts devoted to theory
and practice, Tibetan medicine
is a complex and heterogeneous
system of thought whose
presentation and practice is not
standardized and uniform.
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probably between the 8ch and the 12¢h centuries, in a text
composed of 4 volumes, The Four Tantras (Gyushi, rGyud
bzhi),6 nowadays still the fundamental reference for all
students and practitioners of Tibetan medicine along with
its famous commentary The Blue Beryl (Vaidurya sngon
o), produced in the 17th century by the Regent Sangye
Gyatso (1653-1705).13 Tibetan medicine is currently
practiced in several forms such as private clinics, medical
institutes, and dispensaries. It is taught at medical schools
or transmitted by masters through a lineage of disciples
and family lineages.

It is worth noting that, although practitioners employ
the same Tibetan classical and modern texts devoted to
theory and practice, Tibetan
medicine is a complex and
heterogeneous system  of
thought whose presentation
and practice is not standard-
ized and uniform. Our field-
work has shown that the way
to practice this medical tradi-
tion is subject to variations
according to several factors,
e.g., environmental condi-
tions, family medical line-
ages, local traditions, medical
schools, medical centers, the influence of religious insti-
tutions, and foreign influences both from other medical
traditions and from modern western medicine.

Tibetan Materia Medica

According to the Tibetan “science of healing,” sowa
rigpa (gso ba rig pa), medicinal substances, along with
diet, behavioral rules, and external treatments, represent a
means to eliminate sickness and re-establish the humoral
balance of the body. In Tibetan medicine, most medici-
nal agents are not used separately, but are mixed and
processed into complex medicines. Ingredients are chosen
according to their individual therapeutic properties and
to their capacity of performing a coordinate and syner-
getic action.

Tibetan materia medica, influenced mainly by Ayurveda
after the translation of several treatises of Indian origin,
has been enriched and modified during the centuries
according to the needs of the Tibetan population and has
been adapted to local environmental conditions. Even
during the present time, in relation to recent transforma-
tions of the society and environmental changes, the mate-
ria medica is evolving.14

The most important traditional pharmacopeias
employed today are the Crystal Block (Shel gong) and the
complementary text of it, the Crystal Rosary (Shel phreng),8
both written in the first half of the 18th century. The
general texts of Tibetan medicine, The Four Tantras and
The Blue Beryl, also have a section devoted to describing
the potency (nus pa) of medicinal substances. Alchough
the above texts usually play a basic role in the education
of doctors, our research has shown that oral information
is crucial, in particular as far as practical activities and the
use of medicinal substances are concerned.

Medicinal substances, man dza (sman rdzas), include
drugs of plant, mineral, and animal origin. They are
gathered directly on the Tibetan plateau or are imported
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from the lower regions of India, Nepal, and China.
Several medicinal plants grow in tropical and sub-tropi-
cal regions. Nowadays, these substances are available on
local markets. The gathering of plants may be influenced
by their availability and other factors, and practitioners
organize them according to specific rules and timings.
Medicinal substances may be classified on the basis of
different criteria, e.g., their “hot” or “cold” properties,
other therapeutic properties, as well as morphological,
biological, and environmental features. One of the most
common classifications of the materia medica reported
by the informants (and also described in medical texts)
points out the 9 categories shown in Table 1.

Medicinal substances may be assembled according to
various criteria. The category of the woody medicines is
worked out on the basis of the presence of woody organs.
The categories of herbaceous medicines and medicines
of the plains are worked out on the basis of several crite-
ria: morphological, biological, and environmental. A
single criterion, the healing properties of the medicines,
is employed for the category of essence medicines. We
emphasize that regarding the category of precious medi-
cines, its construction is also inspired by religious beliefs.

Medicinal substances are commonly named according
to Tibetan standard designations that are also reported
in written sources, but practitioners may use regional
names and synonyms. Several substances are designated
with names of Sanskrit origin, in particular the ones
imported from India and Nepal, which are also employed
in Ayurvedic medicine.

Categories of Tibetan Materia Medica

Precious medicines include precious and semiprecious
stones, such as emerald, diamond, and lapis lazuli;
metals (gold, silver, iron); and mineral substances of
animal origin such as coral, pearls, and conches. These
substances are considered doubly precious according to
their economic value and to their symbolic and religious
importance, since Buddhism and medicine are inter-
related. Although Tibetan doctors affirm that every
element of the materia medica is equally important in
the preparation of remedies, this category of medicines is
generally considered to be very powerful. In fact, a type
of medicament named Precious Pill, the therapeutic effect
of which is particularly renowned, is mainly composed
of substances that are included in this special category.

Table 1: Categories of Tibetan Materia Medica

Medicinal Substances Tibetan Names

precious medicines rin po che’i sman

stone medicines rdo’i sman
earth medicines (soils) sa’i sman
salt medicines tshwa sman
essence medicines rtsi sman
woody medicines shing sman
medicines of the plains thang sman
herbaceous medicines sngo sman

medicines coming from living
beings

srog chags sman
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Identification is complete only
when specific features evaluated
for each plant correspond to the
ones known by the doctor, on

the basis of his/her experience
and education, and to the ones
described in the treatises of
Tibetan materia medica. Only then
can the plant be gathered and
employed in medicine.
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The last category reported by the informants is the one
of medicinal substances coming from living beings. It
includes substances that belong to the animal kingdom.
Hence, the medicinal substances previously described,
plants included, are not considered as living beings.
Tibetans regard as living beings only the substances that
have a conscious principle (sems).

Drugs are listed by anatom-
ical parts and organs and
are divided into numerous
sub-groups such as horns,
eyes, tongues, teeth, hearts,
and lungs. Some insects and
other small invertebrates may
be included in another sub-
group. The same living being
may be repeatedly listed
according to its different
anatomical parts; for exam-
ple, the stag, which appears
both in the horn and in the
blood sections. Although
many substances of animal
origin are included in the materia medica, Tibetan doctors
do not frequently use them. Some possible reasons are
their rarity, high cost, and the recent promulgation of
regulations protecting the fauna.

The Identification of Medicinal Plants

wing to the great extension of the area over which

Tibetan medicine is practiced, the materia medica
shows differences according to the region, climate and
vegetation, local traditions, the activities of medical
institutes, and foreign influences. All these factors may
influence plant identification. Hence, different plants
(i.e., from different genera and species from the botani-
cal perspective) may be designated by the same Tibetan
name.

The ability to accurately identify medicinal plants can
be acquired only after several years of study and practice
with the guidance of a learned master. It involves not
only the identification of plants from their morphologi-
cal features and the recognition of the subtle differences
between plant varieties, but also the ability of evaluating
their therapeutic properties through the analysis of vari-
ous plant and environmental features.

Two systems may be distinguished in the identification
process employed by Tibetan practitioners: “prototypical”
and “componential-conceptual.”15:16 The former allows
the practitioner to recognize the plant and to attribute
a name to it after the observation of its general features,
employing an ideal model, which evokes and supports
the botanical nomenclature. The latter is based on the
evaluation of the presence of one or several characteristics,
which represent the necessary condition to recognize the
plant. Thus, this identification process implies the atten-
tive analysis of specific features of the plant.

Many Tibetan doctors examine the general aspect of a
plant without considering its minute features, and recog-
nize it almost instantaneously, as in the case of rechagpa
(re lcag pa, Stellera chamaejasme L., Thymelacaceae) and
dawa (dwa ba, Arisaema nepenthoides [Wallich] Martius
ex Schott, Araceae) (see photo this page). The practitioner
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bears in his/her mind one ideal model, which allows the
immediate recognition of all the plants included in the
same class. This model, based on his/her experience and
region of origin, usually constitutes the most typical
specimen of the category. Yet, in Tibetan medicine, the
“prototypical” system seldom allows the precise recogni-
tion of medicinal plants, representing only the first stage
of the identification process, i.e., the examination of
the plant’s general aspect. Actually, the “componential-
conceptual” identification system is essential to recognize
and exactly designate medicinal plants. Identification is
complete only when specific features evaluated for each
plant correspond to the ones known by the doctor, on the
basis of his/her experience and education, and to the ones
described in the treatises of Tibetan materia medica. Only
then can the plant be gathered and employed in medicine.
A practitioner’s experience and education, along with text
information, represent concurrent aspects of this task.
Morphological features, taste, scent, and the environment
where the plant grows—the most important plant char-
acteristics examined—are analyzed below.

Morphological features

o describe the importance of the analysis of minute

morphological features in plant identification, we take
as an example 2 categories of medicinal plants: fug ru (lug
ru, sheep’s horn, Pedicularis spp., Scrophulariaceae) and
lang na (glang sna, elephant’s trunk, Pedicularis spp.).
Pedicularis (lousewort) is a genus of semi-parasitic plants,
often conspicuous in the alpine zone all over the Tibetan

dwa ba (pronounced: da wa) Arisaema nepenthoides. Dhorpatan
{(Central Nepal), 3120 meters altitude, May 1998. Photo ©2006 Ales-
sandro Boesi.
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underground part, changed his mind, because the scent
did not correspond to the one proper to that plant. There-
fore, he concluded that, as concerned the morphology and
the taste, that plant was very similar to pang pé, but as to
its scent, it was different. Hence, that plant could not be
identified as pang po and could not be used in medicine.
After a few days, we climbed with the same informant to
the place where we had gathered that plant. This time the
practitioner, after analyzing the scent of a fresh specimen,
identified it as pang po. All the above is to demonstrate
that wichout its scent this plant can’t be exactly identified.
We note that plant potency (i.e., as a medicine) may also
be ascerrained through the evaluation of its fragrance,
which is also dependent upon the 5 elements: certain
plants without their proper fragrance cannot be employed
as medicines, since they would be deemed to be lacking in
therapeutic properties.

Taste

n important plant feature, which has to be care-

fully examined, is its raste (r0), because taste allows
the practitioner to both recognize the plant and to assess
its potency. In Tibetan medicine the 6 tastes (sweet,
acid, salty, bitter, hot, astringent) are considered cura-
tive properties. They are produced by the dominant
2 of the 5 elements (the fundamental constituents of
matter) of which each plant is formed. The 5 elements ate
the fundamental constituents of all substances and are
responsible for all their features and qualities. Thus, most
practitioners, as in the case of dzinpa dadrel (‘dzin pa zla
bral, Aconitum gymnandrum Maxim, Ranunculaceae),
after observing plant morphology, crush with the teeth
a portion of the plant and keep it for a while on the
tongue (see photo on cover page). The taste has to corre-
spond to the one indicated
in the texts for that plant or
according to the experience
of the doctor.

Table 2: Traditional Tibetan Medicinal Plants Mentioned in this Article

Species Family Tibetan name
Parmelia spp. Parmeliaceae rdo dreg
Platycladus orientalis (L.) Franco Cupressaceae shug pa
In Tibetan medicine, examining Juniperas spp. Cupressaceae shug pa
the environment where the plant Cupressus spp. Cupressaceae shug pa
grows is crucial because it affects Elettaria cardamomum Maton Zingiberaceae sug smel
its potency: the hot power of the Crocus sativus L. Liliaceae gur gum
sun prevails on the sunny slopes, Cinammomum camphora (L.) Nees & Lauraceae ga bur
whereas the cold power of the Eberm.
moon prevails on the shady ones. Rhododendron spp. Ericaceae dalis
In the same way, the altitude Lonicera thibetica Bur. & Franch. Caprifoliaceae khyi shing
influences the cold nature or the Hippophae spp. Elaecagnaceae star bu

hot nature of the plant, increasing pterocarpus santalinus L. Papilionaceae tsan dan dmar po

or decreasing its potency. Terminalia chebula Retz. Combretaceae arura
Terminalia bellerica C.B. Clarke Combretaceae barura
Anisodus tanguticus Pasher Solanaceae thang khrom nag po
Rheum palmatum L. Polygonaceae flcum
Scent Adhatoda vasica Nees Acanthaceae ba sha ka
Asituation which took Incarvillea grandiflora Bur. Et Franch. Bignoniaceae ug chos dmar po
place on the field in Meconopsis horridula Hook. F. & Thoms. | P, byag tsh
East Tiber confirms the conopsis ho .F. s. | Papaveraceae a byag tsher sngon
importance of the evalua- Arisaema nepenthoides (Wallich) Araceae dwa ba
tion of scent for the identi- Martius ex Schott
fication of medicinal plants. Stellera chamaejasme L. Thymelaeaceae re lcag pa
We showed a Tibetan doctor rediculars s ccrophulan .
a specimen of Nardostachys cuiaris spp- crophuariaceae ugrd
grandiflora DC., Valeriana- Pedicularis spp. Scrophulariaceae glang sna
ceae that had been gath- Delphinium cashmerianum Royle Ranunculaceae bya rkang
cred a few hours P teviously Delphinium caeruleum Ranunculaceae bya rkang
on the mountains. The
doctor, after examining the Delphinium grandiflorum L. Ranunculaceae bya rkang
morphological features and Pteridium aquilinum (L.) Kuhn var. Dennstaedtiaceae bya rkang

taste of that specimen, iden-
tified it as pang po (spang
spos)—the Tibetan name of
the plant mentioned above
as V. grandiflora—but after
evaluating the scent of its
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wightianum (J. Agardh) Tryon

Aconitum gymnandrum Maxim.

Ranunculaceae

‘dzin pa zla bral

Nardostachys grandiftora DC.

Valerianaceae

spang spos

Aconitum violaceum Jacquem. ex Stapf.

Ranunculaceae

bong nga nag po
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Improving the Quality of Reporting Randomized
Controlled Trials Evaluating Herbal Interventions:
Implementing the CONSORT Statement

by Joel J. Gagnier, ND, MSc, PhD (Candidate); Heather Boon, PhD; Paula Rochon, MD, MPH; David Moher, PhD;
Joanne Barnes, PhD, MRPharmS, FLS; and Claire Bombardier, MD

Abstract
B ackground: Given that herbal medicinal products are

widely used, vary greatly in content and quality, and

are actively tested in randomized controlled trials
(RCTs), such RCTs must cleatly report the specifics of the
intervention. Our objective was to develop recommendations
for reporting RCTs of herbal medicine interventions.

Methods: We identified and invited potential participants
with expertise in clinical trial methodology, clinical trial
reporting, pharmacognosy, herbal medicinal products, medi-
cal statistics, and/or herbal product manufacturing, to partic-
ipate in phone calls and a consensus meeting. Three phases
were conducted: (1) Pre-meeting item generation via phone
calls, (2) Consensus meeting, and (3) Post-meeting feedback.
Sixteen experts participated in pre-meeting phone calls for
item generation, and 14 participants attended a consensus
meeting in Toronto, Ontario, Canada, in June 2004. During
the consensus meeting a modified Delphi technique was
used to aid discussion and debate of information required for
reporting RCTs of herbal medicines.

Results: After extensive discussion the group decided that 9
CONSORT items needed elaboration for relevance to RCTs
of herbal medicines: Item 1 (Title and Abstract), 2 (Back-
ground), 3 (Participants), 4 (Interventions), 6 (Outcomes),
15 (Baseline data), 20 (Interpretation), 21 (Generalizability),
22 (Overall evidence).

Discussion: The elaboration of Item 4 of the CONSORT
statement outlines specific information required for complete
reporting of the herbal medicine intervention. The reporting
suggestions presented will support clinical trialists, editors,
and reviewers in reporting and reviewing RCTs of herbal
medicines, and readers in interpreting the results.

Background

Randomized controlled trials (RCTs) provide the best
evidence for efficacy of health-care interventions.! Low qual-
ity reports of RCTs, compared to higher quality ones, exag-
gerate the estimates of a treatment’s effectiveness.2 Hence,
efforts have been made to improve the quality of report-
ing.34

The Consolidated Standards of Reporting Trials
(CONSORT) statement was first published in 1996 and
revised in 2001.34 This statement comprises a 22-item
checklist and flow diagram to guide authors, peer review-
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ers, editors, and readers on the essential information required
in reports of two-group parallel RCTs.34 The CONSORT
statement is endorsed by leading medical journals, editorial
groups, professional societies, and funding bodies.> Since its
inception, several extensions and context-specific applications
of the CONSORT statement have been developed.®7 This
paper describes the application of the CONSORT checklist
to RCTs of herbal medicinal products.*

Reports of controlled trials of herbal medicines must clearly
document all aspects of implementation, analysis, results, and
interpretation as recommended in the CONSORT State-
ment. Several studies suggest that reports of complementary
and alternative medicine (CAM) RCTs inadequately describe
important aspects of their methodology.8-12 For example, a
sample of pediatric CAM RCTs reported less than 40% of
all necessary information outlined in the CONSORT check-
list.19 By comparison, RCTs of conventional medicine inter-
ventions have been found to report between 40% and 60%
of the informarion outlined in the CONSORT checklist.!3:14
More specifically, one study showed that only 50% of CAM
trials reported how random numbers were generated and
25% if allocation concealment was done.? In herbal medicine
trials, only 28% of the reports described if the person admin-
istering the intervention was blinded to group assignment or
not, only 22% described the methods for implementing the
allocation sequence, and just 21% the method for generating
the allocation sequence.!! Although the reporting quality of
herbal medicine trials appears to be improving, these trial
reports are still missing important information. Of particular
importance is the reporting of the herbal intervention.

* Herbal medicine: The term herbal medicine and herbal medicinal
product will be used synonymously throughout this manuscript.
(This paper was authored by an international group. The term
“herbal dietary supplement,” common in the United States, is
equivalent to the term “herbal medicine.”) Herbal medicines
include herbs, herbal materials, herbal preparations and finished
herbal products that contain as active ingredients parts of plants,
or other plant materials, or combinations used for medicinal
purposes and taken by ingestion, injection or applied topically.
This definition does not include single isolated compounds
derived from plants, or compounds based upon specific constitu-
ents of plants. Source: General Guidelines for Methodologies on
Research and Evaluation of Traditional Medicine (WHO, WHO
MD; 2000; 80 pages).
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Crude herbal drugs are natural products and their chemical
composition, therefore, varies depending on several factors, such
as geographical source of the plant material, climate in which it
was grown, time of harvest, and so on. It follows that commercially
available herbal medicinal products also vary in their content and
concentration of chemical constituents from batch-to-batch and,
when different products containing the same herbal ingredient are
compared, from manufacturer-to-manufacturer.!>-22 Even where
herbal products are standardized for content of known active or
marker compounds to achieve more consistent pharmaceutical
quality, there is variation in the concentrations of other poten-
tially active constituents. Further, although there may be lack of
agreement and validation about some of the analytical methods
utilized, the true chemical content of some commercially available
herbal products has been demonstrated to be different from that
stated on their labels.20-23:24 These variations can result in differ-
ences in pharmacological activity in vitro?> and in bioavailability
in humans,26 which is of clinical relevance. Quantitative and qual-
itative variations in the content of herbal medicinal products are
not limited to active or otherwise desirable constituents; variation
in concentrations of toxic constituents has also been reported.?”
For these reasons, it should not be assumed that the results of
an RCT of a particular herbal intervention (e.g., an extract of
Ginkgo biloba leaf standardized to contain 24% ginkgo flavonol
glycosides) can be generalized to all products containing or made
from the same herb (e.g., all Ginkgo biloba products). Therefore,
it is imperative that reports of RCTs of herbal medicine interven-
tions provide clear and complete descriptions of the intervention,
i.e., of the herbal material and/or preparation.28-2% Against this
background, our objective was to develop reporting recommen-
dations for RCTs of herbal medicine interventions by elaborating
upon the 22-item checklist of the CONSORT statement to guide
authors, peer reviewers, and editors on appropriate reporting for
such studies. Here, we present recommendations regarding the
checklist items for herbal interventions; further explanations and
examples of good reporting will be published separately.

Methods

The process used to develop the reporting recommendations
for RCTs of herbal medicine interventions consisted of 3 phases:
(1) Pre-meeting item generation, (2) Consensus meeting, and (3)
Post-meeting feedback. We identified and invited potential partic-
ipants based on their international reputations and peer-reviewed
publications with expertise in clinical trial methodology and/or
reporting {n=>5), pharmacognosy (n=4), herbal medicinal prod-
ucts (n=5), medical statistics (n=1), and herbal product manufac-
turing (n=1). Individuals who agreed to participate were mailed a
selection of articles on herbal medicine interventions and report-
ing quality. During May and June of 2004, 16 participants were
contacted by telephone by one investigator (Joel Gagnier) and
asked to suggest necessary revisions to existing CONSORT items
and additional/new items required for reporting herbal medi-
cine RCTs. Participants were asked to consider items based upon
empirical evidence that not reporting them would bias the esti-
mates of treatment effect. Where no empirical evidence was avail-
able, common sense reasoning was acceptable. When all phone
calls were completed, one individual (Joel Gagnier) thematically
grouped items and circulated them for review by each partici-
pant.

The second phase took place in Toronto, Ontario, Canada
on June 28 and 29, 2004, and was attended by 14 individuals
from various countries including: Canada (n=7), England (n=3),
United States (n=2), India (n=1), and Germany (n=1). In addition,
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2 research assistants, the meeting coordinator (Joel Gagnier) and
meeting chair (Claire Bombardier) attended. The meeting began
with a review of the pre-meeting item suggestions generated from
the phone calls. The meeting coordinator and chair emphasized
the need to keep item extensions and additions to a minimum
and that they be based on evidence, where possible. Participants
agreed that rather than adding items to the existing CONSORT
checklist, several items required context-specific elaborations for
relevance to herbal medicine interventions.

We refined the suggestions using a modified Delphi technique.30
Specifically, item suggestions were presented and followed by
debate and presentation of empirical evidence or common sense
reasoning for or against each. These were modified and deleted
based upon these discussions and group consensus. The meeting
took place over an evening session followed by a full day meeting
of the assembled group. Within 8 weeks of the consensus meet-
ing, a draft report was circulated to all participants to ensure that
the report accurately represented the decisions made during the
consensus meeting. The manuscript was then circulated to the
wider CONSORT Group for their input. The report was revised
in light of these suggestions.

Results

Rather than adding new items to the CONSORT statement,
the group decided that 9 existing CONSORT items needed elabo-
ration for relevance to RCTs of herbal medicine intervention. The
recommendations are listed in Tables 1 and 2 and are intended to
be used in conjunction with the 22 existing CONSORT items.
In Table 1, CONSORT items appear in normal text and recom-
mendations for reporting RCTs of herbal medicine in italicized
text. Table 2 contains a detailed outline of recommendations for
reporting the herbal medicine intervention, an elaboration upon
CONSORT item 4.

CONSORT items requiring specific elaboration for relevance
to RCTs of herbal medicine interventions were (see Tables 1 and
2): Item 1 (Titdle and Abstract), 2 (Background), 3 (Participants),
4 (Interventions), 6 (Outcomes), 15 (Baseline data), 20 (Interpre-
tation), 21 (Generalizability), 22 (Overall evidence).

Recommendations

The title and/or abstract (Item 1) should include the Latin bino-
mial for the plant species from which the herbal medicine(s) origi-
nated, the part(s) of the plant used in the preparation, and the
type of preparation (e.g., dried crude herb, ethanolic extract). The
background (Item 2) should include a statement explaining the
rationale for investigation of the specific herbal medicinal product
and whether the indication for which it is being tested is new or is
based on traditional use. Participant eligibility criteria (Item 3) in
a trial testing a traditional indication (e.g., in traditional Chinese
herbal medicine, a trial may test the effects of an herbal medicine
intervention for liver chi (Qi) deficiency) should describe the theo-
ries and concepts underlying this indication.

The description of the intervention (Item 4; Table 2) must
include the herbal medicinal product name, manufacturer, plant
part used, type of preparation, source and authentication of the
herbal material, pharmaceutical quality (e.g., herbal drug-to-
extract ratio, type and concentration of the extraction solvent,
quantity of known active constituents per unit dose), and dosage
regimen and qualitative testing (purity). Also, reporting of the
rationale for the control/placebo used in the trial is recommended.
For studies involving herbal medicine practitioners as part of the
intervention, details of practitioners (e.g., training, registration
status) should be reported. Not all recommendations are rele-
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vant for all types of herbal medicine interventions. Therefore, we
begin this section with the words “where applicable.” For example,
a report of an RCT of an herbal medicinal product comprising
crude herbal material (e.g., leaves, stems, root) prepared as a tea
or decoction does not require reporting of the “type and concen-
tration of solvent used and the plant to plant extract ratio” (Table
2, Irem 4.B.3.). In addition, herbal interventions made by the
investigators specifically for the study will not have a finished
product or extract name or manufacturer (Table 2, Item 4.A.2.).
For such products, all methods used in preparing and formulat-
ing the product must be reported. Similarly, item 4.F. (Table 2) is
only relevant for studies in which the practitioner is a part of the
intervention. In other studies, the practitioner may serve a more
neutral role and thus their characteristics need not be reported.
With these exceptions, all information outlined in these recom-
mendations are suggested to be reported for all herbal medicine
interventions.

Also, outcome measures (Item 6) should reflect the intervention
and indications tested while considering their underlying theories
and concepts. For the results section, it is recommended that in
addition to other baseline data (Item 15), RCTs of herbal medicine
interventions report any concomitant medication, herbal medici-
nal product, or other CAM use. It is recommended that when
interpreting the results (Irem 20) there be consideration of the
specific herbal product and dosage regimen tested. This includes

an overview of evidence on this particular herbal medicinal prod-
uct. When considering generalizability (Item 21), it is suggested
that authors report how the product used in the trial generalizes
to products used in self-care and/or in clinical practice. Finally,
when interpreting the results in the context of the evidence (Item
22), it is recommended that a general discussion in relation to
trials of other available products should be reported.

Discussion

The CONSORT Statement outlines information required in
reports of any 2-group parallel RCT design.! We have developed
and described recommendations (see Tables 1 and 2) to be used
in conjunction with the existing CONSORT checklist when
reporting RCTs of herbal medicine interventions. These recom-
mendations were developed to guide clinical trialists, editors, and
reviewers in reporting and reviewing RCTs of herbal medicine
interventions. Beyond RCTs, these recommendations are rele-
vant for reporting herbal interventions in other research designs,
whether preclinical (e.g., in vivo, in vitro) or clinical (e.g., N of
1 trials).

The type of information required for a complete description
of any intervention is relative to the type of intervention being
tested. For trials of surgical interventions, for example, a complete
description of the individual performing the surgery may be
required.! For controlled trials of herbal medicines, the informa-

Table 1- Pranngad Flahgrations of CONSORT Items for Randomized Controlled Trials of Herbal Medicine Interventions*

Standard CONSORT | Standard | Descriptor
checklist: Paper CONSORT
Section and Topic checklist:

Item

TITLE & ABSTRACT 1
assigned”).

How participants were allocated to interventions (e.g., “random allocation,”“randomized” or “randomly

Either the title, abstract, or both should state the herbal medicinal product’s Latin binomial, the part of the
plant used, and the type of preparation.

"

Participants

the traditional indication.

INTRODUCTION 2 Scientific background and explanation of the rationale.
Background Including a brief statement of reasons for the trial with reference to the specific herbal medicinal product
being tested and, if applicable, whether new or traditional indications are being investigated.
METHODS 3 Eligibility criteria for participants and the settings and locations where the data were collected.

If a traditional indication is being tested, a description of how the traditional theories and concepts were
maintained. For example, participant inclusion criteria should reflect the theories and concepts underlying

conceaiment

Interventions 4 Precise details of the interventions intended for each group and how and when they were actually
administered.
A detailed description of this item appears in Table 2.
Objectives Specific objectives and hypotheses.
Outcomes 6 Clearly defined primary and secondary outcome measures and, when applicable, any methods used to
enhance the quality of measurements (e.g., multiple observations, training of assessors).
Outcome measures should reflect the intervention and indications tested considering, where applicable,
underlying theories and concepts.
Sample size 7 How sample size was determined and, when applicable, explanation of any interim analyses and stop-
ping rules.
Randomization 8 Method used to generate the random allocation sequence, including details of any restriction (e.g.,
Sequence blocking, stratification).
allocation
Allocation 9 Method used to implement the random allocation sequence (e.g., numbered containers or central tele-

phone), clarifying whether the sequence was concealed until interventions were assigned.

Implementation | 10
their groups.

Who generated the allocation sequence, who enrolled participants, and who assigned participants to

italicized text.

*CONSORT items'#4 are listed in normal text. Proposed implementations for relevance to reports of herbal medicine RCTs are listed in
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tion recommended when reporting the herbal intervention (Irem
4; Table 2) is essential to provide a complete description of the
herbal product being tested. There is a wide variety of commer-
cially available products containing herbal medicines. Unfor-
tunately, there is great variability in the content of these prod-
ucts.15-24 Products may not contain the amount (weight, volume,
proportion) of individual constituents listed on their labels3! or
any of the constituents at all. Also, products containing the same
botanical species often contain varying amounts of the plant’s
marker/active’ constituents.!”20 A thorough description of the
product will allow for the valid and reliable determination of effi-
cacy and safety of specific herbal products.

Since publication of the CONSORT Statement, data suggest

T Active constituent(s). Those compounds that are proposed to be respon-
sible for the therapeutic effect attributed to the herbal ingredient or
product. This may be a single constituent or a group or groups of
constituents. A marker compound, or group of marker compounds, is
a plant constituent that may be used as a proxy measurement tool for
the full spectrum of compounds in the botanical product. This can be
a single compound or compounds that usually represent a group of
constituents. Marker compounds are generally intended as in-process
manufacturing controls and are generally unreliable as indicators of

idenrity.

that there has been a significant increase in the quality of reports
of RCTs in journals that endorse it, recognizing that this might
not translate into journal adherence.32-33 In an effort to evaluate
the impact of the recommendations for reporting herbal medicine
interventions, we plan to evaluate their influence on the report-
ing of herbal medicine RCTs. To support this initiative we invite
journal editors to include a reference to these recommendations?*
or a copy of the checklist (www.ww.annals.org) in their journal’s
instructions to authors as this will likely support the improvement
of reporting of RCTs of herbal medicine interventions.

In an effort to keep the checklist evidence based, incorporat-
ing emerging data, and up to date, we will periodically update
the recommendations. The goal is improved reporting, which
ultimately will support clear interpretation of trial methods and
resules, improving the validity of inferences derived from trial
findings.33-36

In addition to this overview, an explanatory document has
been produced that describes each recommendation in detail and
provides examples of good reporting and empirical evidence for
individual items where available.3”

Joel J. Gagnier, ND, MSc, PhD (Candidate)

Address: 5955 Ontario St, Unit 307, Windsor, Ontario,
Canada, N8S1WG6. Position: Post-Graduate Fellow, Department
of Health Policy, Management and Evaluation, Department of
Medicine, University of Toronto, Toronto, Ontario, Canada.

Table 1: Proposed Elaborations of CONSORT Items for Randomized Controlled Trials of Herbal Medicine Intaryentinne* |

Standard CONSORT | Standard | Descriptor
checkilist: Paper CONSORT
Section and Topic checklist:
Item
Blinding (Masking) | 11 Whether or not participants, those administering the interventions, and those assessing the outcomes
were blinded to group assignment. When relevant, how tha ciircace of blinding was evaluated.
Statistical 12 Statistical methods used to compare groups for primary outcome(s); Methods for additional analyses,
methods such as subgroup analyses and adjusted analyses.
RESULTS 13 Flow of participants through each stage (a diagram is strongly recommended). Specifically, for each
Participant flow group, report the number of participants randomly assigned, receiving intended treatment, complet-
ing the study protocol, and analyzed for the primary outcome. Describe protocol deviations from study
as planned, together with reasons.
Recruitment 14 Dates defining the periods of recruitment and follow-up.
Baseline data 15 Baseline demographic and clinical characteristics of each group.
Including concomitant medication, herbal and complementary medicine use.
Numbers analyzed | 16 Number of participants (denominator) in each group included in each analysis and whether the analy-
sis was by “intention-to-treat” State the results in absolute numbers when feasible (e.g., 10/20, not
50%).
Outcomes and 17 For each primary and secondary outcome, a summary of results for each group, and the estimated
Fstimation effect size and its precision (e.g., 95% confidence interval).
Ancillary analyses |18 Address multiplicity by reporting any other analyses performed, including subgroup analyses and
adjusted analyses, indicating those pre-specified and those exploratory.
Adverse events 19 All important adverse events or side effects in each intervention group.
DISCUSSION 20 Interpretation of results, taking into account study hypotheses, sources of potential bias or impreci-
Interpretation sion, and the dangers associated with multiplicity of analyses and outcomes.
Interpretation of the results in light of the product and dosage regimen used.
Generalizability 21 Generalizability (external validity) of trial results.
Where possible, discuss how the herbal product and dosage regimen used relate to what is used in self-care
and/or practice.
Overall evidence 22 General interpretation of the results in the context of current evidence.
Discussion of the trial results in relation to trials of other available products.

italicized text.

*CONSORT items' are listed in normal text. Proposed implementations for relevance to reports of herbal medicine RCIs are listed in
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Focus group participants

The individuals listed below participated in the pre-meeting
phone calls or attended the consensus meeting and provided input
towards the elaborations to existing CONSORT items.

Doug Altman, D Phil (Cancer Research UK Medical Statistics
Group, Centre for Statistics in Medicine, Oxford, UK); Joanne
Barnes, PhD (Centre for Pharmacognosy and Phytotherapy, The
School of Pharmacy, University of London, London, UK); Claire
Bombardier, MD — Meeting Chair (Department of Health Policy
Management and Evaluation, Faculty of Medicine, University of
Toronto); Heather Boon, PhD (Leslie Dan Faculty of Pharmacy,
University of Toronto, Canada); Mark Blumenthal (American
Botanical Council, Austin, TX, USA); Ranjit Roy Chaudhury,
PhD (Chair INCLEN Inc., India); Philip Devereaux, MD,
PhD (Department of Clinical Epidemiology and Biostatistics,
Faculty of Health Sciences, McMaster University, Hamilton, ON,
Canada); Theo Dingermann, PhD (Institute for Pharmaceutical
Biology Biozentrum, University of Frankfurt/Main, Germany);
Joel Gagnier ND, MSc, PhD (Candidate) — Meeting Coordina-

tor (Department of Health Policy Management and Evaluation,

Faculty of Medicine, University of Toronto); Gary Leong, MBA
(Jamieson Vitamins Inc., Windsor, Ontario, Canada); Allison
McCutcheon, PhD (Faculty of Pharmaceutical Sciences, Univer-
sity of British Columbia, British Columbia, Canada); David
Moher, PhD (Children’s Hospital of Eastern Ontario Research
Institute, Ottawa, Canada); Max H. Pittler, MD (Complemen-
tary Medicine, Peninsula Medical School, University of Exeter,
Exeter, United Kingdom); David Riley, MD (University of New
Mexico Medical School, Santa Fe, New Mexico, USA); Paula
Rochon, MD, MPH (Baycrest Centre, Toronto, Ontario, Canada);
Michael Smith, MRPharm, ND (Health Canada, Natural Health
Products Directorate, Ottawa, Ontario, Canada); Andrew Vickers
PhD (Memorial Sloan-Kettering Regional Cancer Centre, New
York, NY, USA).

The members of the CONSORT Group are listed on the
following website: http://www.consort-statement.org/profiles/

partners.heml. HG
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Table 2: Proposed Elaboration of CONSORT Item 4 for Reporting Randomized Controlled Trials ~f Herbal Medirine Interventions

Interventions

Standard Standard Descriptor

CONSORT check- | CONSORT

list: Paper Section | checklist: Item

and Topic

METHODS 4. Where applicable, the description of an herbal intervention should include:

4.A. 1. The Latin binomial name together with botanical authority and family name for each herbal
Herbal medici- | ingredient; common name(s) should also be included.
ngl product 2. The proprietary product name (i.e. brand name) or the extract name (e.g., EGb-761) and the
hame name of the manufacturer of the product.
3. Whether the product used is authorized (licensed, registered) in the country in which the study
was conducted.
4.B. Charac- 1. The part(s) of plant used to produce the product or extract.

teristics of the
herbal product

2. The type of product used [e.g. raw (fresh or dry), extract].

3.The type and concentration of extraction solvent used (e.g., 80% ethanol, H20 100%, 90% glycer-
ine, etc.) and the herbal drug to extract ratio (drug:extract; e.g., 2:1).

4.The method of authentication of raw material (i.e., how done and by whom) and the lot number
of the raw material. State if a voucher specimen (i.e., retention sample) was retained and, if so,
where it is kept or deposited, and the reference number.

4C.

Dosage regi-
men and quan-
titative descrip-
tion

1. The dosage of the product, the duration of administration, and how these were determined.

2.The content (e.g., as weight, concentration; may be given as range where appropriate) of all
quantified herbal product constituents, both native and added, per dosage unit form.

Added materials, such as binders, fillers, and other excipients; e.g., 17% maltodextrin, 3% silicon
dioxide per capsule, should also be listed).

3. For standardized products, the quantity of artiva/marker constituents ner dg<ans 1init form

4.D.
Qualitative test-

ing

1. Product’s chemical fingerprint and methods used (equipment and chemical reterence standards)
and who performed it (e.g., the name of the laboratory used). Whether or not a sample of the prod-
uct (i.e., retention sample) was retained and if so where it is kent or denocited

2. Description of any special testing/purity testing (e.g., heavy metal or other contaminant testing)
undertaken. Which unwanted components were removed and how (i.e., methods).

3. Standardization: what to (e.g., which chemical component(s) of the product) and how (e.g.,
chemical processes, or biological/functional measures of activity).

4.E.
Placebo/control
group

The rationale for the type of control/placebo used.

4F,
Practitioner

A description of the practitioners (e.g., training and practice experience) that are a part of the inter-
vention.
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WHO Surveys Worldwide Patterns of Herbal Regulations

by Courtney Cavaliere

have made recent progress in the development and implementation of regulations on herbal medicinal products.! WHO’s

The results of a global survey, released in May 2005 by the World Health Organization (WHO), indicate that many countries

National Policy on Traditional Medicine and Regulation of Herbal Medicines: Report of a WHO Global Survey provides informa-
tion on the status of herbal regulations and laws worldwide, as well as the state of national policies on traditional, complementary,

and alternative medicines.

WHO distributed its Global Survey
questionnaire in 2002 to national health
authorities of the 191 countries serv-
ing as WHO’s member states at that
time. Survey responses were returned by
142 countries—a response rate of 74%.
According to the Executive Summary of
the report, only 14 of WHO’s member

states had regulations relating to herbal

The most commonly utilized regula-
tory status for herbal medicines is that of
over-the-counter medications, according
to data from respondents. This status is
reportedly used within 97 of the coun-
tries who responded to the survey. Other
commonly-cited methods of regulating
herbal medicines are as prescription medi-
cations (50 countries), dietary supple-

Member States with National Policies and Those Pending

Source: National Policy on Traditional Medicine and Regulation of Herbal Medicines: Report of a WHO

Global Survey.

medicine before 1988, but the number
had increased to 53 member states (37%)
by 2003.2 Of those countries without such
laws and regulations, 42 (49%) claimed
herbal regulations were in the process of
being developed. According to Figure
12 of the report, however, the major-
ity of responding countries (92, or 65%)
claimed to have laws or regulations on
herbal medicines.! Information from 77 of
those countries further indicates that such
laws and regulations were either issued
without any indication of when they were
issued or have only recently been enacted,
particularly within the last 15 years.

58 | HerbalGram 71

ments (47 countries), self-medication only
products (40 countries), separate herbal-
specific categories (25 countries), health
foods (15 countries), and functional foods
(9 countries). Respondents were allowed
to choose multiple categories if more than
one status was in effect; hence, the total
of tallies for each of the categories (283)
exceeds the number of countries partici-
pating in the survey. Twenty-three coun-
tries claimed to have no regulatory status
for herbs.

The survey further inquired about the
types of claims applicable to herbal medi-
cines under countries’ laws and regula-

2006

tions. The majority of respondents (73%,
or 103 countries) indicated that they allow
the use of claims in the sale of herbal
medicines. Of the 103 countries allow-
ing claims, the majority identified medi-
cal claims and health claims as those
most commonly utilized. The authors of
the report stipulated, however, that exact
figures of claim usage seem unreliable,
due to problems with the wording and/or
interpretation of the question.

Only 24% of countries (34 coun-
tries) indicated the existence and use of
a national pharmacopeia. Of the 104
countries without such a document, 25%
(26 countries) claimed that a (national
or regional) pharmacopeia is in develop-
ment, and 56% (58 countries) responded
that another (external) pharmacopeia is
in use. A similarly small percentage of
countries (33%, or 46 countries) claimed
to have national monographs. Of the 84
countries lacking national monographs,
28% (25 countries) indicated mono-
graphs were being prepared and 38% (34
countries) claimed to use other mono-
graphs from other sources. Twenty-seven
countries without national monographs
provided data as to the other mono-
graphs utilized, some indicating the use of
multiple compendia. The most commonly
selected international monographs were
those prepared by WHO (12 countries),
followed by the European Pharmacopoeia
(8 countries), ESCOP (European Scien-
tific Cooperative on Phytotherapy) mono-
graphs (4 countries), German Commis-
sion E Monographs (3 countries), and
the British Pharmacopoeia (3 countries).
Twelve countries indicated use of other
sources for monographs. Of the 46 coun-
tries with national monographs, 52% (24
countries) identified them as being legally
binding; of the 34 countries using other
monographs, 44% (15 countries) reported
those texts as legally binding,

Data regarding manufacturing regu-
lations and safety assessment of herbal
medicines was also collected through the
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information regarding the characteristics
of the herbal preparation, e.g., the solvent,
concentration, manufacturing process, or
chemical analysis of the product taken.
Another Australian case of alleged black
cohosh-associated liver toxicity involved
a 52-year-old woman who was using a
multi-ingredient herbal preparation,4 but
due to the presence of numerous other
botanical ingredients in the preparation, a
direct causal association of any of the black
cohosh orany of the other individual ingre-
dients cannot be definitively determined.
According to this report, “The prepara-
tion was made and provided by a phar-
macist. The preparation was supplied in
a 200 mL bortle and contained a mixture
of the fluid extracts of Nepeta hederacea
(ground ivy) 80 mL [Editor’s Note: This
is quoted directly from the publication
in the Medical Journal of Australia; the
preferred binomial for ground ivy probably
should be Glechoma hederacea.), Hydrastis
canadensis (golden seal) 20 mL, Ginkgo
biloba (ginkgo) 40 mL, Avena sativa (oats
seed) 40 mL and Cimicifuga racemosa
(black cohosh) 20 mL. According to the
information supplied by the pharmacist,
one gram of herb was contained in each
1 mL of extract, with the exception of
golden seal, for which 0.5 g of herb was

contained in each milliliter.”

NIH Acknowledges Safety of Black
Cohosh

In an American case based on a 57-year-
old woman who had been taking numer-
ous prescription medications for 2 years,
the black cohosh was presumably a mono-
preparation taken for about 3 weeks. The
patient was not certain about the contents
or the brand, as the package had already
been discarded> The dosage used was
not reported. The publication of this case
prompted the Center for Science in the
Public Interest, a Washington DC-based
consumer advocacy organization, to write
to the Food and Drug Administration
suggesting label warnings, an FDA lecter
to physicians, and a consumer advisory.¢

In response to these concerns, the
National Institutes of Health (NIH) held a
one-day “Workshop on the Safety of Black
Cohosh in Clinical Studies” in November
2004.7 The conclusions were that there
was no competent evidence to support
concerns about safety with respect to use
of black cohosh in breast cancer patients.
(To the contrary, there was testimony

www.herbalgram.org

given regarding clinical trials on such
patients using black cohosh in which there
were negative findings; CSPI had been
concerned about an incomplete study on
transgenic mice that had developed lung
tumors, but the histology of the tumors
has not been conducted to determine if
they were malignant and the study has
never been published in a peer-reviewed
journal.)

Similarly, based on history of use, animal
toxicology, and pharmacovigilance data
from Europe and elsewhere (51 case reports
from various international adverse event
reporting databases were acknowledged),
the consensus of the experts assembled at
the NIH conference concluded that there
is inadequate evidence that black cohosh
preparations are causally associated with
hepatotoxicity. However, NIH concluded
that liver enzyme levels will be monitored
in all women currently enrolled in NIH-
funded trials on black cohosh, as a precau-
tionary measure.

The NIH workshop report states the
following:

Ultimately, the workshop partic-
ipants concluded that a balanced
approach be taken with respect to
this issue. On the one hand, millions
of people have taken black cohosh
with very few adverse events reported.
On the other hand, those cases of
hepatotoxicity associated with prod-
ucts that are known to contain black
cohosh and believed to be free from
other substances of known rtoxicity
raise concern. Thus, the workshop
recommended that appropriate safety
parameters should be used in clini-
cal studies of black cohosh. Such
measures would include monitor-
ing liver function throughout the
study period, specifically looking at
alkaline phosphatase (AP), aspar-
tate aminotransferase (AST), alanine
aminotransferase (ALT), and bili-
rubin. And depending on whar is
being studied, investigators should
consider screening potential subjects
for liver function to exclude individu-
als with pre-existing liver problems.
At this time, there is no known mech-
anism with biological plausibility that
explains any hepatotoxic activity of
black cohosh.”

In June 2005 Schaper & Briimmer, the
manufacturers of Remifemin®, che world’s
most clinically-researched and top-selling

2006

black cohosh preparation, introduced into
the US market new packaging with the
following warning, even though none of
the cases of hepatotoxicity reported to date
have been associated with this product:

“Consult your healthcare practitioner
prior to use if you have a history of liver
diseasc or are raking prescription drugs.”®

Consistent  with the conclusions
of the NIH conference, the various
pharmacognosy, pharmacology, toxicol-
ogy, and medical experts consulted by the
American Botanical Council to date do
not believe that there are adequate scien-
tific or medical data to support a direct
causal connection between black cohosh
preparations and cases of hepatotoxicity.
So far as ABC has been able to determine,
a liver-related warning for black cohosh
products is not required in any country
other than Australia. HG
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Supreme Court Ruling Protects Religious Group’s Access to Ayahuasca

by Courtney Cavaliere and Mark Blumenthal

a hallucinogenic tea central to its ritual ceremonies.! The court’s decision rejected the federal government’s efforts to

The Supreme Court unanimously ruled on February 21, 2006, that a small religious sect may continue to import and utilize

completely ban the tea as an illegal substance. The tea, known as ayahuasca or hoasca (the term preferred by the religious sect),

is a decoction prepared from a combination of psychoactive plants native to the Amazon. The beverage is used in bi-monthly rituals
of the religious sect, known as O Centro Espirita Beneficente Uniao Do Vegetal (UDV), as a way for participants to connect with
the divine.2 The UDV originated in Brazil in the late 1950s, and its use of hoasca tea as a ritual sacrament has been legally permitted
there since the mid 1980s. The sect officially incorporated as a church in the state of New Mexico in the early 1990s.

The ruling has been hailed as one of the
most significant applications of the Reli-
gious Freedom Restoration Act (RFRA)
of 1993. Under this act, the government
had to prove that there was a compelling
reason for criminalizing the religious use
of ayahuasca tea by the UDV sect, that the
tea posed actual harm to those who would
consume it, and that the ban was the least
restrictive means for meeting government
interests.3 The Supreme Court, under the
leadership of recently appointed Chief
Justice John G. Roberts, Jr., found that
the government failed to provide such
proof.

“I see this decision as being so impor-
tant not only for the UDV but for what
it represents at this time in the country,”
said Jeffrey Bronfman, president of the
United States chapter of UDV (e-mail to
M. Blumenthal, February 28, 2006). “Ac
its core it is a profound affirmation of the
role plants have in support of our physi-
cal, mental, and spiritual well-being. The
Supreme Court, as I see it, affirmed not
only the fundamental principles of reli-
gious liberty that our country’s democ-
racy was based upon, but also strongly
reminded the government that there are
clear limits to its authority in interfer-
ing with the most personal, central, and
sacred dimensions of its citizens lives.”

Ayahuasca is a shamanic plant potion
derived from the jungle vine Banisteriop-
sis caapi (Spruce ex Griseb) CV Morton,
Malpighiaceae, aka caapi and yajé or yagé,
and other plants.# Two plants typically
used in the Amazon as admixtures to
ayahuasca are either Psychotria viridis Ruiz
& Pav, Rubiaceac or Diplopterys cabrerana
(Cuatr.) Gates, Malpighiaceae, depend-
ing on the geographical locale and plant
availability.* The UDV’s hoasca bever-
age consists of only B. caapi and P. viri-
dis. In addition to B. caapi and the plants
just mentioned above, some shamans in
Amazonia utilize various other psycho-
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Ayahuasca Banisteriopsis caapi. Photo ©2006
stevenfoster.com

active plants in mixtures that go by the
name ayahuasca. These additional plants
include angel trumpet leaf (Brugmansia
spp- Pers., Solanaceae), known locally in
Peru as #0é, along with tobacco (Nicotiana
tabacum L., Solanaceae) and others.

The term ayabuasca in the native
Quechua language means “vine of the
soul”—a reference to the deeply mysti-
cal/spiritual experience induced by the
ritual use of the tea made from the bark of
the vine and the hallucinogen-containing
admixture plants.

The pharmacological activity of
ayahuasca is derived from a synergistic
interaction of active ingredients in the
ayahuasca mixture. Dimethyltryptamine
(DMT) is a hallucinogenic alkaloid found
in the leaves of the admixture plants (2.
viridis or D. cabrerana). It is regulated
under the US Controlled Substances Act
as a Schedule I Substance.! DMT is
a potent, short-acting hallucinogen that
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is chemically related to psilocybin, the
active ingredient of “magic mushrooms”
(e.g., Psilocybe cubensis [Eatle] Sing, Stro-
phariaceae), and to the neurotransmit-
ter serotonin. However, DMT is inactive
if ingested orally, due to its enzymatic
degradation in the liver and gut by an
enzyme, monoamine oxidase (MAQO). It
can be protected from peripheral degrada-
tion and enabled to cross the blood-brain
barrier in an active form by simultaneous
ingestion of MAOQO inhibitors. A unique
aspect of ayahuasca is that its pharma-
cological activity depends on this syner-
gistic activity: beta-carboline alkaloids
in the “vine” B. caapi are potent MAO
inhibitors and thus when prepared in
combination with the DMT-containing
leaves of one of the 2 admixture plants,
the result is an orally active preparation.
Under these circumstances, the effects of
DMT are slower to manifest and usually
last longer than when it is administered
in some other manner (e.g., by injection,
as a snuff in the case of other plant-based
preparations, or smoked). (For more on
the chemistry and psychopharmacology
of ayahuasca, see the recent review by
McKenna 2004).5

Evidence suggests a long historical use
of ayahuasca in various South American
cultures. According to the botanical text
The Healing Forest, by the late Harvard
ethnobotanist Richard Evans Schultes,
PhD, and chemist Robert F. Raffauf,
PhD, the drink has been employed widely
in Amazonian Colombia, Ecuador, Peru,
Bolivia, and Brazil, and to a limited extent
along the uppermost tributaries of the
Rio Orinoco of Colombia and probably
adjacent Venezuela.® In many of these
cultures, ayahuasca is considered a medi-
cine, since many traditional healers or
shamans diagnose, cure, or treat illnesses
and conditions while the healer and often
the patient are under its influence. They
believe ayahuasca gives them their healing
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power through communion with the spirit
world. Dr. Schultes and Dr. Raffauf’s
photographic essay Vine of the Soul details
and illustrates the preparations and uses
of B. caapi and other psychoactive plant-
based preparations by Amazonian healers
and peoples.” Members of the Brazil-based
religious sect UDV, meanwhile, repore
edly use hoasca during twice-monthly
rituals.?

The 130 members of the U.S. sect of
the UDV sued the government under
the RFRA in 1999 after Drug Enforce-
ment Administration agents seized a ship-
ment of the tea stored at the UDV’s New
Mexico offices and threatened the group
with prosecution. The case was presented
to the Supreme Court after the govern-
ment appealed rulings in favor of the
UDV made by both the US District Court
for the District of New Mexico and the
10th Circuit Court of Appeals in Denver.

The Supreme Court justices sided
against the administration’s argument that
ayahuasca should be banned to ensure
the absolute authority of the Controlled
Substances Act.3 Chief Justice Roberts
claimed that the administration could not
dismiss the possibility of exceptions to such
laws, especially with regards to issues of
religious freedom. Further, he pointed out
that Native Americans’ permitted access
to peyote (Lophophora williamsii [Salm-
Dyck] J. Coulter, Cactaceae), a psychoac-
tive cactus used in traditional ceremonies,
constitutes just such an exception to the
federal controlled substances act.

“If such use [of peyote] is permitted
in the face of the general congressional
findings for hundreds of thousands of
Native Americans practicing their faith,
those same findings alone cannot preclude

consideration of a similar exception for the
130 or so American members of the UDV
who want to practice theirs,” Chief Justice
Roberts wrote in the court’s formal deci-
sion.! He further wrote, “While there may
be instances where a need for uniformity
precludes the recognition of exceptions to
generally applicable laws under RFRA,
it would be surprising to find that this
was such a case, given the longstanding
peyote exemption and the fact that the
very reason Congress enacted RFRA was
to respond to a decision denying a claimed
right to sacramental use of a controlled
substance.”

In Ecuador and the Putumayo regions of Colombia and Peru, the admixture used most
commonly is D. cabrerana; in the rest of the Amazon basin, and around Iquitos and south of
there, P viridis is most often used. This is changing now as people have brought D. cabrerana
to the area from the north and a number of curanderos around Iquitos are starting to use it in
preference to P viridis. However, they are almost never mixed together in the same ayahuasca
mixture. [D. McKenna e-mail to M. Blumenthal, April 17, 2006.]

Whether hoasca/ayahuasca is prohibited under this Convention has been the matter of some
debate. The District Court rejected the government’s argument regarding international rela-
tions, claiming that hoasca is not covered under the Convention.? That court cited the official
commentary to the Convention, which states that plants are excluded from such regulations
because plants are distinct from the Schedule I substances derived from them. Likewise, a
2001 fax from the Secretary of the International Narcotics Board, Herbert Schaepe, specifically
notes the exclusion of ayahuasca from the Convention’s prohibitions.? The Supreme Court,
however, disagreed with the District Court and claimed that hoasca is subject to the Conven-
tion.! Despite this agreement with the government, the Court stated that the government still
did not prove thart there would be negative international ramifications by exempting UDV’s
sacramental use of hoasca.
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Other factors that influenced the court’s
decision included a failure on the part
of the government to show a compel-
ling need for blocking the UDV’s use of
ayahuasca tea on the basis of health risks.?
The government further did not address
how an exemption of ayahuasca for UDV’s
religious purposes might adversely affect
the country’s internatjonal relations (the
Government had argued that the importa-
tion of ayahuasca was allegedly prohibited
under the United Nations Convention on
Psychotropic Substances).f

The government may still decide to
take its case to trial, as the recent Supreme
Court decision was based only on a prelim-
inary injunction.2 However, according to
an article in The New York Times, the
court’s rejection of the government’s argu-
ments was so conclusive that it seems

unlikely that a different decision would be
reached through a trial. HG
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Total Sales of Herbal Supplements in United States Show Steady Growth
Sales in Mass Market Channel Show Continued Decline

by Mark Blumenthal, Grant K.L. Ferrier, and Courtney Cavaliere

otal sales for herbal dietary supplements (HDS) have shown continued growth for most channels of trade, indicating a steady
increase in both 2005 and 2004, compared to 2003. Unpublished sales statistics gathered from various primary and secondary
sources by Nutrition Business Journal (NB]) demonstrate a 3.4% increase from 2003 to 2004 and an additional 2.1% increase
in 2005 compared to 2004 for all HDS aggregated for all sales channels (see Table 1).

Despite the generally upward trend for
all aggregated sales, HDS continued their
generally downward trend in the main-
stream market (i.e., food, drug, and mass
market retailers, referred to as FDM) in
2005, with roral herb sales in that chan-
nel being about 3.67% lower than sales
for the same category in 2004, according
to information provided by Information

Resources Inc. (IRI) of Chicago (see Table

the total level of sales for HDS in 2005
reported by IRI ($249,425,500) would
possibly be at least twice the reported
figure, since Wal-Mart alone has been
termed the largest retail seller of dietary
supplements in the United States.

To understand the relative significance
of the IRI data, as well as the aggregate
sales data compiled by NBJ, it is essen-
tial to recognize that HDS are sold in the
United States through a variety of market
channels. These include the following:

Table 2. Sales of Top-Selling Herbal Dietary Supplements in the Food, Drug,
and Mass Market Channel in the United States in 2005

2). The IRI data, considered by most Common Name Latin Name $ 2005 Sales (USD) | % change 2004
kﬂowledgeﬁible observers as probably the | |1 garlic Allium sativum 26,244,200 -3.28
A . il-
most reliable economerric sales d'ata avat 2. Echinacea Echinacea spp. 21,114,160 -11.21
able on herbal supplements for this particu-
lar channel does not include sales reports 3. Saw palmetto Serenoa repens 19,252,980 -5.42
from Wal-Mart, Sam’s Club, and other 4. Ginkgo Ginkgo biloba 16,553,030 -14.54
large wareh9use buying clubs, or. .sales 5. Cranberry Vaccinium 15,839,160 16.97
from convenience stores. If such additional macrocarpon
sales data were available in the IRI reports, P
6. S0y Glycine max 14,497,100 -17.12
Table 1. Total Estimated Herb Sales 7. Ginseng* Panax ginseng 11,444,550 -6.19
in All Channels 1994-2005 8. Black cohosh Actaea racemosat 9,736,738 -19.05
Year |$ Total Sales | % Increase 9. St. John's wort Hypericum 9,035,399 -1.34
(millions) (-decrease) perforatum
1994 12,020 10. Milk thistle Silybum marianum 8,312,867 6.77
1995 | 2,470 223 11. Green tea Camellia sinensis 5,648,459 93.89
1996 | 2,990 21.1 12. Evening primrose | Oenothera biennis 5,303,904 -13.00
1997 | 3,557 19.0 13. Valerian Valeriana officinalis 3,435,420 -042
1998 | 4,002 12.5 14. Horny goat weed | Epimedium spp. 2,184,910 -1.35
1999 | 4,110 2.7 15. Grape seed Vitis vinifera 2,162,104 -7.14
2000 | 4,260 3.7 extract
2001 | 4,397 3.2 16. Bilberry Vaccinium myrtillus 2,109,174 -10.04
2002 | 4,276 28 17. Red clover Trifolium pratense 1,718,605 -25.80
2003 |4,178 23 18. Yohimbe Pausynystalia 1,542,513 -15.97
2004 | 4,320 3.4 johimbe
2005 | 4,410 21 19. Horse chestnut Afesculus 1,220,254 -14.95
- — - - seed extr. hippocastanum
Source: Ferrier et al. Nutrition Business Journal 2006 (in press).!
(www.nutritionbusiness.com) . .
r\:\é\svrvND;jri:’c;r?rl.‘?u?i:zsessjsocﬁral) primary research includes 20. Glnger nglber officinalis 862,719 3.75
NBJ f I t f. , distriby , MLM f H
ﬁrm;“r;:eil‘/;%e‘rfl‘:‘feer':eet“an";"’r’;;*var;;‘t’:i’; &Iisrt\;reu(;?errs\t Total All Herb Sales [including herbs not $249,425,500 -3.67
supply companies, as well as numerous interviews with major shown]
retailers {Wal-Mart, Costco, etc.), manufacturers, suppliers
and industry experts. Secondary sources include Information Source: Information Resources Inc.2 (http://us.infores.com/)
Resources Inc., SPINS, ACNielsen, Natural Foods Merchandiser, * |t is not clear from the IRl data whether this figure also includes the sales of American ginseng root products (made from Panax
Whole Foods Magazine, Insight, The Hartman Group, company quinquefolius), the sales of which are not as high as sales from supplements made from Asian ginseng (P. ginseng).
data and other published material. 1 The commonly used synonym and previously accepted binomial is Cimicifuga racemosa.
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Table 3. Total Estimated Herbal
Dietary Supplement Sales in US
Food, Drug, and Mass Market
(FDM) Channel—1998-2005

$ Total
Sales*

1998 | 731,651,520
1999 | 710,794,944 |-3.0
2000 | 590,953,088 |[-15.1
2001 | 337,431,2001 | -21.0
2002 | 293,397,664 |-13.9
2003 | 278,212,100 |-5.0
2004 | 257,514,900 |-7.4
2005 | 249,425,500 |[-3.7

* Data from Information Resources Inc. (IRI) and published
in various Market Report articles in previous issues of
HerbalGram (i.e., issue numbers 49, 51, 55, 58, and 66).

decrease from
previous year

Year

tIRI stopped reporting data from Wal-Mart stores, a significant
share of the sales in the FDM channel.

health and natural food stores; FDM
as well other outlets in the mainstream
market (e.g., warchouse buying clubs);
convenience stores; mail order, radio
and television direct sales, and Internet
sales; companies that sell directly to the
consumer (often called network marketing
or multi-level marketing [MLM] compa-
nies); health professionals in their offices
(e.g., acupuncturists, chiropractors, natu-
ropaths, some conventional physicians, et
al.), and other smaller channels.

Due to this wide variety of sales chan-
nels and the lack of accurate econometric
tracking services for these channels (as s
available from IRI in the FDM channel),
it is difficult to accurately measure the
precise level of sales of HDS in the United
States. During the past 10-15 years, some
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of the most precise sales data have come
from the FDM channel due to the fact
that the sales of herbs are reported by
cash register and computer scanning data
to companies like IRI (http://us.infores.
com/) and AC Nielsen (htep:/fwww2.
acnielsen.com). According to IRI data,
as has been reported in HerbalGram for
the past 10 years, the 20 herbs that have
enjoyed the top levels of sales in the
United States in 2005 are shown in Table
2 (the top 20 herbs sometimes varying
from one year to the next). It bears empha-
sis that the toral sales of herbal dietary
supplements in the FDM channels consti-
tutes an estimated one-sixteenth of the
total market for herbs in the United States,
according to aggregates of the toral sales
of HDS in the US market as compiled by
NBJ. Readers are thus cautioned not to
utilize the IRI sales statistics in Table 2
without giving them proper context.

As shown in Table 2, of the top-selling
12 herbal dietary supplements, 9 indi-
cate lower sales in the FDM channel
in 2005 compared to the previous year.
This is consistent with the total of all
herbs sold in 2005 in FDM, calculated at
$249,425,500, or a 3.67% drop compared
to 2004. During the past 7 or 8 years,
sales in the FDM channel have suffered
a continual decline, punctuated by spikes
in sales for several herbs that have expe-
rienced surges due to increased demand
stemming from positive publicity from
clinical trials, market promotions, and/or
other social trends (see Table 3).

For example, Table 2 indicates that
sales for 3 herbs increased in 2005 (cran-
berry, milk thistle, green tea). The most
dramatic increase (94%) occurred with
green tea, the public perceptions of which
are influenced by growing publicity about

Table 4. Herb Sales by Category in All Channels:
Singles (Monopreparations) vs. Cambipations
2003 2004 2005

$ Sales % $ Sales % $ Sales %

(millions) | Growth | (millions) | Growth | (millions) | Growth
Total Single 2,810 6.0 2,900 3.2 2,880 -0.7
Herbs
Total 1,400 -18.6 1,470 5.0 1,540 4.8
Combina-
tion Herbs
Total Herbs | 4,210 -34 4,380 4.0 4,420 0.9
Source: Ferrier et al. Nutrition Business Journal 2006 (in press).1 (www.nutritionbusiness.com)
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the herb’s strong antioxidant activity.
(These statistics do not reflect the increase
in green tea sales as “teas,” i.c., as bever-
ages; this relates to HDS only. Green
and white tea beverage sales rose 18%
in 2005, from $136,041,305 in 2004 to
$160,258,650 in US natural supermarkets
and conventional food/drug/mass market
stores [excluding Wal-Mart], according to
SPINS, a market research and consulting
firm for the Natural Products Industry).}

With respect to the total market esti-
mated sales, the NBJ statistics indicate
that there has been an increase in herbal
combinations in 2004 and 2005. Table
4 shows a 5.0% increase in combina-
tion formulations in 2004 and another
almost equal (4.8%) rate of growth in
2005, after what appears to have been a
precipitous decline of 18.6% from 2002
to 2003. The reduction is possibly due
to the falloff in sales of Metabolife® 356
and a number of other ephedra-contain-
ing combinations during the period where
significant adverse publicity was gener-
ated about ephedra (Ephedra sinica Stapt.,
Ephedraceae) in general (and its banning
in HDS by the Food and Drug Admin-
istration), and the Metabolife product in
particular.

Single herb HDS have not fared as
well as combinations, according to the
NB] data. Singles (aka monopreparations)
enjoyed a 3.2% growth rate in 2004 and a
slight decrease of 0.7% in 2005.

Other channels of trade have experi-
enced a more stable growth pattern with
sales in the health food/natural food store
channel generally being the most consistent
over the past decade (see Table 5). Direct,
or non-retail, sales have also performed
better than the mainstream marketr but
have not been as consistent, although they
did outperform natural channel sales in
2005, mainly due to growth by MLM:s.
The better sales performance in natural
and in direct sales channels is principally
due to the fact that the so-called “core
shopper,” the consumer who has a rela-
tively strong commitment to the philoso-
phy underlying the natural products and
natural health lifestyle—i.e., “natural is
better"—are more willing to continue
purchasing and using herbal supplements
despite negative media stories about lack
of effective regulation, safety concerns,
or results of negative clinical trials. On
the other hand, much of the consumer
demand in the FDM channel comes from
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Herbal Diplomats: The Contribution
of Early American Nurses (1830-
1860) to Nineteenth-Century Health
Care Reform and the Botanical Medical
Movement by Martha M. Libster, PhD,
RN. West Lafayette, IN: Golden Apple
Publications; 2004. 384 pages, hardcover.
ISBN 0-9755018-0-1. $37.00.

Author, nurse, and professor of nurs-
ing history at Purdue University, Martha
Libster focuses on the healing work and
use of botanicals by women in the United
States during the mid 19th
century (1830-1860). Dr.

Libster, who holds a doctor-

ate degree in Humanities and

is an expert on the histor-

ical and contemporary inte-

gration of botanical therapies

and nursing care, presents a

most interesting history about

herbal medicine during this

time period. She also provides a

valuable addition to the history

of nursing in the United States,

describing the roles of early

nurses who provided health services to
their communities. In recognition of its
excellence, this book was awarded the
2005 Lavinia L. Dock Award by the
American Association for the History of
Nursing.

The women of this historical period
bridged the gap between domestic and
public domains by bringing to their
communities the knowledge of health
and healing through botanical remedies.
The author describes in-depth case stud-
ies from 3 organized groups of nurses:
Shakers, Latter Day Saints, and Sisters
of Charity. These groups are representa-
tive of the early organizations of nurses in
the United States. During the mid 19th
century, there were few hospitals, and the
role of nurses was that of a community
resource or healer. The author situates the
nurse’s role in the cultural context of early
19th century when women’s work was
largely relegated to the domestic sphere,
in contrast to men’s work in the public
spheres. Women’s work had tradition-
ally incorporated the health care of their
families and members of their communi-
ties. Using detailed examples from these
3 groups, Dr. Libster asserts that these
women acted as herbal diplomats by bring-
ing the domestic knowledge of botani-
cals to the public. In keeping with their
more domestic roles, the written histori-
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cal accounts of these early herbal diplo-
mats were not systematically recorded, as
opposed to the healing practices of men.
Thus, a good deal of the information
comes from the “reccipt book” journals
in which women recorded some of their
domestic exchanges, such as foods and
healing remedies. Many of these receipt
books contained case study notes about
specific treatments. Additional sources
of information came from letters, diaries,
and organizational reports.

The author situates this kind
of activity within its historical
context. The political climate
at this time was described as
“Jacksonian democracy,” one
that valued self care, nature,
and an agrarian economy.
The practitioners of what was
then considered conventional
medicine (labeled the “Regu-
lars”) were moving toward a
more scientific basis, oriented
around the control or domina-
tion of nature. These practi-

tioners were generally university educated
and constituted a relatively elite class.
This was the period of “heroic medicine,”
which refers to the use of treatments and
medications with a powerful action. Their
primary approach was to purify the body
using the techniques of bloodletting and
administering powerful emetics (which
produced vomiting) and cathartics (which
acted as powerful laxatives).

This was also a time of medical plural-
ism and several different groups of health
providers were practicing. Dr. Libster
describes the work of “Empirics,” later
called the “Eclectics,” who embraced more
natural cures and the use of botanicals.
Most of Empirics did not have a univer-
sity education. However, they were often
very knowledgeable about botanicals or
herbal medicine. One of the most promi-
nent groups of health providers were the
Thomsonians, who developed a “Materia
Medica” based on botanical remedies from
American Indian, immigrant, folk, and
domestic remedies. Many of these reme-
dies were patented and became known as
“patent medicine.” As America became
more urbanized and industrialized, profes-
sional biomedicine emerged as the domi-
nant practice, incorporating many of the
botanical remedies into pharmaceuticals.
Many of these early nurses worked with
both the Regulars and the Empirics. Inter-

2006

estingly, many of the botanical remedies
of that period were also aimed at cathar-
sis, but were much gentler than the heroic
practices of the Regulars. These remedies
were often combined with tonics and
botanicals with a more nourishing intent.

Dr. Libster explores the archives of
3 religious communities: The Shaker
Infirmary and Community Nurses,
the pioneer Nurses and Midwives of
the Church of Jesus Christ of Latter-
day Saints (Mormons), and the Sisters of
Charity hospital nurses. She highlights
both commonalities and differences in
how nurses in these distinct organiza-
tions integrated healing practices from
both the Regulars and the Eclectics. Dr.
Libster describes their relationship to the
Botanical Medical Movement (in particu-
lar Thomsonianism), and the American
Indian healing practices related to botani-
cals. The author includes many botanical
therapies, recipes, and remedies used for
various ailments. This book illuminates
how these nurses cast a more feminine
approach to health and healing,

Herbal Diplomats is well-researched and
extensively documented with numerous
specific examples from each of the 3
exemplar groups. It makes an excellent
contribution to women’s history studies as
well as illuminating the contributions of
women and nurses to healing and the use
of botanicals. This book contains interest-
ing and relevant material for those inter-
ested in the history of herbal medicine in
the United States. It also makes a much
needed contribution to the history of the
nursing profession by documenting this
work of early nurses, prior to standard-
ized education and professionalization.
The author provides numerous references
and admirable scholarship, which makes
it an excellent reference book. It is recom-
mended for both academics and the liter-
ate lay audience. HG

—TJoan C. Engebretson, DrPH,
AHN-BC, Professor, University of Texas
Health Science Center at Houston,
School of Nursing

oisonous Plants: A Handbook for

Doctors, Pharmacists, Toxicolo-
gists, Biologists, and Veterinarians, 2nd
Edition, by Dietrich Frohne and Hans
Jurgen Pfander, Inge Alford (Translator).
Portland, OR: Timber Press; 2005. Hard-
cover, 469 Pages. ISBN 0-88192-750-3.
$150.00.
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centers and hospitals who need a quick
reference guide that not only includes the
color picture of the plant for identifica-
tion purposes, but which also suggests the
currently accepted mode of treatment or
support for the intoxicated patient.

Doctors Frohne and Pfander have
included a useful synopsis of berry-like
fruits in table format which aids toxicolo-
gists and others in the correct identifica-
tion of the plant, according to the type,
color, consistency of the fruit, and growth
habit (woody, herbaceous, epiphytic, etc.)
of the plant involved.

The book also contains a section with
black and white pictures of leaves that
point out the characteristic leaf features,
which can be an invaluable source for the
correct identification of the plant involved
in an intoxication. Since time is of the
essence in any intoxication, this infor-
mation will be very handy when making
split-second decisions regarding the treat-
ment for a particular species of plant
involved.

A glossary of botanical terms has been
added and is a useful tool for understand-
ing the botanical terms used throughout
the book.

An important aspect of this work is that
the authors caution readers not to look at
plants with fear and suspicion, but rather
encourage them to learn, as well as teach

their children, about the risks of handling

New Boo__ Profiles

Sacred Mushroom of Visions:
Teonandcatl. Ralph Metzner and Diane
Conn Datling, eds. Rochester, VT: Park
Street Press; 2006. 293 pages, softcover,
contents, b&w photos, figures, refer-
ences. $16.95. ISBN 1-59477-044-1.

Surveys the history of mushrooms
that contain the psychoactive substances
psilocybin and/or psilocin. Offers an
assortment of information on ancient
Aztec rtraditions, twentieth-century
scientific studies and psychotherapy, as
well as many deta  personal accounts
of mushroom ingestion by individuals
desiring enhancement of their spirituality
and consciousness. Additionally explains
the global distribution, bioc  istry,
and neuropharmacology of these typ
of mushrooms.
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certain plants, instead of the misguided
“eradication” approach so common in
many misinformed publications.

We must learn to identify and avoid
the most common offending species,
with the understanding that even the
most toxic plant, when used correctly, may
have an important medicinal or therapeu-
tic value for both humans and animals.
The Western yew tree (Taxus baccata L.,
Taxaceae) has been known to be poison-
ous for many centuries, yet the anticancer
compound paclitaxel (commonly known
as Taxol®) has been derived and eventually
synthesized from this species and is now
employed to treat breast cancer.

Podophyllotoxin and vincristine are 2
other anticancer compounds which have
been obtained from the may apple (Podo-
phyllum peltatum 1. Berberidaceae) and
the lesser periwinkle (Catharanthus roseus),
respectively.

Some potentially poisonous plants may
be present in homes, gardens, and perhaps
even children’s school yards. These plants
usually occur as hedges or decorative
houseplants, while others may be consid-
ered simply as weeds. For this reason it is
important to know which plants could,
at some point, pose a hazard to people or
pets.

This long-awaited new edition will
certainly be a valuable addition to the
libraries of physicians, veterinarians, bota-

Aromatherapy Science: A Guide for
Healthcare Professionals. Maria Lis-
Balchin. London: Pharmaceutical Press;
2006. 462 pages, hardcover, contents,
bibliography, appendices, index. $69.95.
ISBN 0-85369-578-4.

Provides healthcare professionals with
science-based information pertaining to
aromatherapy. Provides detailed, scien-
tific monographs on the essential oils
and absolutes available in the United
States and Europe. Introduces basic
concepts of aromatherapy along with
historical, chemical, and biological back-
ground information. Covers safety issues
and clinical trials.

Dictionary of Nutraceuticals and
Functional Foods. N.A. Michael Eskin,
PhD, and Snait Tamir, PhD. Boca Raton,
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nists, agronomists, and others interested
in a serious and in-depth coverage of
toxic plants, not only from Europe, but
throughout the world. HG
—Armando Gonzilez Stuart, PhD
University of Texas at El Paso,
UT Austin Cooperative Pharmacy
Program

andbook of Analytical Methods

for Dietary Supplements by Frank
Jaksch, Mingfu Wang, and Mark Roman.
Washington, DC: American Pharmacists
Association; 2005. Hardcover, 215 pages.
ISBN 1-58212-055-2. $197.95.

This book is basically a compilation of
HPLC (high-performance liquid chro-
matography) methods for the analysis of
predominantly “popular” herbs and some
of the more common dietary supplements
used in this industry today. There are
38 monographs in all, each with a stan-
dard format for quick reference. Entries
include chemical names, formulas, and
structures, along with information on
solubility and other physical/chemical
data. Also provided are a brief description
of common uses and the mode of action,
if known.

With new final rules for current Good
Manufacturing Practices (GMPs) soon
to be published by the Food and Drug
Administration, this book is a timely
publication that will help fill the analyti-

FL: CRC Press, Taylor & Francis Group;
2006. 507 pages, hardcover, 172 chemi-
cal structures, 102 figures, 73 schemes,
and 64 tables, references. $79.95. ISBN
0-8493-1572-7.

Defines more than 470 nutraceuticals
and phytocompounds and provides
the latest facts and research for each
entry. Gives the biological and chemical
activities that constitute the health and
disease-modifying properties for each
herb, plant, vitamin, or compound. Each
entry is followed by authoritative refer-
ences.

Medicinal Spices: A Handbook of
Culinary Herbs, Spices, Spice Mixtures
and Their Essentia! “ils. Eberhard
Teuschner. Edited and translated by Josef
Brinckmann and Michael Lindenmaier.
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cal gap for the dietary supplement (DS)
industry. Regulatory considerations
combined with increased competitive
pressures have created a growing need for
accurate analytical results from laboratory
testing of botanical raw materials, their
extracts, and finished products. With
so many different methods of analysis
becoming available for the

same botanical ingredient,

it has become necessary for

members of the herb indus-

try to use not only valid but

“validated” methods of anal-

ysis to ensure the “identity,

purity, quality, strength, and

composition of their dietary
ingredients.” Accordingly,

this book provides natural

products chemists with the

necessary confidence in their

quantitative analysis for some

of the marker compounds

contained within these

complex systems.

Anyone involved with the analysis of
DS will want to have this book in his or
her library. Moreover, it is probably an
indispensable resource for any analytical
chemist involved in botanical DS analysis.
The book has much to offer an industry
sorely lacking this kind of reference mate-
rial. Too frequently, compendial methods
are not available, and one typically has to

Boca Raton, FL: CRC Press, Taylor &
Francis Group; 2006. 459 pages, hard-
cover, contents, list of abbreviations, 173
full-color illustrations, 36 b8&w illustra-

tions, 498 chemical structures, index of

general references, subject index, photo
credits. $149.95. ISBN 0-8493-1962-5.

Describes 300 plants and the spices
that are obtained from them. Provides
comprehensive monographs on 84 culi-
nary herbs and spices. Extensive infor-
mation on chemical constituents, phar-
macological actions, sensory properties,
potential toxicity, as well as culinary and
medicinal uses. Covers the production
of spices from breeding and cultivation
to quality standards and governmental
regulations.

Pocket Guide to Herbal Medi-
cine. Karin Kraft, MD, and Christo-
pher Hobbs, LAc, AHG. Stuttgart,

www.herbalgram.org
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search through university or web-based
libraries for any references to a particular
method of analysis. In the lab, we usually
have to combine various methods from
different research papers as part of the
method development process.

Finally, we can now look at one source
and find analytical methods for many
common as well as uncom-
mon herbs and dietary
supplements. In almostevery
monograph, this book pres-
ents several methods. This
is a particularly nice feature
because one has the oppor-
tunity to review, compare,
and contrast several valid
methods. Many of the
methods offered are from
peer reviewed journals and
include a reference to the
original publication. Some
of the methods presented
include an additional section
describing different levels of validation
data.

Some minor improvements would
make this book more complete. First,
it would be helpful to have more actual
chromatograms for any and all meth-
ods as well as the spectra of the vari-
ous compounds of interest. A picture is
worth a thousand words—especially when
it comes to chromatography. It reveals

(e ————J "
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Germany: Georg Thieme Verlag; 2004.
503 pages, softcover, contents, 5 tables,
11 b&w illustrations, appendix with
Latin-English plant glossary, dosages,
addresses, references, and index. $34.95.
ISBN 1-58890-063-0 (US), ISBN 3-13-
126991-X (Germany).

Provides plant summaries that
cover pharmacology, indications,
contraindications, dosage information,
adverse effects, herb-drug interactions,
and references for more than 100 herbs.
Includes specific herbal treatments and
procedures for diseases involving every
human organ system, from cardiovascu-
lar to urogenital, with a separate section
for pediatric diseases. Offers disease-
specific clinical considerations and
explains the basic fundamentals and
guidelines of phytotherapy.
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much about a method that isn’t neces-
sarily revealed from the data alone. Data
are great but chromatograms are what
we frequently use to evaluate a method.
If there were more chromatograms, this
book would be even more valuable to
the natural products chemist. Second,
although there is generally enough infor-
mation to carry out the analysis, some
of the methods leave out dertails in the
method preparation that could be impor-
tant. Fortunately, the reference to the orig-
inal publication of the method should be
useful in these situations. These sugges-
tions would provide a welcome addition
to a well written and researched book of
analytical methods for DS.

All in all, we give this book “two
thumbs up.” It accomplishes its purpose
of providing a sampling of analytical
methods, along with appropriate valida-
tion data when available, for some of the
more common herbs and DS in commerce
today. Now all the authors have to do is
continue publishing these practical lab
books for all the natural product compa-
nies and their analytical chemists, and
thus make their lives a little easier. HG

—Sidney Sudberg and
Jennifer Terrazas
Alkemists Pharmaceuticals, Inc.

Textbook of Natural Medicine. Third
Edition. Joseph E. Pizzorno, Jr., and
Michael T. Murray, eds. St. Louis, MO:
Elsevier Ltd.; 2006. 2368 pages, hard-
cover, contents, b&w figures, charts,
tables, appendices, index. $229.00. ISBN
0-443-07300-7.

This revised version of the classic
two-volume edition offers extensively
researched and referenced information
on the practice of natural medicine. Six
separate sections provide evidence-based
overviews into the various topics regard-
ing complementary and alternative
medicine, such as its history, diagnostic
procedures, and varieties, as well as phar-
macology and disease-specific issues and
treatment approaches. Provides compre-
hensive summaries on more than 70
natural medicines and over 70 specific

health problems. HG
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Dr. Ferguson straddled the worlds of
mainstream and alternative medicine,
empowering consumers not to ignore the
dictates of medicine, but to fully under-
stand them and all other appropriate
avenues of treatment and prevention. He
argued that informed self-care is the start-
ing point for good health and worked to
encourage medical professionals to treat
clients as equal partners in achieving
better outcomes. His goal was to change
the entrenched practices of the conven-
tional top-down hierarchy of the doctor-
patient relationship.

After earning his medical degree from
the Yale University School of Medicine
in 1977, he launched a prolific career
in consumer-focused medical writing as
founder of Medical Self Care Magazine
and as the health and medical editor for
the Whole Earth Catalog in the 1970s. In
1979, he was interviewed by Dan Rather
on 60 Minutes, introducing 40 million
television viewers to what was then widely
called the “self-care revolution.”!

From 1980 to 1996, he authored or
co-authored over a dozen books,? includ-
ing Health Online: How to Find Health
Information, Support Groups and Self Help
Communities in Cyberspace, a book Dean
Ornish, MD has called “the Bible of
self-care information on the Internet.”?
With the rising popularity of the Inter-
net, Dr. Ferguson’s long history of advo-
cacy for information-empowered medical
consumers positioned him to be a leading
proponent of online health information
resources. He called laymen who used
Internet medical resources “e-patients.”
In 1993, he organized the world’s first
conference devoted to computer systems
designed for medical consumers. In 1998,
he became editor and publisher of a news-
letter called, “The Ferguson Report: the
Newsletter of Consumer Health Infor-
matics and Online Health.” In 1999, he
was one of 4 people to be recognized as
an “Online Health Hero,” an award given
by the Intel Corporation’s Health Initia-
tive Project.?

In 2000, Dr. Ferguson began teach-
ing the first-ever medical school course
in Consumer Health Informatics at the
University of Texas Health Science Center
at Houston. In early 2001, he joined the
Pew Internet and American Life proj-
ect as Senior Research Fellow for Online
Health.! At the time of his death, he was
also a consultant to the Robert Woods
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Johnson Foundation, an Adjunct Associ-
ate Professor of Health Informatics at the
University of Texas Health Science Center
at Houston, a Senior Associate at Boston’s
Center for Clinical Computing, and most-
recently an adjunct faculty at the Univer-
sity of Arkansas Medical Sciences Center,
where he initiated a patient-centered, qual-
ity improvement program at the Myeloma
Institute for Research and Therapy.?

When Dr. Ferguson became ill 15 years
ago, he applied the principles he had advo-
cated to himself. According to his wife,
Meredith Mitchell Driess, “He kept with
the traditional party line and did what
the doctors told him he should do, but
tweaked their advice in his own way. He
read widely, worked out his own doses
and was not afraid to experiment; when
he heard about a clinical trial involving
thalidomide, he called the drug company
and told them he wanted to be in on it. He
lived far longer than most people with this
disease do.™

Dr. Ferguson was born in Ross, Cali-
fornia, on July 8, 1943, but grew up in
Coos Bay, Oregon. He did his undergrad-
uate work at Reed College in Portland
and received a master’s degree in creative
writing from San Francisco State Univer-
sity before pursuing medical studies. He
moved to Austin, Texas in 1983. 2

“While he wasn’t an ‘herb person,” Tom
believed deeply in empowering people
to take care of their medical needs as
much as possible,” said Michael Castle-
man, a former editor of Ferguson’s Medi-
cal Self Care magazine. “To that end, he
was very supportive of the dissemina-
tion of medical knowledge—all medi-
cal knowledge: mainstream, alternative,
herbal—you name it. His mantra was:
give people accurate information and they

can decide for themselves how they want
to proceed.” Castleman further explained
that although Ferguson was an MD, he
never considered mainstream medicine as
inherently superior to other healing arts.
“Tom had deep respect for herbal medi-
cine. He was well aware that it was the
basis for much of modern pharmacology.
And he felt a special affinity for herbal
medicine because so much of it was self-
care.”

Peggy Brevoort, a pioneer in the herb
community and currently President of
the American Botanical Council Board
of Trustees, said, “Tom and I were only a
month apart in age and had a special bond
as cousins; [ think of him always as gentle,
kind, giving, full of humor and intelli-
gence and life; always caring for others
before himself, even in his illness.”

Dr. Ferguson is survived by his wife,
Meredith, of Austin, Texas; his stepdaugh-
ter, Adrienne Dreiss of Manhattan; his
mother, Helen Williams Ferguson of Coos
Bay, Oregon; a brother, Fergus Mclean of
Eugene, Oregon; and a sister, Kirpal Kaur
Khalsa of Espanola, New Mexico. HG

—Nancy Dennis
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Correction

inconvenience this may have caused.

An article in HerbalGram 69, “Jimson Weed: History, Perceptions, Tradi-
tional Uses, and Potential Therapeutic Benefics of the Genus Datura,” omitted
contact information for the authors. Readers may contact the primary author,
Kofi Busia, by telephone at 00233242128799 and by e-mail at kbusia@ug.edu.
gh/ or Kofi_Busia@hotmail.com. Fiona Heckles may be contacted by tele-
phone at 01992587021/07830195745 and by e-mail at ellowsun@yahoo.co.uk.
The American Botanical Council regrets this omission and apologizes for any
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