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Two different views of medicine ?

“Western” medicine “Eastern” medicine 

(Ayurveda)

PEACE  OR  WAR ?



The different views of Western medicine and 

Ayurveda

Western Medicine

• healthy man = few interest 

• sick man = specific

therapy, mainly using

medicine or surgery

Ayurveda

• NIDAN PARIVARJANA = 

Removal of the causative factors

• SAMSODHANA = Purificatory

measures

• SAMSHAMANA = Pacificatory

measures



The limits and faults of the Western medicine

• A man is a sum of organs: take care of the diseased 
organ and forget the man as a whole 

• Many more resources are devoted to diagnosis and 
therapy than to prevention of diseases 

• The technology progress in  diagnosis and treatment 
of diseases is fascinating but it increases the costs 
of the health care system enormously

• It is easier to take medicines than to change one 
subject’s lifestyle



Alternative Medicine — The Risks of 

Untested and Unregulated Remedies
(Angell and Kassirer, NEJM, 1998)

It is time for the scientific community to stop giving alternative medicine a free

ride. 

There cannot be two kinds of medicine — conventional and alternative. 

There is only medicine that has been adequately tested and medicine that has

not, medicine that works and medicine that may or may not work. 

Once a treatment has been tested rigorously, it no longer matters whether it

was considered alternative at the outset. If it is found to be reasonably safe

and effective, it will be accepted. But assertions, speculation, and 

testimonials do not substitute for evidence. Alternative treatments should be

subjected to scientific testing no less rigorous than that required for

conventional treatments.







An example of modern

preventive medicine: 

the prevention of diabetes

mellitus



Source: Mokdad et al., Diabetes Care 2000;23:1278-83;  J Am Med Assoc 2001;286:10.

Diabetes Trends* Among Adults in the U.S.,
(Includes Gestational Diabetes)

BRFSS, 1990, 1995 and 20011990 1995

2001

No Data                <4%              4%-6%              6%-8%                  8%-10%           >10%             









Prevalence of obesity (BMI 30+ kg/m2) in USA adult
population from 1960 to 2000



Prevalence of overweight and obesity in various

areas of the world in 45-59 year old people



At least 3 of the following 5:

• Fasting blood glucose ≥≥≥≥110 mg/dL

• Abdominal obesity : waist circumference :   

man: >>>> 102 cm; woman: >>>> 88 cm

• Triglycerides ≥≥≥≥ 150 mg/dL

• HDL-C

man <<<< 40 mg/dL

Woman <<<< 50 mg/dL

• Blood pressure ≥≥≥≥ 130/85 mm/ Hg  or therapy for 

hypertension 

Metabolic syndrome: NCEP definition

78% among women and  84% among men with type 2 diabetes



Mortality for metabolic syndrome



POTENTIALLY PREVENTABLE PROPORTION 

OF SOME COMMON DISEASES DUE TO LIFE 

STYLE CHANGES ONLY





Present scientific evidence: 

are lifestyle changes effective in prevention of 

diabetes and metabolic diseases ?

• Diet, reduction in BMI  and exercise are effective 
in reducing the risk  of diabetes and  related 
diseases, particularly cardiovascular diseases

• Prevention trials demonstrate that up to 80% of 
diabetes can be prevented with lifestyle changes

• lifestyle changes are more healthy and safe than 
oral anti-diabetic drugs.



Landmarks for the prevention of diabetes and 

metabolic syndrome and related diseases 

(Western medicine)

1. Healthy dietary habits (food with a low glycemic
index and reducing LDL cholesterol serum levels) 

2. Avoiding overweight/obesity

3. Regular exercise 

4. Avoid tobacco smoking

5. Control of the blood pressure

6. Drugs 



Ayurveda suggestions for the prevention of 

diabetes and metabolic syndrome and related 

diseases

1. Healthy dietary habits (food with a low glycemic
index and reducing LDL cholesterol serum levels) 

2. Avoiding overweight/obesity

3. Regular exercise 

4. Avoid tobacco smoking

5. Herbs

6. Panchkarma



How to prevent diabetes ?

Western medicine 

• Diet

• Avoid overweight

• Exercise 

Ayurveda

• Diet

• Avoid overweight

• Exercise

Where is the difference ?



Do Ayurveda medicine treatments meet the 

Western parametres of ‘Evidence-Based 

Medicine’ ?

1. Randomized controlled, double blind, trials (RCTs) carried 
out in humans are actually the best study designs to test 
efficacy and safety of treatments, especially herbs.

2. Though all the scientific journals are theoretically valid, 
there are some parameters, mostly based on the journal 
diffusion (impact factor), which are very important for 
relevance given to study results. 

3. Most Ayurvedic treatments still lack a strong scientific 
evidence according to Western rules.



The promotion of research on complementary 

medicine in the USA: the activity of NIH

• Many Americans use one or more health promotion, illness 

prevention or healing practices that are considered as 

complementary and alternative medicine (CAM).

• In recognition of this, the United States Congress legislated 

in 1991 to establish the Office of Alternative Medicine to 

“investigate and evaluate promising unconventional 

medical practices”. 

• In 1998, Congress expanded this mandate by enacting 

legislation that created the National Center for 

Complementary and Alternative Medicine (NCCAM), 

endowing it with the resources and authority to fund 

research, train researchers, and disseminate information to 

the public and healthcare professionals.



The promotion of research on complementary 

medicine in the USA: the activity of NIH

• The US$117.7 million allocated to NCCAM in 2004, while
generous by most standards, permits only a limited sampling
of possible CAM approaches. 

• The resulting first strategic plan stressed investment in basic 
and clinical research, training, dissemination of findings, and 
integration of safe and effective practices.

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

• As NCCAM celebrates its fifth anniversary, it is possible to list 
its not inconsiderable achievements to date (see Box 1), and to
reflect on some of the lessons learned for current and future 
directions.



The promotion of research on complementary 

medicine in the USA: the activity of NIH

1 Activities of the National Center for Complementary and Alternative 
Medicine in its first 5 years:

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

• It funded over 780 projects at 123 institutions, resulting in over 700 scientific
publications

• It awarded more than 100 individual doctoral and postdoctoral training and career 
awards

• It enrolled nearly 40 000 participants in clinical protocols

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

• It developed a database known as “CAM on PubMED” that lists nearly
400 000 articles on CAM-related subjects published in 45 languages from
70 countries

• It informed public policy, patient choice, and clinical practice through outreach
activities, including public town meetings, public media, and scientific and 
professional conferences
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2 Status of National Center for Complementary and Alternative 
Medicine Phase III Clinical Trials

Complementary and 

alternative medicine modality Target disease Sample size Status

Acupuncture Osteoarthritis 570 Trial complete; 

analysis underway

Glucosamine/chondroitin Osteoarthritis 1588 Enrolment
complete; ongoing

Ginkgo biloba Dementia 3073 Enrolment
complete; ongoing

Shark cartilage Lung cancer 756 Patients enrolling; 
ongoing

Vitamin E Prostate cancer 32400 Enrolment
complete; ongoing

St John’s wort Minor depression 300 Patients enrolling; 

ongoing

Saw palmetto Benign prostatic

hyperplasia 2860 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 and Alternative Medicine, University of Tromso, Norway.)

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

OBJECTIVES: To assess the effects of Chinese herbal medicines 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 last search was April 2004. 
No language restriction was used. 

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

DATA COLLECTION AND ANALYSIS: Data were extracted independently by two

reviewers. The methodological quality of trials was evaluated using the 
parameters of randomisation, allocation concealment, double blinding, 
and drop-out rates.



MAIN RESULTS: Sixty-six randomised trials, involving 8302 participants, met the 
inclusion criteria. Methodological quality was generally low. … Compared with
hypoglycaemic drugs including glibenclamide, tolbutamide, or gliclazide, seven
herbal medicines demonstrated a significant better metabolic control, including
Bushen Jiangtang Tang, Composite Trichosanthis, Jiangtang Kang, Ketang Ling, 
Shenqi Jiangtang Yin, Xiaoke Tang, and Yishen Huoxue Tiaogan. ....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 quality, 
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. 

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

(Liu JP, National Center for Research in Complementary and Alternative Medicine, University of Tromso, Norway.)
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Ayurveda medicine in Italy -1

• In Italy, the only official medicine provided by NHS is the 

typical Western medicine. The Italian State does not recognise 

complementary and alternative medicine (CAM) officially, and 

it has never provided definite statements on the subject so far.

• According to Italian law, only doctors in Western medicine can 

practice in Italy

• Any physician can claim to be an ‘expert’ in some CAM

• Any physician can prescribe his/her patients  CAM remedies

• Only a few Ayurveda herbal products (ashwaganda, neem, 

phyllanthus, spirulina, boswellic acid, triphala, isabgol …) are 

available in pharmacies and herboristic shops (no medical 

prescription is required to buy them)



Ayurveda medicine in Italy - 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 carrying out 
them as such as cultural initiatives (meetings, and so 
on) and have contacts with WHO centre for Traditional 
Medicine.

• The Italian Medical Association declared to recognize 
some CAM practices, including Ayurveda medicine, as 
medical activities 

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



• Some practices are widely used in the country and CAM drugs 

can be bought freely. 

• About 8 million Italians have tried CAM at least once in their 

lives, and 70% were satisfied of the results.

• About 10 000 Italian physicians recommend CAM, at least 

sometimes. 

• Homeopathy is the most practiced CAM, followed by 

acupuncture and phytotherapy, and many others, including 

Chinese and Indian traditional medicines (Ayurveda).   

Complementary and alternative medicine in Italy



• The Lombardy Region included Complementary Medicine 

among the projects in its 2002-2004 regional Health Plan, and 

under a resolution passed in 2003 entered into an agreement with

the World Health Organisation to regulate information on the use

of such medical practices for the benefit of consumers and to 

promote basic operator training on the application of 

complementary medicine.

• In 2005-06 and 2006-07, as part of its Training Scheme, the 

Brescia Health Authority promoted two introductory courses on 

Ayurvedic medicine for doctors and pharmacists. Both courses 

were held by Dr Deepika Gunawant and Dr. Nilesh Wakde, who 

were born and trained in  India, and have practised  Ayurvedic 

medicine at hospitals and clinics. Furthermore, a one-day short 

course on foot massage (padabhyanga ) was held by Dr. Avinash

Lele, one of the most famous ayurvedic experts in the world



RegioneRegione LombardiaLombardia and ASLand ASL BresciaBrescia

3.434 km2

1.071.035 (data at 31/12/2005)

ASL BRESCIA

23.900 km2Area

9.393.092Population 

LOMBARDIA

HEALTHTREATS PROJECT MEETING - Brescia, 9th July 2007



MAIN FIGURES MAIN FIGURES 

HEALTHTREATS PROJECT MEETING - Brescia, 9th July 2007

� 6 Managerial districts - 12 social and 

health districts – 6 veterinary districts

� NORTH: mountains and valleys

� CITY: high urbanization

� SOUTH: plains

� 1.679  ASL employees 

� 2007 budget 1.458.607.000 €

� 700 General practitioners

� 118 Pediatricians

� 276 Pharmacies

� 6086 Ordinary hospital beds (data 30/06/2007)

� 5989 Residential nursing home beds

� 11779 Home care patients 

Data 31/12/2006Data 31/12/2006
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BRESCIA



“CENTRO ITALIANO STUDI MEDICINE ORIENTALI”

(ITALIAN CENTRE FOR THE STUDY OF ORIENTAL 

MEDICINES)

A non-profit association of public utility



C.I.S.M.O.
• Established in May 2005

• Article 3. PURPOSES OF THE ASSOCIATION.

The mission of the C.I.S.M.O. is to promote mental and physical wellbeing through 
initiatives to prevent and treat diseases according to the principles and techniques of 
oriental medicine, in order to integrate western medical practice. 

The main aims of the C.I.S.M.O. are to:

- promote knowledge of the Ayurveda in all its aspects - cultural, philosophical and 
technical;

- promote the integration of Ayurvedic and Western medicine in order to enrich  the latter;

- promote Ayurvedic teachings and practice among health professionals;

- encourage a free choice of medical treatment according to the individual’s ethnic group, 
culture and religion;

- set up a clinic in Brescia devoted to promoting health  and disease prevention by 
applying the principles and practices of Ayurvedic medicine;

- set up  a reference group for public and private institutions, at a local, regional or 
national level,  in order to promote the knowledge and application of oriental medicine;  

- promote health education among the general population and specific  high-risk groups, 
and encourage healthy lifestyles according to Ayurvedic principles;

- produce publications and use the mass media to spread the knowledge of Ayurveda and 
other oriental medicines  in order to promote the integration of foreign populations which 
traditionally engage in such medical practices according to their cultural environment.



The C.I.S.M.O. is supported by physicians and other health personnel 

who work at the local National Health Services institutions: general 

practitioners and  operators at Local Hospitals and Clinics.  Some 

University professors working at the local Brescia University, Faculty of 

Medicine and Faculty of Economics, also promote and support the 

initiatives of the C.I.S.M.O. 

A Scientific Committee is setting up with the intent to give a scientific 

rationale to any initiative of the Association regarding the organization of 

courses, seminars, meetings and other initiatives to diffuse the

knowledge and practice of Ayurveda in Italy, on the basis of the best 

scientific evidence of efficacy and safety of these practices and in 

accordance with the recommendations of the World Health Organization 

and of the Italian Institutions (National Government and Lombardy 

Region).  

LIST OF THE INTELLECTUAL ASSETS AND INSTITUTIONS 

COOPERATING WITH THE C.I.S.M.O” (ITALIAN CENTRE 

FOR THE STUDY OF ORIENTAL MEDICINES)



The following institutions are cooperating with the C.I.S.M.O. at 

present:

- The General Director of  the Local Health Authority of Brescia

Promotes CISMO initiatives.

- The main General Hospital of Brescia, (“Spedali Civili”

Hospital), where some physicians who are founder members work

- The University of Brescia, some professors of which are going to 

be members of the Scientific Committee 

- The College of Physicians of the Province of Brescia, that gives 

its support to the cultural initiatives of the C.I.S.M.O.

- The College of Pharmacists of the Province of Brescia, that gives 

its support to the cultural initiatives of the C.I.S.M.O.
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Azienda Sanitaria Locale Azienda Sanitaria Locale 

(ASL) di Brescia(ASL) di Brescia

LocalLocal HealthHealth AuthorityAuthority
of Brescia, of Brescia, NorthNorth ItalyItaly



The Italian National Health ServiceThe Italian National Health Service

NATIONAL LEVEL

The State determines the essential levels of health 
services guaranteed all over the Country

REGIONAL LEVEL

Regions organize health services regarding health 
promotion, disease prevention and care

LOCAL LEVEL

Local Health Authorities (ASL) are bodies with public 
juridical status and operate autonomously with 
regard to organization, administration, management

HEALTHTREATS PROJECT MEETING - Brescia, 9th July 2007

LOMBARDIA REGION
Differentiation between ASL and hospitals regarding to
their mission
ASL: responsible for population health status 
HOSPITALS: clinical care



ASL MISSION AND STRATEGIC TARGETS ASL MISSION AND STRATEGIC TARGETS 

HEALTHTREATS PROJECT MEETING - Brescia, 9th July 2007

ASL IS RESPONSIBLE FOR THE HEALTH STATUS OF THE 

POPULATION LIVING IN THE AREA

�� To investigate the population’s health needs

� To assess the weight of the most common risk factors 
for acute and chronic diseases in the area

� To plan the health services required to respond to the 
population’s health demands

� To pay the hospitals and other local authorities for the 
services they provide

� To evaluate the effectiveness, safety and cost-benefit 
ratio of the health services provided according to 
standards of quality



OrganizationalOrganizational ChartChart

GENERAL DIRECTION

Chief: Dr. C. Scarcella

GENERAL DIRECTION STAFF

ECONOMIC ANDECONOMIC AND

FINANCIAL DEPARTMENTFINANCIAL DEPARTMENT

ADMINISTRATIVE DIRECTIONADMINISTRATIVE DIRECTION

Director: Dr. M. Director: Dr. M. FreraFrera

MEDICAL DIRECTIONMEDICAL DIRECTION

Director: Dr.ssa A. IndelicatoDirector: Dr.ssa A. Indelicato

MEDICALMEDICAL

PREVENTIONPREVENTION

DEPARTMENTDEPARTMENT

PRIMARYPRIMARY

HEALTH CAREHEALTH CARE

DEPARTMENTDEPARTMENT

VETERINARYVETERINARY

PREVENTIONPREVENTION

DEPARTMENTDEPARTMENT

VETERINARY  DISTRICTSVETERINARY  DISTRICTS
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PROGRAMMING AND CONTROL DEPARTMENTPROGRAMMING AND CONTROL DEPARTMENT

SOCIAL AND HEALTH DISCTRICTSSOCIAL AND HEALTH DISCTRICTS

MANAGERIAL DISCTRICTSMANAGERIAL DISCTRICTS

SOCIAL DIRECTIONSOCIAL DIRECTION

Director: Dr.ssa F. Director: Dr.ssa F. PodavittePodavitte

SOCIAL AND HEALTHSOCIAL AND HEALTH

INTEGRATED ACTIVITIESINTEGRATED ACTIVITIES

DEPARTMENTDEPARTMENT

ADDICTIONS ADDICTIONS 

DEPARTMENTDEPARTMENT



EXPERIENCES IN CRISIS MANAGEMENT EXPERIENCES IN CRISIS MANAGEMENT 

HEALTHTREATS PROJECT MEETING - Brescia, 9th July 2007

� Bovine spongiform encephalopathy (BSE) 

� Avian Influenza

� Earthquake

� Anthrax

� Polychlorinated Biphenyl pollution (PCB)

� Health Continuity Plan 

� N.O.G.E.R. Operative unit for the management of important events

� Pilot study about development of an Integrated Decision Support System 

(DSS) for crisis management 

� Training courses about crisis management in Public Health:

� 1 Top managers course (40 hours – 15 participants)

� 2 Crisis managers courses (120 hours – 25 participants)

� 5 Health professionals courses, 1 for veterinarians only (40 hours – 60 participants)

� Publication in April  2007 of a manual on “Crisis management in Public Health”



Dott.ssa Comincini Fiorenza – Dott.ssa Pitzianti M. Antonietta Marzo 2006

Azienda Sanitaria 
Locale della 
Provincia di Brescia
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Initiatives by the University of 

Brescia – Faculty of Medicine

1. An independent Scientific Committee including University 
professors was established in order to carry out research on 
oriental medicine, according to the C.I.S.M.O. charter

2. Two experimental studies (randomized controlled trials) using  
Ayuveda herbs conducted by university professors and 
physicians are going to start with financial support by the 
Lombardy Region.

3. A course on complementary medicine (including Ayurveda) for 
Medical students was held by expert doctors and University 
professors

4. An article on pros and cons of complementary medicine was 
written by various University professors and the Dean of the 
Faculty of Medicine



Two randomised controlled trials

with Ayurveda herbal remedies

• PLACEBO-CONTROLLED, DOUBLE-BLIND, RANDOMIZED 

CLINICAL TRIAL TO INVESTIGATE EFFICACY AND 

SAFETY OF PHYLLANTUS AMARUS FOR THE 

TREATMENT OF CHRONIC HEPATITIS B

• A PLACEBO-CONTOLLED, DOUBLE-BLIND, RANDOMIZED 

TRIAL TO INVESTIGATE EFFICACY AND SAFETY OF 

GUGGUL  AND TRIPHALA FOR THE TREATMENT OF 

HYPERCHOLESTEROLEMIA AND OVERWEIGHT IN 

SUBJECTS NOT SUITABLE FOR THERAPY WITH STATINS











PLACEBO-CONTROLLED, DOUBLE-BLIND, 

RANDOMIZED CLINICAL TRIAL TO INVESTIGATE 

EFFICACY AND SAFETY OF PHYLLANTUS AMARUS 

FOR THE TREATMENT OF CHRONIC HEPATITIS B

AIMS OF THE RESEARCH

Primary

• to investigate effectiveness of a twelve months treatment with 
Phyllanthus amarus on the clearance of serum HBVDNA in patients 
with HBV chronic hepatitis not suitable for standard therapies.

Secondary

• HBVDNA serum levels at months 1, 3, 6, 9 ,12, and 18 to evaluate
how study treatment may affect viral kinetics;

• HBsAg and HBeAg (in patients HBeAg+) seroconversion rate 

• serum liver enzymes normalization rate during treatment;

Institute of Hygiene, Epidemiology and Public Health

Department of Infectious Diseases

University of Brescia, Italy



STUDY DESIGN

We will perform a placebo-controlled, double-blind, RCT 

to investigate effectiveness and safety of Phyllanthus

amarus in adult patients with CHB. 

The two treatment arms are the following:

• Arm A: Phyllanthus amarus: 1 tablet (mg 250) by 

mouth, twice daily for 12 months;

• Arm B: Placebo: 1 tablet by mouth, twice daily for 12 

months.



STUDY DURATION

• Duration of the RCT: 2 years, including 2 months for 
study projecting, 3 months for active patients enrolment, 1 
year of treatment and 6 months of follow-up after the end 
of treatment.

SAMPLE SIZE AND STATISTICAL ANALYSIS

• Number of patients to include: 140 patients, 70 for each 
group. We suppose a rate of premature withdrawals of 
20/70. The study will allow to observe a proportion of 
patients with serum HBVDNA clearance of 30% in the 
treated group vs 2% in the placebo group (relative risk of 
about 15), with 90% power, 2-sided tests at 0.05 alpha 
level.

• The statistical analysis will be performed by comparing 
the rate of serum HBVDNA clearance at the end of the 
Phyllanthus or placebo treatment, according to the 
intention to treat principle.



SETTING

• Patients will be enrolled among those affected by CHB 
regularly followed and treated by the personnel at the 
Hepatitis Unit, Department of Infectious Diseases, Spedali 
Civili Hospital in Brescia (Chief: Prof. Massimo Puoti).

• Randomization will be centrally controlled by an 
epidemiologist working at the Institute of Hygiene,
Epidemiology and Public Health of the University of
Brescia.

ESTIMATED COSTS

• Costs for additional laboratory tests have a total of about 
162.49 euro per patient with a total of 162.49*140=22728.6 
euro. Other 7000 euro should be provided for one 
physician who will see all patients included in the study 
during therapy and follow-up. No costs for insurance and 
Ethics Committee examination of the protocol are 
necessary as the project has no sponsorship and it has no 
commercial aim.









A PLACEBO-CONTOLLED, DOUBLE-BLIND, RANDOMIZED TRIAL TO 

INVESTIGATE EFFICACY AND SAFETY OF GUGGUL  AND TRIPHALA 

FOR THE TREATMENT OF HYPERCHOLESTEROLEMIA AND 

OVERWEIGHT IN SUBJECTS NOT SUITABLE FOR THERAPY WITH 

STATINS

AIMS OF THE RESEARCH
Primary
• to investigate the efficacy and safety of three months’ treatment with a combination of 

Guggul  and Triphala on the blood levels of cholesterol in subjects with both
hypercholesterolemia (200-300 mg/dl) and overweight (BMI: >25 and <35), who are not 
suitable for therapy with statins, due to their relatively low global cardiovascular risk (< 
20% of events expected in the next 10 years).

Secondary
• To reduce LDL and triglyceride blood levels

• To reduce body weight

• To reduce cardiovascular risk 

• To assess safety of treatment

Institute of Hygiene, Epidemiology and Public Health

Department of Infectious Diseases

University of Brescia, Italy



STUDY DESIGN

• We will perform a placebo-controlled, double-blind RTC to 
investigate the efficacy and safety of Guggul  and Triphala in 
adults with both hypercholesterolemia (200-300 mg/dl) and 
overweight (BMI: >25 and <35) who are not suitable for therapy 
with statins, because of their relatively low global cardiovascular 
risk. The two treatment arms are the following:

• Arm A: GUGGUL  + TRIPHALA combination:

• GUGGUL  (Commiphora mukul Hook, one 200mg tablet): one 
tablet by mouth three times a day for 3 months

• TRIPHALA (Mirobolano chebula - Terminalia chebula Retz., - 150 
mg powder,  Mirabolano belerico - Terminalia belerica Roxb., - 150 
mg powder and Mirabolano emblico - Phyllanthus emblical, - 150 
mg powder): two 200 mg tablets three times a day.

• Arm B: placebo, 2 tablets by mouth, three times a day for 3 months



STUDY DURATION
• The total duration of the study is 12 months: 2 months for organizing the 

study, 3 months for active patient enrolment, 3 months for treatment, 3 
months of follow-up after the end of treatment, and 1 month for statistical 
analysis and reporting.

SAMPLE SIZE AND STATISTICAL ANALYSIS

• The study design includes the enrolment of 120 subjects, 60 for each 
arm. The study  will allow researchers to observe a decrease in blood 
cholesterol of at least 10% in the treatment vs the placebo group. 
Assuming a mean total blood cholesterol of 250 mg/dl in enrolled
subjects, with a standard deviation (SD) of 25, decrease to 225 mg/dl is 
expected at the end of the three-month treatment. Supposing a rate of 
premature withdrawals of 10/60, we would have a global reduction of 
blood cholesterol to 229 mg/dl (8%) contrasted with no substantial 
change in the control group. Enrolling 60 subjects for each group will 
allow us to show a statistically significant difference with a 95% 
power, in a 2-sided test, assuming a 0.05 alpha level.

• The statistical analyses will be performed by comparing the mean
of the total cholesterol levels at the end of the treatment between the 
two groups, according to the intention-to-treat principle.



SETTING

• Subjects will be enrolled by their General Practitioners (GPs). We expect 20 
GPs to take part in the research,  with a minimum of 6 patients each.

• Subjects will undergo the following examinations: 

• GP's visit (anamnesis and measurement of weight, height, blood pressure, 
waist circumference, etc.) to evaluate global cardiovascular risk at the start; 

• blood levels of cholesterol (LDL and HDL) and other common blood
parameters to evaluate possible side effects of the treatment (blood 
biochemical common exams + LDH and CPK and serum creatinine); 

• evaluation of side effects using a questionnaire (myalgia, myasthenia, 
myopathy, etc.)

• Randomization will be performed centrally by an epidemiologist working at 
the Institute of Hygiene, Epidemiology and Public Health of the University of
Brescia.

ESTIMATED COSTS

Total estimated costs are € 25.410, as detailed below:

• € 70 will be provided to the GPs for each subject enrolled,  giving a total cost of € 8,400;

• a coordinating doctor will receive € 4,000;

• blood biochemical exams: € 9410;

• experimental medicines: € 3,600.

• The study has no sponsor and no conflict of interest. An application form requesting 
financial support for the study was sent to the Lombardy Region on 26th February 
2007.
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1. A look at the differences between Western and 
Ayurveda medicine: two separate worlds ?

2. Ayurveda medicine in Italy

3. The C.I.S.M.O.

4. The Local Health Authority of Brescia, Italy

5. The University of Brescia, Italy

6. The cooperation of the C.I.S.M.O. with
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Agreement with Sh. Dhanwantry

Educational Society

• A memorandum of understanding was signed

between Shri Dhanwantry Educational Society 

(Chandigarh) and the C.I.S.M.O. on 11th October

2006 in Chandigarh.

• “The cooperation between the C.I.S.M.O. and 

Dabur-Dhanwantry Hospital can contribute to

induce the Italian Health Organization to

recognize the practice of Ayurveda Medicine in 

Italy.”



Agreement with the Central Council for
Research in Ayurveda and Siddha (CCRAS), 

Department of Ayush, Gov. of India

• An agreement of cooperation was signed between the CCRAS and the 
C.I.S.M.O. on 13th October 2006 in Delhi.

OBJECTIVES AND SCOPE

• To promote cooperation in the field of Ayurveda and Siddha and 
interelated sciences to furher advance, propagate research in Ayurveda
and Siddha systme of medicines and its validation scientifically and 
cooperate each other through collaborative research programme. 

• Both parties will share their research activities especially in reference
to use of drugs and other therapies for prevention and treatment of 
chronic diseases.

• ….

• In addition to joint monitoring ther will be seminars/workshops in 
both the countries related to the specific disease condition.
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What’s on in the next future?

1. Brescia Local Health Authority:

– An oriental medicine (Indian and Chinese) clinic for

wellbeing, health promotion and preventive medicine 

– New courses for Western physicians and pharmacists

– A one day course on back massage

2. Brescia University:

– Other experimental studies (randomized controlled trials) 

using  Ayuveda herbs conducted by university professors 

– A course on complementary medicine (including 

Ayurveda) (2nd edition)



Two different views of medicine : a bridge 

between two cultures

“Western” medicine “Eastern” medicine 

(Ayurveda)


