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Points of the lecture

1. A look at the differences between
Western and Ayurveda medicine: two
separate worlds ?




“Western” medicine “Eastern” medicine

(Ayurveda)

PEACE OR WAR ?




Western Medicine

* healthy man = few interest

e sick man = specific
therapy, mainly using
medicine or surgery

Ayurveda

* NIDAN PARIVARJANA =
Removal of the causative factors

« SAMSODHANA = Purificatory
measures

« SAMSHAMANA = Pacificatory
measures







Alternative Medicine — The RiIsks of

Untested and Unregulated Remedies
| " HS%&# ()

It is time for the scientific community to stop giving dternative medicine a free
ride.

There cannot be two kinds of medicine — conventional and &rnative.

There is only medicine that has been adequately tested andadicine that has
not, medicine that works and medicine that may or may notvork.

Once a treatment has been tested rigorously, it no lomg matters whether it
was considered alternative at the outset. If it is foud to be reasonably safe
and effective, it will be accepted. But assertions, spelation, and
testimonials do not substitute for evidence. Alternativdareatments should be
subjected to scientific testing no less rigorous than thatequired for
conventional treatments.




The New England
Journal of Medicine

O Coprrighe, 1998, by the Massachusetts Medical Sociery

YOLUME 339 SEFTEMEREER 17, 1998 MUMBER 12

CLINICAL AND BIOLOGIC ACTIVITY OF AN ESTROGENIC HERBAL

COMBINATION (PC-SPES) IN PROSTATE CANCER

RoeerT 5. DiPaoLa, M.D., Husyam ZHansG, M.D., GEORGE H. LameerT, M.D., BoeerT MEEKER, B.S5.,
EowarD LiciTra, PH.D., Modamen M. Rar, PH.D., Bao Ting ZHU, PH.D., HEIDI SPauLDinG, R.M.,
Susam GoooDiM, PHarM.D., MICHEL B. ToLepano, M.D., WiLLiam M. Hat, M.D., PH.D., anD MICHAEL A, GaLwo, PH.D.




Background Herbal mixtures are popular alterna-
tives to demonstrated therapies. PC-SPES, a commer
cially available combination of eight herbs, is used
as a nonestrogenic treatment for cancer of the pros-
tate. Since other herbal medicines have estrogenic
effects in vitro, we tested the estrogenic activity of
PC-SPES in yeast and mice and in men with prostate
cancer.

creased uterine weights substantially. In six of six men
with prostate cancer, PC-SPES decreased serum tes-
tosterone concentrations (P<0.05), and in eight of
eight patients it decreased serum concentrations of
prostate-specific antigen. All eight patients had breast
tenderness and loss of libido, and one had venous
thrombosis. High-performance liquid chromatogra-
phy, gas chromatography, and mass spectrometry
showed that PC-SPES contains estrogenic organic
compounds that are distinct from diethylstilbestrol,
estrone, and estradiol.

Conclusions PC-SPES has potent estrogenic ac-
tivity. The use of this unregulated mixture of herbs
may confound the results of standard or experimen-
tal therapies and may produce clinically significant
adverse effects. (N Engl J Med 1998;339:785-91.)




An example of modern
preventive medicine:

the prevention of diabetes
mellitus
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Mo. with Diagnosed Diabetes
[(milliens)

Yoar

Mumber of Persons with Diagnosed Diabetes in the United States, 1980-2004.
Data are from the Centers for Disease Control and Prevention. The increase in the number of cases between 1996 and 1997 reflects

a redesign of the National Health Interview Survey.
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Figure 1: Comparison of prevalence rates of diabetes in selected countries
between 1970-1989 and 1990-2005%

(A ) Prevalence of diabetes in selected nations. (B) Multiplication factor for
change in prevalence of diabetes in selected nations between 1970-1080 and
1990-2005.




Prevalence of obesity (BMI 30+ kg/m 2) in USA adult
population from 1960 to 2000
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Prevalence of overweight and obesity in various

areas of the worldin 45-59 year old people

Eura C
Eastern Med. D

Armerica A
America B
Eura B
Euro A

America D

Africa E

Eastern Med. 8
5.E. AsinB
W. Pacific A
W. Pacific B
E.E. AsiaD
Africa D

Men

20 40 &0

%

Figure 2 Prevalence of overweight and obesity in 45-59 year olds in different parts of the world. The three countries with the biggest
populations in each subregion is defined as follows — Afr D: Migenia, Algenia, Ghana; Afr E: Ethiopia, Congo, South Afrnica; Amr A: United
States, Canada, Cuba; Amr B: Braxl, Mexico, Colombia; Amr D: Peru, Ecuador, Guatemala; Emr B: Iran, United Arab Emirates, Saudia
Arabia; Emr D: Pakistan, Egypt, Sudan; Eur A: Germany, France, United Kmmgdom; Eur B: Turkey, Poland, Uzbekistan; Eur C: Russian
Federation, Ukraine, Kazakhstan; Sear B: Indonesia, Thailand, Sn Lanka; Sear D India, Bangladesh, Myanmar; Wpr A: Japan, Australia,

Singapore; Wpr B: China, Vietnam, Philippines. Source: James PT et al. Obes Res 2001; 9: 2285233
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At least 3 of the following 5:

 Fasting blood glucos& 110 mg/dL
e Abdominal obesity : waist circumference :

man: > 102 cm; woman:> 88 cm
* Triglycerides® 150 mg/dL
« HDL-C

man <40 mg/dL

Woman <50 mg/dL

e Blood pressure® 130/85 mm/ Hg or therapy for
hypertension

/8% among women and 84% among men with type 2 diabetes




Mortality for metabolic syndrome

Coronary heart disease mortality

Cardiovascular disease mortality

All-cause mortality
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POTENTIALLY PREVENTABLE PROPORTION
OF SOME COMMON DISEASES DUE TO LIFE

STYLE CHANGES ONLY

Fig. 1. Percentage of colon cancer,
stroke, coronary heart disease, and type
2 diabetes that is potentially prevent-
able by life-style modifications. For co-
lon cancer (7), the low-risk definition
includes body mass index <25 kg/m?,
physical activity equivalent to =30 min
per day of brisk walking, folic acid sup-
plement of 100 pg per day or more, less
than three alcoholic drinks per day, life-
time nonsmoking, and fewer than three
servings of red meat per week For
stroke (unpublished data) and coronary
heart disease (&), the low-risk definition

Percent avoidalble
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Colon Stroke Coranary heart Type 2
cancer disease diabetes

includes nonsmoking, a good diet (incorporating low intake of saturated and trans fat and glycemic
load and adequate intake of polyunsaturated fat, N-3 fatty acids, cereal fiber, and folic acid), body
mass index <25 kg/m?, physical activity equivalent to = 30 min per day of brisk walking, and
moderate alcohol consumption. For diabetes (8), the low-risk definition was similar to that for
coronary heart disease except that the dietary score did not include folic acid or MN-3 fatty acids.




Global cardiovascular disease prevention: time to get serious

Robert Beaglehole Lancet 2001; 358: 661-63

The proximal causes of the cardiovascular disease
epidemics are well known. The major risk factors—
mappropriate diet and physical inacuvity (as expressed
through unfavourable lipid concentrations, high body-
mass index, and raised blood pressure), together with
tobacco use—explain at least 75% of new cases of
cardiovascular disease. In the absence of these risk

After more than half a century of productive public-health
science, there 1s an urgent need to take the prevention of
cardiovascular disease more seriously. The only sensible
strategy 1s the population approach to primary prevention.
The bulk of available resources should be directed
towards this strategy, and policies and guidelines should
be realistic with respect to resource and context.













Where Is the difference ?
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« Many Americans use one or more health promotion, llhess
prevention or healing practices that are considereas
complementary and alternative medicine (CAM).

In recognition of this, the United States Congresegislated
In 1991 to establish the Office of Alternative Medime to
“Investigate and evaluate promising unconventional
medical practices”.

In 1998, Congress expanded this mandate by enacting
legislation that created theNational Center for
Complementary and Alternative Medicine(NCCAM),
endowing it with the resources and authority to fuml
research, train researchers, and disseminate inforation to
the public and healthcare professionals.
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The US$117.7 million allocated to NCCAM in 2004, while
generous by most standards, permits only a limited sampli ng
of possible CAM approaches.

The resulting first strategic plan stressed investment In basic
and clinical research, training, dissemination of fin dings, and
Integration of safe and effective practices.

NCCAM made a commitment to aspire to the same rigorous
standards that characterise National Institutes of Healt h (NIH)
research in general, while its research priorities wou |d focus
on the most promising scientific opportunities.

As NCCAM celebrates its fifth anniversary, it is possibl e to list
Its not inconsiderable achievements to date (see Box 1), and to
reflect on some of the lessons learned for current and f uture
directions.
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1 Activities of the National Center for Complementary a nd Alternative
Medicine in its first 5 years:

It built a centre responsive to its mission and integrate d into the other institutes at
the United States National Institutes of Health

It funded over 780 projects at 123 institutions, result ing in over 700 scientific
publications

It awarded more than 100 individual doctoral and postdoc toral training and career
awards

It enrolled nearly 40 000 participants in clinical protoc ols

It received over 1.5 million visitors to the website < www.nccam.nih.gov__> each year
who search for information about CAM, clinical trials, a nd research opportunities

It developed a database known as “CAM on PubMED?” that lis ts nearly
400 000 articles on CAM-related subjects published in 451  anguages from
70 countries

It informed public policy, patient choice, and clinic al practice through outreach
activities, including public town meetings, public m edia, and scientific and
professional conferences




1 Activities of the National Center for Complementary a nd
Alternative Medicine (NIH) in its first 5 years:

It built a centre responsive to its mission and integrate d into the other
institutes at the United States National Institutes of H ealth

It funded over 780 projects at 123 institutions, result Ing in over
700 scientific publications

It awarded more than 100 individual doctoral and postdoc toral training and
career awards

It enrolled nearly 40 000 participants in clinical protoc ols

It received over 1.5 million visitors to the website
<www.nccam.nih.qgov_ > each year who search for information about CAM,
clinical trials, and research opportunities

It developed a database known as “CAM on PUbMED?” that li sts nearly
400 000 articles on CAM-related subjects published in 451  anguages from
70 countries

It informed public policy, patient choice, and clinic al practice through
outreach activities, including public town meetings, public media, and
scientific and professional conferences




2 Status of National Center for Complementary and Alter

Medicine Phase lll Clinical Trials

Complementary and

alternative medicine modality Target disease

Sample si

VAS

native

Status

Acupuncture

Glucosamine/chondroitin

Ginkgo biloba

Shark cartilage

Vitamin E

St John’ s wort

Saw palmetto

Osteoarthritis

Osteoarthritis

Dementia

Lung cancer

Prostate cancer

Minor depression

Benign prostatic

hyperplasia

570

1588

3073

756

32400

300

Trial complete;
analysis underway

Enrolment
complete; ongoing
Enrolment
complete; ongoing
Patients enrolling;
ongoing
Enrolment
complete; ongoing

Patients enrolling;
ongoing

Final protocol
under development




Cochrane Database Syst Rev. 2004: Chinese herbal
medicines for type 2 diabetes mellitus.

(Liu JP, National Center for Research in Complementary an  d Alternative Medicine, University of Tromso, Norwa vy.)

BACKGROUND: Traditional Chinese herbal medicines have be  en used for a long
time to treat diabetes, and many controlled trials have b een done to investigate
their efficacy.

OBJECTIVES: To assess the effects of Chinese herbal medi  cines in patients with
type 2 diabetes mellitus. SEARCH STRATEGY: We searched the following

electronic databases: The Cochrane Library (CENTRAL), the Chinese BioMedical
Database, MEDLINE, EMBASE, and LILACS, combined with  hand searches on
Chinese journals and conference proceedings. Date of | ast search was April 2004.
No language restriction was used.

SELECTION CRITERIA: Randomised trials of herbal medici  nes (with at least two
months treatment duration) compared with placebo, phar macological or non-
pharmacological interventions were included.

DATA COLLECTION AND ANALYSIS: Data were extracted ind ependently by two
reviewers. The methodological quality of trials was evaluated using the
parameters of randomisation, allocation concealment, double blinding,




Cochrane Database Syst Rev. 2004: Chinese
herbal medicines for type 2 diabetes mellitus.

(Liu JP, National Center for Research in Complementa  ry and Alternative Medicine, University of Tromso, Norway.)

MAIN RESULTS: Sixty-six randomised trials, involving 8 302 participants, met the
inclusion criteria. Methodological quality was generall y low. ... Compared with
hypoglycaemic drugs including glibenclamide, tolbutami de, or gliclazide, seven
herbal medicines demonstrated a significant better metab olic control , including
Bushen Jiangtang Tang, Composite Trichosanthis, Jiang tang Kang, Ketang Ling,

Shengqi Jiangtang Yin, Xiaoke Tang, and Yishen Huoxue Tia  ogan. ....No serious
adverse effects from the herbal medicines were reported.

REVIEWERS' CONCLUSIONS: Some herbal medicines show hypoglycaemic
effects in type 2 diabetes. However, these findings should be

carefully interpreted due to the low methodological qual ity,
small sample size, and limited number of trials. In the light of
some positive findings, some herbal medicines deserve

further examination in high-quality trials.




Seminars in
Arthritis and
Rheumatism

Ayurvedic Medicine for Rheumatoid Arthritis:
A Systematic Review
Jongbae Park, KMD, PhD,*' and Edzard Ernst, MD, PhD, FRCP*

OBJECTIVE To systematically review all randomized controlled trials (RCTs) on the effective-
ness of Ayurvedic medicine for rheumatoid arthritis (RA).

METHODS Computerized literature searches for all RCTs of Ayurvedic medicine for RA in the
following databases: Medline (March 1969 to March 2003), Embase (February 1985 to
February 2003), AMED (March 1980 to March 2003), Cochrane Controlled Trial Register
(October 1997 to March 2003), and the abstract service of Central Council for Research in
Ayurveda and Siddha (CCRAS: 1976 to March 2003). Hand searches were performed in 1
Sri Lankan and 3 Indian journals and the authors' personal files. Key data of included
studies were extracted and reviewed. The methodological quality of all studies was ewval-
uated with the Jadad scale.

RESULTS Seven studies met our inclusion criteria. Trials tested either Ayurvedic medicine
against placebo or other Ayurvedic medicines. In general. patient and physician global
assessments on the severity of pain, and morning stiffness were used as endpoints. Of 3
placebo-controlled RCTs, 1 high-quality trial did not show benefit of the active treatment
against placebo, while another incompletely reported study indicated beneficial effects of
an Ayurvedic medicine. A further incompletely reported study showed no significant
difference. The remaining 4 trials were difficult to interpret because they tested an
Ayurvedic medicine against other Ayurvedic medicines whose effects were not proven.
CONGLUSION There is a paucity of RCTs of Ayurvedic medicines for RA. The existing RCTs fail
to show convincingly that such treatments are effective therapeutic options for RA.

Semin Arthritis Rheum 34:705-713 © 2005 Elsevier Inc. All rights reserved.




Ayurvedic Medicine: It Is "Time”
for Scientifically Sound Studies

Dinesh Khanna, MD, MS

A}'urveda translates into knowledge (Veda) of life (Ayur) (1)
and is one of the oldest and still widely practiced medical
systems in the Indian subcontinent (2). The concept of
Ayurvedic medicine 1s to promote health, rather than to fight
disease, and Ayurveda in daily life aims at maintaining har-
mony between nature and the “individual” to ensure optimal
health (1). Appropriate food, sleep, and sexual activity are
three pillars of good health, with emphasis on personal hy-
giene, massage, and exercise. The disruption of this harmony
leads to disease, and reversal of the steps that produce disease
15 the main therapeutic approach. Individualized treatment
regimens include fasting, massages, and/or Ayurvedic medi-
cines (both herbs and mineral compounds) to restore the
harmonv with nature (1)

approach ina 1-year RCT conducted in the US (8). In another
RCT in African Americans, stress reduction obtained through
Transcendental Meditation, an integral part of Maharishi
Vedic Medicine, was compared against a nonpharmacolog-
cal, cardiovascular disease risk factor prevention education
program (13). After an average intervention period of 6.8 *
1.2 months, the meditation group had a statistically signifi-
cant decrease in their carotid intima-media thickness com-
pared with the control population.

However, claims of effectiveness of herbs are limited to
anecdotal reports and personal experiences. These claims do
little justice when the “science” of the herb is unknown, and
herb use can result in potential toxicity and drug—herb inter-
actions. Appropriate skepticism, hesitancy. and fear regard-

Division of Rheumatology, Department of Medicine, David Getfen School of

Medicine, Los Angeles, CA.

Address correspondence and reprint requests to: Dinesh Khanna, MD, Di-

vision of Rheumatology, Department of Medicine, David Gelfen 5School
of Medicine, Los Angeles, CA @0085. E-mail: dinesh.khanna@uc edu




The current publication by Amarasinghe and coworkers in
the Seminars reviews the RCTs on the efficacy of Ayurvedic
medicine in rheumatoid arthritis (RA). Their meta-analysis is
limited to the herbal medicinal aspect of Ayurveda and omits
the other aspects of Ayurveda. Their extensive literature
search for RA trials evaluating either Ayurvedic medications
against placebo or other Ayurvedic medicines vielded 7
RCTs. Of the 7 trials, 3 were placebo controlled, and 4 com-

pared one Ayurvedic medicine against another. Only 1 article
(22) was considered of high quality as assessed by the Jaded
score and the rest of the 6 were of poor quality. A study by

Chopra and coworkers (22) compared a standardized formu-
lation of an Ayurvedic medicine (RA-1) against placebo in
double-blind RCT. The primary end points were the propor-
tion of patients achieving American College of Rheumatology
(ACR) 20 and 50% improvement response for individual
core set variables, and an ACR 20% composite response. At
the end of 16 weeks (primary endpoint), the responses for

individual core set variables and ACR 20% response were
numerically but not statistically higher in the Ayurvedic
treatment group. The other 6 studies had flawed study de-
sign, analysis, and reporting of the results.




In conclusion, herbs must undergo the same strict guidelines
for drug standardization reserved for conventional medications.
Well-designed safety and toxicity studies must be conducted in
animal models for arthritis, especially for multicomponent
herbs. 'Well-designed RCT assessing the concept of the

Ayurveda including herbal preparations, meditation, and Yoga
(an integral part of Ayurveda) (1), not just the herbal aspect,
should be conducted. Two recent RCTs have shown a beneficial

effect of these modalities over conventional treatment on the
carotid intima-media thickness (8,13).




In addition to standardization of the herbal formulations,
the trials should be conducted in a scientific and ethical man-
ner. For example, all trials in RA should have an anti-rheu-
matic agent as the background therapy and poor responders
can be randomized to either medication or placebo. Radio-
graphs should be a part of these studies to evaluate for any
disease-modilying effects of these herbs. Better, trials assess-

ing the “complete” Ayurveda against conventional allopathic
treatment for RA should be conducted. As stated by the au-

thors. international collaboration could be one of the avenues
to design future methodologically sound clinical trials. Such




Points of the lecture

2. Ayurveda medicine Iin Italy




Ayurveda medicine In ltaly -1

In Italy, the only official medicine provided byH is the
typical Western medicine. The Italian State dods@oognise
complementary and alternative medicine (CAM) offilsi, and
It has never provided definite statements on tligestiso far.

According to Italian law, only doctors in Westenedicine can
practice in ltaly

Any physician can claim to be an ‘expert’ in som&NC
Any physician can prescribe his/her patients Cv&dhedies

Only a few Ayurveda herbal products (ashwagandemme
phyllanthus, spirulina, boswellic acid, triphalaabgol ...) are
available in pharmacies and herboristic shops (ndicaé
prescription is required to buy them)




Ayurveda medicine In ltaly - 2

Some Regions (e.g. Tuscany) have made laws to
control the practice of some CAMS.

Other regions, like Lombardy, promoted research
activities in CAM and provided grants for carryiogt
them as such as cultural initiatives (meetings,snd
on) and have contacts with WHO centre for Traddlon
Medicine.

The Italian Medical Association declared to reaagn
some CAM practices, including Ayurveda medicine, &
medical activities

Some Local Health Authorities have promoted
Initiatives like clinics where some practices of KA
are provided at low cost by ‘expert physicians’.




Complementary and alternative medicine in Italy

e Some practices are widely used in the country@ANM drugs
can be bought freely.

« About 8 million Italians have tried CAM at leastaz in their
lives, and 70% were satisfied of the results.

e About 10 000 Italian physicians recommend CAMegast
sometimes.

« Homeopathy is the most practiced CAM, followed by
acupuncture and phytotherapy, and many othersjdma
Chinese and Indian traditional medicines (Ayurveda)




 The Lombardy Region included Complementary Medicin
among the projects in its 2002-2004 regional Helalém, and
under a resolution passed in 2003 entered int@erement with
the World Health Organisation to regulate informaton the use
of such medical practices for the benefit of constgrand to
promote basic operator training on the applicatibn
complementary medicine.

 In 2005-06 and 2006-07, as part of its Trainingedae, the

Brescia Health Authority promoted two introducta@gurses on
Ayurvedic medicine for doctors and pharmacists hBamurses
were held by Dr Deepika Gunawant and Dr. Nilesh Vakeho
were born and trained in India, and have practidgdrvedic
medicine at hospitals and clinics. Furthermorene-day short
course on foot massage (padabhyanga ) was held Awvibrash
Lele, one of the most famous ayurvedic expertsenibrid
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Points of the lecture

3. The C.I.S5.M.O.
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“CENTRO ITALIANO STUDI MEDICINE ORIENTALI”
(ITALIAN CENTRE FOR THE STUDY OF ORIENTAL

MEDICINES)
A non-profit association of public utility



C.1.5.M.O.

» Established in May 2005

e Article 3. PURPOSES OF THE ASSOCIATION.



LIST OF THE INTELLECTUAL ASSETS AND INSTITUTIONS
COOPERATING WITH THE C.I.5.M.O” (ITALIAN CENTRE
FOR THE STUDY OF ORIENTAL MEDICINES)
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A look at the differences between Western and
Ayurveda medicine: two separate worlds ?

Ayurveda medicine in Italy

. The C.I.S5.M.O.

The University of Brescia, Italy

The cooperation of the C.I.S.M.O. with Indian
Authorities

Future projects
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Initiatives by the University of
Brescia — Faculty of Medicine



Two randomised controlled trials
with Ayurveda herbal remedies
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PLACEBO-CONTROLLED, DOUBLE-BLIND,
RANDOMIZED CLINICAL TRIAL TO INVESTIGATE
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