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World Federation of TCM Societies (WFTS)
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established In Beljing
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The World Federation of TCM Societies (WFTS) was established on 26 September 2003 in Beijing.

WEFTS is a non-governmental and non-profit worldwide union of Chinese medicine societies. It aims to promote

the understanding and cooperation between academic groups of Chinese medicine in the world, to strengthen the

international academic exchange on Chinese medicine, to improve the professionism of TCM and to facilitate the

integration of TCM into mainstream medicine.

More than 300 people representing 118 Chinese medicine
societies in 43 countries attended the inaugural conference
of WFTS in Beijing on 26 September. The conference elected
WEFTS’s Councile and Executive Councile. Prof. She Jing (Vice
Minister of Health and Director General of the State Adminis-
tration of Traditional Chinese Medicine of China) was elected
chairperson of WFCMS. Li Zheniji (Deputy Director General
of the State Administration of Traditional Chinese Medi-
cine), Long Zhixian (Vice president of the Chinese Society of
Chinese Medicine), Deng Liangyue (Chairman of the World
Federation of Acupuncture Societies), Zhilin Dong (President
of the Association of Traditional Chinese Medicine in the
Netherlands), Man Fong Mei (Chairman of the Chinese Medi-
cal Institute & Register, UK), Andreas Bayer (President of TCM
Academy, Austria), Petro Choy (President of the Portugese
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Chairwoman (fifth from right) and vice-chairmen of
World Federation of TCM Societies.

Association of Acupuncture and Associated Disciplines), Tzi
Chiang Lin (President of the Federation of Chinese Medi-
cine & Acupuncture Societies of Australia), Xiaoming Tian
(Chairman of the National Association of Chinese Medicine,
USA), David Molony (Chairman of the American Association
of Oriental Medicine), Ying Tu (President of the National
Federation of Chinese TCM Organizations, USA), Steven K.H.
Aung (President of the World Natural Medicine Foundation,
Canada), Robson Campos Gutierre (Chairman of the Brazilian
Association of Traditional Chinese Medicine) were elected
vice chairmen of WFCMS. Ramon Maria Calduch was appoint-
ed vice chairman of WFCMS'’s Advising Committee.

Twenty-eight representatives were elected members
of the WFTS s Executive Council, including the following 4
members from Europe: Guoguang Zhu (Vice chairman, Pan-
European Federation of TCM Societies), Jidong Wu (Chairman
of the Association of TCM, UK), Jialang He (Chairman of the
Instituto Italiano di Medicina Traditionale Cinese) and Mian-
sheng Zhu (Acting president of the Pan-European Federation
of Consultants in Chinese Medicine). Other Executive Council
members include Li Junde (General secretary of the Chinese
Association of Chinese Medicine), Siu Ping Chiu (President of
the Hong Kong Association of Traditional Chinese Medicine),
Jingyan Han (Chairman of the Abroad Society of Liaoning
TCM), Qunhao Zhang (President of the Massachusetts Soci-
ety of Traditional Chinese Medicine). The establishment of
WFCMS was endorsed by the Chinese government. Chinese
vice premier madam Wu Yi sent a congratulation letter to the
conference. During the conference, TCM experts from several
countries gave presentations on the standardization of Chi-
nese Medicine.
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3rd PEFOTS World Congress of Traditional
Chinese Medicine held in Lisbon, Portugal
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The 3rd PEFOTS World Congress of Traditional Chinese
Medicine was held in Lisbon, Portugal from 14 to 16 Novem-
ber 2003. The congress was co-organized by the Portuguese
Association of Acupuncture (Associa 2o Portuguesa de
Acupunctura e Disciplinas Associadas, APA-DA) and PEFOTS.
About 900 people participated in the congress. Chinese
Ambassador to Portugal Mr. Ma Enhan, Dr. Josep Maria
Bertrkn, president of the Committee of experts for the Study
of Non-Conventional Medicines in Catalonia, Spain and Mr.
Francisco Louca, Member of Portuguese Parliament attended
the opening ceremony of the congress and expressed their
support for TCM in Europe. Dr. Bertr£n also presented his
view on the integration of complementary medicine with
Western medicine.

Also attended the congress were Prof. Zhu Bide, president of
Chengdu University of Chinese Medicine, China, Prof. Yitao
Wang (Director of the Institute of Chinese Medical Sciences,
University of Macau), Prof. Jingsheng Zhao (Faculty of Chi-
nese Medicine, Macau University of Science and Technology).
The congress received more than 50 papers, from which 25
were selected to be presented to the congress. Presentations
covered a wide range of topics from acupuncture clinical
treatment to modern researches on Chinese herbal medicine.

Chairwomen (5th from the right) and vice chairmen of the
World Federation of Chinese Medicine Societies.

The 3-day congress was closed by PEFOTS president Dr.
Dong Zhilin. The 4th PEFOTS World Congress of Traditional
Chinese Medicine will be held in Manchester, UK in June
2004. For information of the next congress, please visit the
congress website www.shizhen.co.uk/con.

NEWS FROM CHINA G

TCM embraces GMP
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After 6 years of implementation, phase one of Chinas
traditional medicines industry reforms is almost complete.

By April 2004, all manufacturers of herbal medicines must
comply with the Good Manufacturing Practice (GMP) set out
by Chinas State Food and Drug Administration (SFDA). Farms
producing raw ingredients have until 2007 to meet Good
Agricultural Practice (GAP).

One of the main problems faced by Chinas herbal medi-
cine industry is the international perception that Chinese
herbal medicinal products are of poor quality. By implement-
ing new standards from the farm to the factory to the shelf,
Chinese herbal medicine industry is ready to meet the needs
of booming international demand for herbal medicines.

The progress has not come easily. Despite the obvious
need to modernize, there was much resistance to change
among stalwarts of an industry that is thousands of years old.

There was a lot of doubt about whether China could move
forward in this way. There was much resistance because many
people thought the reforms would cripple the industry. It
took a lot of argument to convince them that if we did not
reform, the world would pass us by, said Dequan Ren, deputy
commissioner of the State Food and Drug administration
of China. China lags behind Japan and Korea in TCM herbal
products exports largely due to perceived poor quality, lack
of international marketing and branding strategy.

With a full GMP/GAP certification scheme in place, and




both industrial and agricultural sectors understanding what
is required of them, progress is being made at a rapid rate.
Quality has been improved because raw materials via the
GAP system are being controlled.  Now companies and
farms are voluntarily adopting GMP and GAP because they
know what the requirements are and they know they will
gain benefits. They know costs of production will increase
but so will the price they can get for their gods if the quality
is there. And they know if they don t join the system, they will

be left out in the cold, said professor Ren.

New version of Chinas GCP issued
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The new version of Chinas Good Clinical Practice (GCP), is-
sued by the State Food and Drug Administration (SFDA) of
China took effect on September 1,2003.

The new version strengthens the protection of sub-
jects, and improves the subject s accession to the Informed
Consent Form. It also enhances the quality control and data
management of clinical trials.

There are 145 pharmaceutical clinical trial sites and 165
GLP-qualified medical organizations nationwide since the
GLP was implemented in 1998 in China.

GAP certi cate pilot procedure to be
launched in China

G~ 3 1 OAQt LFU
The trial procedure of the Good Agricultural Practice (GAP)
certificate will be initiated nationwide in China in the near
future. A seminar on the GAP certificate trial run was held
in August 2003. GAP experts, along with officials from SFDA
simulated the whole procedure at the seminar and discussed
management measurements of GAP Authentication and
Evaluation Criteria for GAP authentication and inspection.
Some Chinese herb farms have already been built accord-
ing to GAP principles in Sichuan, Chongging, Yunnan, Inner
Mongolia, and some other provinces.

China revised GLP

G O O [ Qt LQU
SFDA released the latest version of Chinas Good Laboratory
Practice (GLP), effective as per 1 September 2003. The princi-
ples of GLP define a set of rules and criteria for a quality sys-
tem concerned with organizational process and conditions
under which non-clinical pharmaceutical studies are planned,
performed, monitored, recorded, archived and reported.

The GLP principles have been developed to promote
the quality and validity of data generated in the testing of
chemicals in order to facilitate their recognition for purposes

of assessment and other uses relating to the protection of
human health and environment. The new version broadens
the scope of non-clinical research to include immunogenic-
ity tests and toxicokinetics tests, and stresses the Standard
Operating procedure (SOP).

After promulgation of the revision, SFDA is to initiate a
series of programmes to promote GLP implementation in
China.

Biodiversity schemes take root in China

I afl
For years, environmentalists have watched aghast as huge
farming and construction projects have threatened to wipe
out swaths of Chinas ecology. But as modernization marches
westwards across the country, scientists are proposing initia-
tives to help conserve a region of exceptional biodiversity.
Late last year, the plan to establish a national germplasm
bank in Kunming Institute of Botany of the Chinese Academy
of Sciences (CAS) in southern China has passed the govern-
ment-sponsored scientific evaluation. The bank would store
seeds from thousands of plants and samples from micro-
organisms native to the southwestern regions of Yunan,
Guizhou, Sichuan, Guanxi and Tibet. It will also support in
vitro fertilization and cryogenic preservation of plants. In the
meantime, the CAS Institute of Zoology hosted a conference
to launch collaboration between the CAS, Germany s Max
Planck Society and the University of Chicago to train Chinas
next generation of conservation biologists.

The two initiatives will seek to protect some of the world s
most ecologically diverse regions and add momentum to the
expansion of Chinas nature reserves, which has doubled in
the past 5 years. Nature reserves now occupy 16% of Chinas
land area, which are concentrated in western and southern
regions of the country.

The group plans to collect 4000 seeds over the next 5 years,
eventually rising to 19,000. Many samples will also be deposited
with Britains Millennium Seed Bank Project based at the Royal
Botanic Gardens in Kew, England, helping it towards its goal of
collecting 24,000species by 2010 (Nature 2003;425:890).
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UK proposes regulations on herbal and
acupuncture practitioners
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Two reports commissioned by the Department of Health and
the Prince of Wales s Foundation for Integrated Health as
well as by organizations representing herbal medicine and
acupuncture professions.

The Herbal Medicine Regulatory Working Group, which
was composed of, published the "Recommendations on the
Regulation of Herbal Practitioners in the UK". The Working
Group acknowledges that acupuncture and herbal medicine
are integral parts of traditional Chinese medicine, thus do
not require separate registration as herbal practitioner and
acupuncturist. The Working Group does recommend that
separate registration for those who practise only Chinese
herbal medicine and those who practice both Chinese herbal
medicine and acupuncture.

Inclusion on the Register will allow a practitioner the use
of a protected title. Possible titles could include Registered
Practitioner (Western Herbal Medicine), Registered Practitio-
ner (Traditional Chinese Medicine), Registered Practitioner
(Chinese Herbal Medicine), Registered Practitioner (Tibetan
Herbal Medicine) and Registered Practitioner (Ayuvedic
Medicine). Registered Practitioner (Traditional Chinese Medi-
cine) would signify a practitioner registered to practise both
Chinese herbal medicine and acupuncture, whereas Regis-
tered Practitioner (Chinese Herbal Medicine) would indicate
a practitioner competent only in Chinese herbal medicine.

Another report by the Acupuncture Regulatory Working
Group (ARWG) proposes a free-standing statutory regulatory
body for acupuncture General Acupuncture Council (GAC).
For those practice both herbal medicine and acupuncture
such as TCM practitioners, ARWG proposes a dual registration
with greatly reduced fees to accommodate the concern of
cost problems.

EU adopts the Directive on Traditional
Herbal Medicinal Products
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In the last issue of PEFOTS NEWS, we reported European
Parliament Amendments to the proposed Directive on Tra-
ditional Herbal Medicinal Products (DTHMP) and European
Commission s position (Amendments to Directive of Tradi-
tional Medicinal Products get nixed). There are more revisions
and clarifications in the Directive amend by the European

Commission recently released for consultation:
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Allow the presence of non-herbal substances such as
vitamins and minerals in herbal medicinal products provided
that the action of the vitamins and minerals is ancillary.

Reverse earlier position on the amount of time a non Eu-
ropean product must have been used in the EU from 10 years
back to 15 years, but allow Member States accept application
of traditional use registration for products that have been
used in the Community for less than 15 years if the Commit-
tee for Herbal Medicinal Products of EMEA can establish a
Community herbal monograph.

For herbal products already on the market on the entry
into force of DTHMP, the provisions of DTHMP shall be ap-
plied within 7 years after its entry into force.

A Committee for Herbal Medicinal Products will be
established within EMEA. The Committee will establish
herbal monographs which will be taken into account by the
Member States when examining an application. Where no
such monographs have been established, which is most likely
the case for traditional Chinese herbal medicinal products,
other appropriate monographs, publications or data may be
referred to.

The European parliament discussed the directive for the
second time on 17 December 2003. Two new amendments
were agreed during these discussions. One new amendment
allows non-medicinal herbal products, fulfilling the criteria of
food legislation to be regulated under food legislation in the
community.

The Directive has been formally adopted by the Council of
Ministers at a meeting on 11 March. The Directive becomes
effective when it is published in the Official Journal of the
European Union.

EU Food Supplements Directive faces
UK courts

E1 4 1N a |
Two legal challenges have been launched in the UK against
the implementation of the EU Food Supplements Directive.
One challenge is led jointly by the National Association of
Health Stores (NAHS) and the health Food Manufacturers As-
sociation (HFMA). The other action is mounted by a pan-Euro-
pean group, the Alliance for Natural Health.

Both actions question the right of the Directive to ban
nutrients that do not appear on the Directive s positive list.
HFMA chairman Peter Aldis stated: Our case argues that the
Directive is disproportionate, discriminatory and irrational
and also uses some of the technical arguments that resulted
in the overturn of a previous EU Directive.

It is estimated that 5000 products and 300 nutrient
sources will be blacklisted when the Directive comes into




force in the UK in August 2005. A similar situation exists in
other liberal European countries such as Ireland, Netherlands
and Sweden where a similar number of local and imported
products will have to be reformulated if the Directive be-
comes law.

NAHS director Ralph Pike said that t he UK action had
to be mounted now because it could take up to 2 years for
a decision to be made. If we don t win the debate on the
submission of scientific dossiers to get nutrients on the posi-
tive list,and we don t win the debate on reasonable maxi-
mum permitted levels in food supplements, and we hadn t
mounted this action, all would have been lost. (Functional
Foods & Nutraceuticals, Dec. 2003).

US plans to ban sales of food supplements
containing Ma Huang
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On 30 December 2003, US Food and Drug Administration
(FDA) notified manufactures of ephedra products that it in-
tends to publish a final rule stating that dietary supplements
containing ephedrine alkaloids present an unreasonable
health risk. The rule would have the effect of banning the sale
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of these products as soon as it becomes effective.

Also on 30 December, FDA issued a consumer alert on the
safety of dietary supplements containing ephedra, or Ma
Huang (Herba Ephedrae). The alert advised consumers to im-
mediately stop buying and using ephedra products.

In recent years, ephedra products have been extensively
promoted in the US to aid weight loss, enhance sports per-
formance, and increase energy. They have also been linked
to dozens of death as well as significant adverse reactions
including heart ailments and strokes.

The rule, however, does not pertain to traditional Chinese
herbal remedies. It also does not apply to products that are
regulated as conventional foods such as herbal teas.

EUROPE TCM NEWS

PEFHEIT surveys TCM education in Europe
s T A 013 9 \l

Pan European Federation of Higher Education Institutes
for TCM (PEFHEIT) is conducting a survey to investigate the
current situation of TCM education in Europe. The survey is
led by PEFHEIT vice president Dr. Carlo M. Giovanardi. PEF-
HEIT welcomes TCM schools in Europe to participate in this
survey. If you have not received the survey questionnaire, you
can download it from the PEFOTS website (www.pefots.com)
and send it by email to Dr. Giovanardi at giovanardi@alinet.it.

Two TCM organizations in the UK merged
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The Association of Traditional Chinese Medicine (ATCM)
and the British Society of Chinese Medicine (BSCM) formally
merged on 23 November 2003 in a joint meeting of the
two organizations. The new organization retains the name
of ATCM and Dr.Jidong Wu, president of the old ATCM, was
elected president of the new ATCM. At the time of merger,
ATCM had 346 members and BSCM had 126.
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Pharmacokinetic mechanisms of
Chinese herbal formulation
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Combining several herbs to form a recipe is typical of
Chinese herbal medicine. Behind this practice are empirical
clinical observations that one herb increases the action or re-
duces the toxicity of another herb. A recent paper published
in the journal Biological and Pharmaceutical Bulletin sheds
some light on the science of CHM combination strategy.
Scientists at the Institute of Chinese Matiera Medica of the
China Academy of Traditional Chinese Medicine in Beijing
examined the fates of active constituents of the four ingredi-
ents (Huang Qin/Radix Scutellariae, Chi Shao/Radix Paeoniae
Rubra, Gan Cao/Radix Glycyrrhizae, Da Zao/Fructus Jujubae)
of a commonly used Chinese herbal formula Huanggin-Tang
( ) after oral administration to rats. The team found that
most of the active constituents in the decoction of the for-
mula had high blood concentration and stayed in the body
longer than when they were administered alone as a single
herb (Figure 1). Thus combining several herbs together does
produce more efficient and durable actions (Zuo F, et al. Phar-
macokinetic study on the multi-constituents of Huanggin-
Tang decoction in rats. Biological and Pharmaceutical Bulletin
2003;26(7):911-919).

Figure 1 The blood concentration of wagonoside from Huangqin-
Tang was twice as high as that of Huangqin.

Artemisinins target the SERCA of
malaria parasite

9 A
Researchers at the St George’s Hospital Medical School in
London say they may have solved the mystery of how the
Chinese herb Qing Hao (Herba Artemisiae Annuae) helps
combat malaria. They say that if their theory proves correct, it
could lead to the production of a new generation of drugs to
treat a disease that claims 1 million lives a year.
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Qing Hao, known in the West as Sweet Wormwood has
been used in China for hundreds if not thousands of years to
treat fevers. In the early 1970s, Chinese scientists isolated the
active compound, artemisinin or ginghaosu, from the herb,
as an effective treatment for malaria. Since then, artemisinin
and related compounds have been used widely to fight the
disease. To this day, artemisinins are still the most potent an-
timalarials available. However, no one is quite sure how they
work. Until now, the accepted theory was that they interact
with the haem molecules, which are produced when the ma-
laria parasite feeds on red blood cells. Researchers at the St
George’s Hospital Medical School in London say artemisinins
actually interact with an enzyme called PfATP6, which occurs
naturally in the body. PfATP6 regulates the level of calcium
in the body by pumping it out of cells. If the pump stops
working, calcium levels rise and the cells die. The London
researchers say artemisinins work because they block the ac-
tion of PfATP6 in the cells of the malaria parasite.

"Artemisinins stop the pump working in parasitic cells and
therefore the cells die," said Sanjeev Krishna, head of the re-
search team. "However, they do not block the pump in other
non-parasitical cells, which can carry on working as normal.
Krishna said he hopes the research will lead to the produc-
tion of synthetic artemisinins, which are even more effective
in blocking PfATP6 than natural artemisinins.

"We've made a good start. Let’s see if we can take this fur-
ther. I'd certainly be talking to chemists about the possibility
of making synthetic artemisinins." Artemisinins have the
added bonus that they have few known side effects and so
far, are impervious to resistance. "So far there is no evidence
at all of any clinical resistance to artemisinins," Krishna said.
"It's one of our best hopes for the future and frankly | don’t
think we have many other options at the moment."

Commenting on the research, published in the science
journal, Nature, Robert Ridley of the WHO in Geneva said
it needed further examination but was very encouraging.
(Eckstein-Ludwig U, et al. Artemisinins target the SERCA of
Plasmodium falciparum. Nature 2003;424:957-961).

Garlic found to be effective against
drug-resistant "Superbug"”

Bl :

Acording to recent research published in the British Journal
for Antimicrobial Chemotherapy, garlic intake can reduce
the effects of methicillin-resistant staphylococcus aureus,
or MRSA, one of the most powerful strains of "superbugs"”
that are resistant to "some of the most advanced drugs ever
made." Although MRSA is commonly found on the skin of
healthy people, it poses serious health risks for persons who




are immune-compromised, and is particularly dangerous to
patients who are hospitalized.

In the new research, doctors measured levels of natural
compounds triggered by MRSA infection and found they
were lower when garlic had been used. "The results strongly
support the conclusion that garlic extract possesses multiple
protective functions," the researchers stated.

Other research has found that allicin, a primary active
compound contained in garlic, is effective in controlling
an intestinal bacteria which is also antibiotic resistant and
causes considerable illness and deaths in hospitals. Addition-
al research also indicates that garlic may be effective against
fungal infections and parasites, and that it may increase the
body'’s resistance to viruses, including the common cold.

Novel polyphenol molecule isolated from

liquorice root induces apoptosis, G2/M cell

cycle arrest, and Bcl-2 phosphorylation in

tumor cell lines
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The Office of Dietary Supplements at the National Institutes
of Health recently published 2002 Annual Bibliography of
Significant Advances in Dietary Supplement Research. This
issue contains 25 original research papers on dietary supple-
ments that appeared in scientific journals in 2002.

A rigorous multistep process was used to select the top 25
papers. The first step was a comprehensive literature search
that identified peer-reviewed journals publishing original
research on dietary supplements in 2002. Editors of these
journals were asked to nominate a maximum of 24 original
research papers that appeared in their journals for that year.
Scientific reviewers were also invited to elect noteworthy
papers and through this process, over 350 papers were nomi-
nated for 2002. These papers were forwarded to internation-
ally recognized scientists for evaluation and scoring. The top
25 papers were then annotated and compiled into the annual
bibliography.

Liquorice root is a commonly used Chinese herb. In previ-
ous studies the antiprostate cancer activity of the Chinese
herbal product PC-SPES was attributed to phyto-estrogens
contained in licorice root that decreased circulating tes-
tosterone levels in men and decreased expression of the
antiapoptotic protein Bcl-2. Substances that decrease Bcl-2
expression or inactivate Bcl-2 induce apoptosis. In this cell
culture study, an extract of licorice root was assessed for
its effects on Bcl-2 expression and cell cycle arrest at G2/M
phase of cell division in breast cancer and leukemia cells. -
Hydroxy-DHP was identified as the only constituent respon-

sible for Bcl-2 phosphorylation. These researchers demon-
strated that licorice root affects Bcl-2 activity, G2/M cell-cycle
arrest, and apoptosis in a manner similar to that seen with
some prescription products. These preliminary findings sug-
gest that licorice root contains novel compounds that could
be used to derive novel anticancer agents.

The research was funded by National Cancer Institute and
National Institute of Environmental Health Sciences and New
Jersey Commission on Cancer Research, and was conducted
by Dr. M.M. Rafi of the Department of Food Science and
Center for Advanced Food Technology of Rutgers University
in New Jersey, USA (Rafi MM, et al. Novel polyphenol mol-
ecule isolated from licorice root (Glycyrrhiza glabra) induces
apoptosis, G2/M cell cycle arrest, and Bcl-2 phosphorylation
in tumor cell lines. Journal of Agricultural and Food Chemis-
try 2002;50:677-684).

TCM RESEARCH PROJECTS IN THE US

a E vy v

The US government s medical research agency National Insti-
tutes of Health (NIH) is funding several researches on Chinese
medicine.

The Center for Dietary Supplements Research on Botani-
cals of the University of California at Los Angeles (UCLA) is
studying green tea and other botanicals, such as Ganoderma
mushrooms (Ling Zhi), for insights into their actions on
tumour angiogenesis (Tumour angiogenesis is the growth of
blood vessels from surrounding tissue to a solid tumour). The
center is also studying Chinese red yeast rice and its pos-
sible implications for cancer prevention, as well as multiple
Chinese herbs for possible benefit in prostate cancer. Other
research projects on Chinese medicine are:

Electroacupuncture for delayed
chemotherapy-induced nausea and vomiting
in patients with pediatric sarcomas

vy O i N @
Acupuncture has been found to be effective in reducing che-
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motherapy-induced acute emesis. While acute chemother-
apy-induced emesis and nausea can be effectively treated
with contemporary anti-emetic regimens, delayed nausea,
defined as nausea occurring between 24 hours and up to

5 days after completion of chemotherapy, continue to be a
management challenge. Patients diagnosed with pediatric
sarcomas can be successfully treated using a comprehensive
treatment approach including highly emetogenic multi-
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agent chemotherapy. Delayed nausea frequently is managed
by recurrent administration of high dose corticosteroids,
resulting in undesirable side effects including weight gain,
growth retardation and increased risk for infections. Recur-
rent or delayed nausea, in addition to its negative effect on
Quality of Life (QOL), may constitute a state of stress for the
affected patient that may contribute to recognized endo-
crine, metabolic and immunologic sequelae of chronic stress
that are emerging from research in cancer survivors.

This study hypothesizes that electroacupuncture may be
effective in the treatment of chemotherapy-induced delayed
nausea in patients with pediatric sarcomas, resulting in
improved management of delayed nausea and emesis and
improvement of QOL. It also aims at identifying potential
underlying mechanisms of action such as reduction of a state
of stress with its negative effects on the neuro-endocrine-im-
mune system and QOL.

Dr. Patrick J. Mansky of the Laboratory of Clinical Investi-
gation, National Center for Complementary and Alternative
Medicine is the principal investigator. The study is estimated
to be completed in May 2005.

Acupuncture and Moxa for chronic diarrhoea
in HIV patients

N = WU e 0
Dr. Joyce K. Anastasi of Columbia University is studying
acupuncture and moxibustion to reduce the frequency of
chronic diarrhea among HIV positive individuals. 60% of
patients with HIV disease in the US will have diarrhea at some
point in their illness. Although in general many of the oppor-
tunistic infections associated with HIV have decreased due to
new "drug cocktails", many of these drugs have diarrhea as a
side effect. In Asian countries, acupuncture (including moxi-
bustion) has been widely used for the treatment of various
gastrointestinal disorders. However, there are no published
studies that test treatment protocols using acupuncture or
moxibustion on patients with HIV experiencing chronic diar-
rhea.

This study is designed to assess the efficacy of two alter-
native medicine treatments for chronic diarrhea associated
with HIV in a prospective, randomized, controlled, blinded,
parallel groups study under the intent-to-treat principle.

True acupuncture, moxibustion, and combination therapy, in
which specific meridian points are stimulated according to
protocol, will be compared to each other and with the con-
trol group, with one-way ANOVA models for pre-treatment
minus post-treatment difference scores for diarrhea frequen-
cy and stool consistency as the dependent measures and
treatment group assignment as the independent variable. Av-
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erage pretreatment diarrhea frequency and stool consistency
scores will be entered as covariates into these models.

Acupuncture in irritable bowel
syndrome (IBS)

N 3 € A IGX
Little is known about acupuncture’s efficacy for Irritable
Bowel Syndrome (IBS). This trial uses a manualized acupunc-
ture treatment format that closely follows clinical practice
and allows flexibility in designing individualized treatments.
In addition, a second parallel qualitative study will follow a
subgroup of patients throughout the trial to explore the rela-
tionships between patients’ interpretations and understand-
ings (what anthropologists call "meaning") of irritable bowel
and their response to treatment. Cortisol levels (an important
stress hormone) will also be assessed.

This project is led by Ted J. Kaptchuk of Harvard Medical
School, whose book The Web that has No Waver is a must
read for Westerners learning Chinese medicine. Estimated
completion date of this research is September 2005.
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Preliminary human trial of the Chinese
herbal medicine NP1-028 in alcoholics
3 A

This research will determine whether the Chinese herbal
medicine (NPI-028) can make a significant contribution to the
management of withdrawal and to follow-up treatment aimed at
preventing or managing relapse in both women and men alco-
holics. The herbal preparation has been used historically in the
treatment of alcohol intoxication and is still prescribed in China
and Southeast Asia. Efficacy has been documented but awaits
the application of current research methods to establish efficacy,
safety, and probable mechanisms of action. Preclinical studies
have been carried out in alcohol-preferring rats and vervet mon-
keys to test efficacy in reducing voluntary alcohol intake, mea-
sure tolerance effects, and toxicological affects. The proposed
human trial will develop a placebo, establish quality control,
test methods of administration, and examine compliance issues.
Following these preliminary steps, a placebo controlled trial will
be conducted using 160 subjects (80 subjects per treatment
condition with 40 of each gender). Alcohol use, craving, health
status, psychological status, and at rates will be assessed using
established measures that are current in addiction research.

Dr. Milton L. Bullock of Hennepin County Medical Center, Min-
neapolis is the principal investigator.

Phase I/11 Pilot Study of Herba Scutellariae
Barbatae (Chinese Herbal Extract) in Women
With Metastatic Breast Cancer

[ By N am v v

The Chinese herb Scutellaria barbata contains ingredients that
may slow the growth of cancer cells and may be an effective
treatment for metastatic breast cancer.

The purposes of this study (pase I/ll trial of the Chinese herbal
extract Herba Scutellariae Barbatae in treating women who have
metastatic breast cancer) to determine the efficacy of Herba
Scutellariae Barbatae in terms of tumor response in women with
metastatic breast cancer; the safety and toxicity of this therapy
in these patients; the feasibility of this therapy in these patients;
the time to progression, overall survival, and resource utiliza-
tion of patients treated with this therapy; the quality of life of
patients treated with this therapy; and the bioavailability and
pharmacokinetics of this therapy in these patients.

Patients receive oral Herba Scutellariae Barbatae twice daily
for 12 months in the absence of disease progression or unac-
ceptable toxicity. Quality of life is assessed at baseline and then
every 6 months thereafter.

This study is led by Dr. Hope Rugo of the Comprehensive Can-
cer Center at the University of California at San Francisco, USA.
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SARS & TCM

Chinese herbs for SARS: Do they work?

Y

SARS

A

It has been noticed that during the SARS outbreak last year, the mortality rate in China at 6.5% was lower than the

worldwide average of 9.3% [1,2]. Perhaps the disease was over-reported in China, says Klaus Stohr, the German

virologist coordinating the WHO network labs, but the Chinese may also have treated patients differently [1]. More

than half of SARS patients in Beijing were treated with a combined Chinese herb and Western drug therapy. Statistics

show these patients have fever for an average of 2 days less that those treated only with Western medicine, accord-

ing to Beijing's health authorities. It was found that Chinese herbal therapies helped accelerate the absorption of

inflammation of the disease [3].

According to a report by China'’s
Xiahua News Agency, the National
Anti-SARS task Force organized
a multicenter clinical evaluation
involving 562 SARS patients. The 562
patients were allocated to 2 groups,
groug A treated with Western
medicine and group B treated with
combined Western and Chinese
medicine. The report says that
patients in both groups underwent
a 14-day fever reduction period
from the onset of fever to normal
level. The fever-reducing process
was smooth in group B whereas
patients in group A experienced
fluctuations, most significantly at
day 6-7. Compared with group A, the mean time/duration of
SARS symptoms (dyspnea, non-productive cough, fatigue,
malaise) were shorter or less, specifically, dyspnea and cough
by 2 days, fatigue and malaise by 1 day, respectively. There
was no difference in headache and myalgia between the two
groups. The combined Western/TCM therapies worked better
in improving hypoxemia and protecting functions of the lung
and the heart. Additionally, use of Chinese herbs significantly
reduced the consumption of corticosteroids such as methyl-
prednisolone and hydrocortisone in severe cases [2].
Presentations to the 2-day International Anti-SARS Forum
held in Beijing in June presented the following findings: (1)
TCM speeded up the recovery of inflammation in the lung. 25

out of 30 SARS patients (83.8%) treated
with Western/TCM therapies in Beijing
Di-Tan Hospital were freed from air-
space shadowing in chest radiography
on day 20 whereas in patients treated
with Western drugs only 47.8% (11/23)
were devoid of air-space shadowing; (2)
TCM reduced the use of corticosteroids.
Beijing’s Eastern Hospital reported that
the average daily dose of methylpred-
nisolone in TCM group was 183.55 mg
compared to 285.94 mg for patients
treated with Western drugs (p<0.05);
and (3) TCM reduced the death rate of
severe SARS patients. Beijing You-An
Hospital reported that the death rate

in severe SARS cases was 15.4% when
treated with combined Western/TCM therapies while in
patients treated only with Western drugs the death rate was
47.4% [2].

Two controlled clinical studies in China compared the
efficacies of Western therapy and integrative Chinese and
Western therapy in the treatment of SARS. Patients assigned
to Western therapy were given antiviral and anti-infective
agents and glucocorticoids. Patients allocated to the integra-
tive therapy received Chinese herbs according to TCM dif-
ferentiation in addition to the Western therapy. In one study
involving 85 SARS patients, the quality of life (QOF) scoring
was measured before and at the end of a 3-week therapy.
Patients in the two groups exhibited similar QOF scores
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before treatment, but after 3 weeks of treatment, patients

in the integrative therapy group scored significantly higher
QOF than those in the Western therapy group. Patients in the
integrative therapy also had higher scores in psychological
and emotional measurements [4].

In another controlled study involving 49 patients, patients
on integrative therapy achieved quicker symptom improve-
ment than those in the Western therapy group (5.10 vs 7.62
days, p<0.05). The amount and duration of glucocorticoids
used were also significantly less in patients in the integrative
therapy group (p<0.05). There were no significant differences
between the two groups in the time for improving peripheral
WBC count and absolute value of lymphocyte, as well as for
absorption time of shadow in chest film [5].

There is no evidence that Chinese herbs can resist or kill
SARS virus in clinical applications although German scientists

did find that a purified constituent of the Chinese herb Gan
Cao (Radix Glycyrrhizae) inhibit the growth of the SARS virus
at higher concentrations [6].

Sources

1. Enserink M. China's missed chance. Science 2003;301:294-296

2. JiaW,Gao WY.Is traditional Chinese medicine useful in the treatment of
SARS? Phytotherapy Research 2003;17:840-841

3. www.Beijing.gov.cn (accessed on 28 july 2003)

4. BianYJ, et al. Evaluation on effect of integrative medical treatment on
quality of life of rehabilitation stage in 85 patients with SARS. China Jour-
nal of Integrated Traditional and Western Medicine 2003;23(9):658-660

5. Zhang RL, et al. Controlled clinical study on 49 patients of SARS treated
by integrative Chinese and Western medicine. China Journal of Integrated
Traditional and Western Medicine 2003;23(9):654-657

6. Cintal J, et al. Glycyrrhizin, an active component of liquorice roots, and
replication of SARS-associated coronavirus. Lancet 2003;361:2045- 2046

TCM bene cial In the treatment of SARS
SARS B BrEFid 5

The International Seminar on Integrative Treatment of SARS with TCM and Western Medicine co-sponsored

by the World health Organization (WHO) and the State TCM Administration of China was held from

8 to 10 October 2003 in Beijing.

WHO experts Dr. Xiaorui Zhang (team coordinator for tradi-
tional medicine, WHO Department of Essential Drugs and
Medicines Policy), Dr. Seung-Hoon Choi (WHO West Pacific
regional director of traditional medicine), Dr. Henk Bekedam
(WHO representative to China) and Dr. Sillion Nicolas Mardel
(WHO Global SARS clinical officer) along with experts from
The Netherlands, Japan, United States, Vietnam, Thailand,
Hong Kong and mainland China attended the seminar. Dr.
Xiaorui Zhang presided over the opening ceremony of the
Seminar. Dr. Bekedam delivered the opening speech in which
he acknowledged the efforts and contribution of TCM in SARS
treatment.

The Seminar examined and analyzed clinical reports
of integrative therapy of SARS with Chinese and Western
medicine; evaluated the safety and efficacy of the integrative
therapy; and proposed optimal treatments for SARS.

Experts in the Seminar agreed that the integrative therapy
was safe. Potential benefits of the integrative therapy are:

12

1. Alleviate symptoms of fatigue and short of breath in SARS
patients;

2. Stimulate pulmonary inflammatory absorption;

3. Reducing the risk of low SaO2 and stabilize SaO2 fluctuation;

4. Speed up the recovery of peripheral lymphocytes and
increase T lymphocyte subgroup levels;

5. Decrease the amount of glucocorticoids thus reduces
adverse reactions;

6. Reduce incidences of abnormal ALT, LDH and BUN levels;

7. The cost of TCM therapy is lower than that of Western
medicine therapy.

Experts also noticed that:

1. All SARS cases treated with TCM and without intervention
of antivirals, antibiotics, glucosteroids or immuno-regula-
tors were safely discharged from the hospitals;

2. The mortality in patients on the integrative therapy was
lower than that of Western therapy;
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. No medical personnel s, who were on TCM prevention
therapy and had contact with SARS patients, were infected
with SARS;

. TCM therapy produced beneficial effects in restoring en-
ergy, improving symptoms and pulmonary inflammation
in SARS patients.

Experts suggested that:

. Given its safety record, the integrative therapy is recom-
mended to be used at the earliest possible time and
throughout the whole treatment procedure;

. Continue monitoring SARS patients and compare the long
term efficacies of various therapies;

. Improve clinical trial design, taking into consideration of
SARS clinical features and TCM individualized treatment
modality, and reduce bias;

. Study SARS epidemiology and optimize therapies, increas-
ing the efficacy of the integrative therapy. Develop effec-
tive TCM drugs for SARS and improve their quality control;
. Evaluate the benefits of preventive measures using health
economics modalities;

. Include TCM in the public health emergency system, and

establish research network, emergency measures and
emergency research modalities;

7. Refer the Chinese experience of the integrative therapy for
SARS to other countries in the prevention and treatment
of acute infectious diseases.

Experts suggested to the WHO to:

1. Continue supporting and advising on the design and
implementation of clinical trials on traditional medicines
for SARS and other diseases;

2. Support and sponsor training programmes and share
experience and information on the integrative therapy for
SARS;

3. Publish the results of the integrative therapy and research.

The seminar was initiated by the WHO, which also pro-
vided financial, technical and methodological support for the
seminar. WHO experts acknowledged the safety and clini-
cal effects of the integrative therapy with TCM and Western
medicine for SARS. This will facilitate the understanding and
acceptance of TCM by other countries (report according to
the State TCM Administration of China).
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Integrative Treatment Protocols of SARS
with Chinese Herbal Medicine

Y

SARS

The following is the Chinese medicine protocol employed in Guangdong Provincial Hospital of Chinese Medicine

during the SARS outbreak in China. The protocol was used in conjunction with Western approach, which included

nutritional support, oxygen supplementation, non-invasive or invasive ventilatory procedures, infection control,

immuno-mudulation, anti-inflammatory treatment with steroids.

SARS cases were categorized into four stages according
to the history of onset and clinical manifestations,i.e.: (1)
Early stage, (2) Intermediate stage, 93) Extreme stage (peak
stage), and (4) Recovering stage. Pattern differentiation was
conducted using the Wei-Qi-Ying-Xue (four-stage,

) differentiation and Sanjiao (triple burner) differentiation.
Treatment strategies and herbal formulae were prescribed in
accordance with the pattern differentiation.

EARLY STAGE

Differentiation: Damp heat obstructing and constraining
the lung and Wei-Qi, characterized by fever, headache, heavi-
ness and pain of the body, epigastric distention, anorexia,
scanty and deep-coloured urine, yellow and greasy tongue
coating.

Treatment strategy: Clearing heat and dissolving damp-
ness from within, and using light substances to expel patho-
gens from the exterior.

Prescriptions: San Ren Tang (Three-Nut Decoction,

) combined with Sheng Jiang San (Ascending-Descend-
ing Powders, | ).If patients manifested exterior cold
with interior heat as well as dampness treatment strategies
should aim to expel the exterior by using pungent and cold
substances, and to disseminate the lung qi and dissolve
dampness. The formula for this pattern was the combination
of Yin Qiao San (Honeysuckle and Forsythia Powder, ),
Ma Xing Shi Gan Tang (Ephedra, Apricot Kernel, Gypsum and
Licorice Decoction, O ) and Sheng Jiang San (Ascend-
ing-Descending Powder) with modifications.

INTERMEDIATE STAGE
Diagnosis and differentiation: Damp-heat and toxin
mingle in the body.

Treatment strategy: Clear heat, transform dampness and
relieve toxicity.

Prescriptions: Gan Lu Xiao Du Dan (Sweet Dew Special
Pill to Eliminate Toxin, O é b ) with modifications was
considered appropriate for the treatment. If the pattern was
discerned as shaoyang obstruction by invading pathogens,
then the treatment should aim to clear the heat pathogen
out of the shaoyang, and to divert damp heat out of the
body. Hao Qin Qing Dan Tang (Artemisia Annua and Scutel-
laria Decoction to Clear the Gallbladder, A ) with
modifications was used.

If patients in the early and intermediate stages showed
excessive heat and some degree of toxicity, intravenous in-
jection of Yu Xing Cao Injection (Herba Houttuyniae Injection
Fluid, F
Opening Miracle Injection Fluid,

) and Qing Kai Ling Injection (Clearing and
) was incorpo-
rated into the treatment protocols.

If the patient showed tiredness, shortness of breath, Shen
Mai Injection (Ginseng and Ophiopogon Injection Fluid, &

) was used until the symptoms improved. Diges-

tive symptoms such as nausea, vomiting and diarrhea were
treated by orally administered Huo Xiang Zheng Qi Liquid
(Liquid of Agastachis for Restoring Qi, ) together

with berberine.

EXTREME STAGE (PEAK STAGE)

Diagnosis and differentiation: Typical clinical features
of this stage were severe shortness of breath and difficult
breathing and/or purplish complexion. The pathomechanism
was chiefly the confluence of damp-heat toxin that obstruct-
ed and disturbed the lung function.

Treatment strategies: Clear heat and transform damp-
ness, relieve the obstruction and disseminating the lung qi.
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Prescriptions: Wu Hu Tang (Five-Tiger Decoction, ~ ),
Ting Li Da Zao Xie Fei Tang (Descurainia and Jujube Decoc-
tion to Drain the Lungs, B W ) in combination with
) with

modifications. If the patient also complained of nausea and

Lian Po Yin (Coptis and Magnolia Bark Decoction,

vomiting and diarrhea, Su Geng (Caulis Perillae), Huo Xiang
Geng (Caulis Patchouli), Bai Dou Kou (Fructus Cardamomi
Rotundi), Sheng Jiang (Rhizoma Zingiberis Officinalis Recens),
Zhu Ru (Caulis Bambusae in Taeniis), Ju Pi (Pericarpium Citri
Reticulatae), Huo Tan Mu (Polygonum Chinense), Ge Gen
(Radix Puerariae), Che Qian Cao (Herba Plantaginis) and Guang
Mu Xiang (Radix Aucklandiae) could also be added.

Some patients manifested the pattern of heat pathogen
entering the ying and xue phases together with injury to qi
and yin. Treatment principles such as clearing heat in the ying
phase, relieving toxicity, and replenishing gi and nourishing
yin were employed. Formulae used were a combination of
Qing Ying Tang (Clear the Nutritive Level Decoction, )
and Sheng Mai Yin (Generate the Pulse Decoction, ) with
modifications.

If the patient developed collapse of the heat type due to
an exuberant heat pathogen and a vacuity of genuine qi, Shen
Mai Injection was administered, with concomitant oral admin-
istration of half a pill of An Gong Niu Huang Wan (Calm the
Palace Pill with Cattle Gallstone, I "H |l
of Xi Yang Shen (Radix Panacis Quinquefolii) 10 g and Shan Yu

) and a decoction

Rou (Fructus Corni Officinalis).

If collapse of cold type due to depletion of yang was diag-
nosed, Shen Fu Injection (Ginseng and Aconite Root Injection
Fluid, 6 6

tration of a decoction of Hong Shen (Radix Ginseng) 10 g, Pao

) was administered with concurrent adminis-

Fu Zi (Radix Aconiti Carmichaeli Praeparatae) 10 g and Su He
Xiang Wan (Liquid Styrax Pill, A ).

For patients showing no signs of bleeding, herbs for invigo-
rating blood circulation and removing blood stasis were com-
bined and Xiang Dan Injection (Auckandia and Salvia Injection
Fluid, b
Injection Fluid, o

) or Chuan Xiong Qin Injection (Ligustrazine
) were administered.

RECOVERING STAGE

Diagnosis: Deficiency of genuine qi and lingering of patho-
gens such as dampness and blood stasis in the body.

Treatment: Replenish the genuine gi and expelling the
pathogens, and focus should also be put on dampness trans-
formation and blood stasis removal.

Prescriptions: If the pattern was injury to both qi and yin,
Sha Shen Mai Dong Tang (Glehnia and Ophiopogonis Decoc-
tion, & b ) with modifications was used to replenish qi
and tonify yin.

A pattern of gi deficiency accompanied by dampness and
blood stasis would incur the use of treatment strategies for
replenishing qi, transforming dampness, invigorating blood
circulation and freeing the channel blockage. Formulae for
achieving these treatment strategies include the combination
of Li Shi Qing Shu Yi Qi Tang (Master Lis Decoction to Clear
Summer heat and Augment the Qi, J ), Shen Ling
Bai Zhu San (Ginseng, Poria and Atractylodes Macrocephala
) and Xue Fu Zhu Yu Tang (Drive Out Stasis

in the Mansion of Blood Decoction, E ).

Powder,8 un

In addition to the decoction, Shen Mai Injection was also
administered; or Sheng Mai Oral Fluid taken thrice daily for
two to three weeks. Huang Qi Injection (Astragalus Injection,

I ) was administered for those with conspicuous qi
deficiency. All patients of recovering stage were given Bai Ling
Capsules (containing powder of dried Cordyceps sinensis) for
two to three weeks.

Composition of the herbal formulae mentioned above is
listed in the following table.

THE ROLE CHINESE MEDICINE N THE

MANAGEMENT OF SARS

Chinese medicine played an important role in the treatment of

severe cases of SARS, which can be viewed from the following

perspectives:

1. Amelioration of symptoms: During the early stage of the
disease when systemic inflammation was the key features
of SARS, administration of Chinese herbs alleviated inflam-
matory pathogenesis and systemic intoxication, thereby
shortening the duration of fever,ameliorating symptoms
such as lassitude, headache, myalgia, nausea and vomiting,
and diarrhea.

2. Improvement of the digestive functions and correction of
floral imbalance: The advent of multiple organ dysfunc-
tion syndrome in the peak stage of the disease and the
use of corticosteroids and broad spectrum antibiotics
easily contributed to malfunction of digestion and floral
imbalance. As well as changing the antibiotic regimen, the
incorporation of Chinese herbal preparations such as Huo
Xiang Zhen Qi Oral Fluid and oral berberine could modu-
late the digestive functions and correct alimentary tract
floral imbalance, thus reducing the displacement of normal
bacteria and preventing the absorption by the body of
endotoxin. Improvement of appetite helped increase the
nutrition intake. All these benefits in the digestive system
in turn assisted the body to fight acute lung injury and
acute respiratory distress syndrome.

3. Correction of the hypercoagulability of DIC: A number of
severe SARS patients developed DIC which usually required
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