GOVERNMENT OF INDIA
MINISTRY OF HEALTH and FAMILY WELFARE
DEPARTMENT OF AYURVEDA, YOGA and NATUROPATHY, UNANI, SIDDHA AND
HOMOEOPATHY (AYUSH)

SCHEME FOR EXTRA MURAL RESEARCH (EMR) IN
AYURVEDA, YOGA and NATUROPATHY, UNANI, SIDDHA AND HOMOEOPATHY

1. BACKGROUND:

AYUSH is the acronym for Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy
and includes therapies documented and used in these Systems for the prevention and cure of
various disorders and diseases. India has a large infrastructure for teaching and clinical care
under these Systems. The scientific validation of these therapies, however, still remains to be
done on a wider scale.

The Department of AYUSH has introduced a Scheme for Extra-Mural Research in addition to
the intra-mural research undertaken by the Research Councils for Ayurveda and Siddha,
Unani, Homoeopathy and Morarji Desai National Institute of Yoga set up by the Ministry of
Health and Family Welfare three decades ago. The offtake and output from this scheme has
so far been limited and has yet to meet the standards for scientific enquiry and outcome
effectively. The Department has taken up a series of programs/interventions wherein
evidence based support for the efficacy claims is needed. Safety, quality control and
consistency of products are also very much required.

In the present era of globalization and development of a world market for traditional and
herbal medicine, research and development is needed to promote the production and export
of quality products in the form of drugs, neutraceuticals, toiletries and cosmetics. There is an
intense competition from other countries in the trade of herbal products. India’s share in the
world market is negligible. The revised extra-mural research project has, therefore, been
designed to encourage Rand D in priority areas so that the research findings lead to validation
of claims and acceptability of the AYUSH approach and drugs.

The features of the Scheme are given below:-

2. AIMS AND OBJECTS:-

2.1 Development of Research and Development (R & D) based AYUSH Drugs for prioritized
diseases

2.2 To generate data on safety, standardization and quality control for AYUSH products and
practices;

2.3 To develop evidence based support on the efficacy of AYUSH drugs and therapies;

2.4 To encourage research on classical texts and investigate fundamental principles of AYUSH
Systems;

2.5 To generate data on heavy metals, pesticide residues, microbial load, safety/toxicity etc.
in the raw drugs and finished Ayurveda, Siddha, Unani and Homoeopathy drugs;



“GOLDEN TRIANGLE” PARTNERSHIP (GTP) SCHEME
FOR VALIDATION OF TRADITIONAL
ASHU (AYURVEDA, SIDDHA, HOMOEOPATHY & UNANI) DRUGS
AND DEVELOPMENT OF NEW DRUGS

The Golden Triangle Partnership concept emerged in a National Workshop on Ayurveda
Research organized at Chitrakoot from 24" to 26" May, 2003 where it was decided to set up an
integrated technology mission for the development of Ayurveda and traditional medical
knowledge based on synchronized working of modern medicine, traditional medicine and modern
science with special budgetary support. Subsequently, in a meeting on 8th July, 2004, Secretary,
Department of AYUSH, Director General, CSIR and Director General, ICMR decided to work
together to achieve safe, effective and standardized classical Ayurvedic products for the identified
disease conditions and to develop new Ayurvedic and herbal products effective in disease
conditions of national/global importance. It was also decided to utilize appropriate technologies to
develop single, poly-herbal and herbo-mineral products and to develop products which have IPR

potentials.

Apex Committee of GTP Scheme in its meeting Dtd. 18.10.05 decided to include Siddha,
Unani and Homeopathy in Drug development under GTP Scheme. Siddha drugs have already
been identified in HIV-AIDS brainstorming sessions in this regard. As per the suggestions of the

Apex committee the respective task forces should be disease specific and system neutral.

Under, the GTP Scheme, Department of AYUSH, through its research Councils — Central
Council for Research in Ayurveda and Siddha (CCRAS), Central Council for Research in Unani
Medicines (CCRUM), Central Council for Research in Homeopathy (CCRH), — will work together

with two other major partners i.e. CSIR and ICMR- to achieve the following objectives:
Objectives:
1. To bring safe, effective and standardized ASHU (Ayurveda, Siddha, Homoeopathy &

Unani) products for the identified disease conditions;

2. To develop new Ayurvedic / Siddha / Unani / Homeopathic products effective in the
disease conditions of national/global importance. Products should be better than the

available products in the market for such disease conditions;

3. The criteria will be to have best quality, safe and effective products. Mechanism will be

evolved to make products affordable for the domestic market;

4, To utilize appropriate technologies for development of single and poly-herbal products to

make it globally acceptable;
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5. To promote collaborative research on AYUSH with modern medicine/modern science
institutions.
Time line:

All the objectives will be achieved in a mission mode in a period of five years.

Note:

At the time of inception of GTP Scheme, numbers of identified disease conditions were 12 which

have now been increased to 25 in the revised scheme. In addition to this, standardization, safety

toxicity studies of eight commonly used Rasayogas (Herbo-mineral/metallic preparations) are

being identified for standardization and also more Rasa Yogas are to be incorporated. Since the

quantum of work is now almost double hence the total time period for implementation of all these

projects would be increased in proportionate. By adding Siddha, Unani and Homoeopathy, the

expenditure and duration required for the projectshall be extended as per the need.

Proposed DiseasedAreas of Priority

1

8.

9.

RASAYANA (Rejuvenators / Immunomodulators) for healthy ageing
i Manovikara — Ekagrata Hani / Attention Deficit Hyperactive Disorders (ADHD)
in Children
ii. Manodvega/ Anxiety Neurosis & Alpa Sukrata / Oligospermia

iii. Asthi Saushirya / Osteoporosis

Joint disorders: Amavata / Rheumatoid Arthritis & Sandhi gata vata / Osteo arthritis

AIDS / HIV — OJOKSAYA: Ojovruddhikara / Immuno — modulatory leads from Ayurveda
/ Siddha.

Rajonivruti Kala janya Lakshana sammuchaya / Menopausal syndrome
Tamak swasa / Bronchial allergy
Klaivya & Vandhyatva / Infertility — Male & Female

Hridaya Vikara / Cardiac disorders (cardio-protective & anti-atherosclerosis)
i. Vyanabala Utkshepa / Hypertension
ii. Raktagata Medo Vriddhi / Dyslipidaemia

Srama-Klama janya Anidra Sleep disorders / Stress induced chronic Insomnia

Tvak Vikara / Skin disease: Kittibha Kustha / Psoriasis

10. Jirna Kaphaja Atisara / Irritable Bowel Syndrome (IBS)
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11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

Drishti Vikara / Vision disorders
i Jara Janya Drshti Bindu kshaya / Senile macular degeneration (SMD)

ii.  Dristivitana roga/ Retinopathy

Visama Jvara / Malaria

Mutra vikara / Urinary Tract Diseases
i Mutrashmari / Urolithiasis & Ashthila / Benign Prostrate Hypertrophy

ii. Prarambhika Jirna Vrkka Pratighata / Early Chronic Renal Failure

Slipada / Filariasis

Lieshmaniasis

Prameha / Diabetes mellitus

Medovriddhi / Obesity

Arbuda - Karkatarbuda / Identified Cancer conditions

Standardization, Safety/ Toxicity, etc. studies of Bhasmas & Rasa Kalpas etc.

(Metalic & Herbo-mineral Preparations)

Any other disease condition

Development of Pharmacopoeial software

Development of Research Council Labs as per NABL / GLP.

Fundamental and Basic Research in ASHU disciplines

Three partner Departments will perform the following responsibilities:

Department of AYUSH - CCRAS - CCRUM- CCRH

1.

To provide traditional knowledge based matrix on Ayurveda, Siddha, Unani

Homeopathy.

To provide leads for focusing on potential areas of research, based on the classical and

contemporary texts and literatures as well as on experience based knowledge;

Specific lead will include the chronological development of a particular formulation which

will also provide a comprehensive background and conceptual framework about the

application of a particular formulation in a disease syndrome/condition;

To provide concept of the pathogenesis about a disease syndrome/condition as well as

approach of application of old/new formulation to achieve treatment in a particular

disease condition with respect to respective AYUSH discipline;
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5. Department of AYUSH - CCRAS- CCRUM- CCRH will also compile and provide scientific
data already created through research conducted in the past by various Institutions;

6. To coordinate preparation as well as supply of standardized ASHU drugs.

7. Provide policy support as well as regulatory system, approvals etc. to meet the legal
requirements;

8. To take the products to the people for mass utilization;

9. To coordinate with the Department of Health to take up the products to the masses

10. To introduce Ayurvedic, Siddha, Unani & Homeopathy treatments in the health care

system.

Council of Scientific and Industrial Research (CSIR)

1. Standardization of single and poly-herbal formulations;

2. Chemical and biological characterization of the drugs;

3. To identify chemical and biological markers as well as biological markers in animal
models;

4. Animal studies;

5. Development of new drug combinations/new molecules;

6. Generate safety/toxicological data;

7. By reverse pharmacological approach, develop new drug molecules as well as explain

Scientific basis of drug action of certain Ayurvedic / Siddha / Homeopathic / Unani
(ASHU) formulations which could be modified and marketed;

8. Mode of action;

9. Joint IPR;

10. Industry interaction.

Indian Council of Medical Research (ICMR)

1. To provide information based on epidemiology and management of disease;

2. To develop clinical trial protocols for evaluating ASHU formulations with the concerned
experts from related research councils & others ;

To conduct joint clinical trials of different phases to validate safety and efficacy;

To provide consultation relating to ethical issues for both basic and clinical studies;

To conduct operational research for implementation of the programme;

To set up Research Advisory Committees;

To set up Data Management & clinical trial monitoring;

To evaluate safety and efficacy data.
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To provide common platform for modern medicine and traditional and Homeopathic

systems
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Steps for Implementation of the Project:
Each category of drug development programme will have the following steps:

1. Identify gaps in diseases and drugs
2. Brainstorming session on each disease condition — to identify formulations, strengths &
weaknesses and corrective measures
3. R&D in identified formulations/drugs
(&) Standardization, quality control, patenting & IPR issues
(b) Limited safety and toxicity evaluation — identify centres and investigators
(c) Limited clinical evaluation — identify centres and investigators
Evaluation of safety and efficacy data
Preparation of dossiers of effective formulations
Interaction with the Industry for manufacturing of selected formulations

Operational research of the selected products for implementation into health system

© N o g &

Publicity & awareness strategies to take the product to masses

Steps for Implementation of the Project
Step 1: Identify gaps in diseases and drugs:

India’s century old heritage of traditional medical systems using natural products have
been utilized for addressing preventive as well as curative aspects of health care in the country.
Though India’s pharma sector is well known in the production of synthetic as well as herbal
products it has been realized that there are a large number of chronic diseases for which the
modern system of medicine has no definite answer while the traditional medicine formulations
and Homeopathic formulations have been effectively used for many centuries and it was felt that
the strengths of these systems should be exploited to address the problems of health care to be
beneficial not only to the diseases of developing countries but also to those of developed western
world. A literature review of epidemiology would be taken (from the already available data with
WHO / Public Health organizations) for various diseases prevalent around the globe and
available treatment modalities to assess the adequacy of such therapeutic measures to solve the
problem of illness and promotion of health in different countries. These may be either
communicable or non-communicable diseases, modifiable identified risk factors for diseases or
may also be related to reproductive health of the population. This exercise will identify the gaps in
the knowledge system of health and diseases as well as the available therapeutic products in
different systems of medical and health care so that corrective steps can be initiated by

identifying the most effective therapeutic regimen.

Step 2: Brainstorming session on each disease condition —to identify formulations,

Strengths & weaknesses and corrective measures:
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Having identified diseases for which therapeutic products are inadequate, an exercise will
be undertaken to have brainstorming session for each of these conditions which will not only
identify the specific formulations used in various disease conditions but also will examine the
strengths and weaknesses of such formulations by way of availability of the source material,
method of preparation of the formulations, mechanism of action and the side effects, reported
toxicity etc., once these are identified, it will be easier to identify appropriate measures which can
be adopted in the preparation of the specific formulations as per set norms in the classical texts
or pharmacopoeia. A Task Force approach will be adopted involving the expertise available in
both Ayurvedic as well as modern systems of medicine so that the synergy of different systems

can be best adopted to come out with the best possible therapeutic product.

Step 3: R&D in identified formulations / drugs:
(a) Standardization, quality control, patenting & IPR issues:

For implementing a successful R&D programme for any product, it is essential to go through
the process of standardization and quality control so that the product used for animal as well as
clinical studies, have uniform standards and do not suffer from batch to batch variation. Further,
finger printing of the ingredients will be made as per the latest technology available to ensure
uniform standards in all the batches that are used for pre-clinical and clinical studies. Any
formulation which has been subjected to standardization and quality control procedures can be
patented and the intellectual property rights of the product will be preserved so as to give benefits
to the system to which it belongs. This will help to protect the country from the bio-piracy and give
an edge over the other products which have not gone through such standardization procedures.
This will also give confidence to the pharma industry to procure the know-how from the various
laboratories to bring out quality products which will have national as well as international market.
Adopting GMP is the need of the hour for all manufacturing industries and the first step towards

this is to prescribe standardization procedures and quality control methods.
(b) Limited safety and toxicity evaluation — identify centres and investigators

There are beliefs existing that Ayurvedic / herbal products are totally safe and without any
side effects. It is also known that such beliefs are not always true and there are well known
instances of toxicity due to Ayurvedic / herbal products. Hence it is essential that limited toxicity or
total toxicological evaluation of the natural products needs to be done depending upon the type of
formulation to ensure safety of the users in the long run. The type of the pre-clinical toxicology in
relevant animal species will depend on the nature of the formulation. For example, whether these
traditional formulations have been in long term use or new herbal formulations, each product will

be examined by a team of experts who will decide on case to case basis the extent of toxicology
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evaluation which is required for each product. Specific centres which have the capability to carry
out such studies will be identified along with Investigators who can be entrusted with this
responsibility. Pre-clinical studies not only give information on the toxicity profile but will also give
us information on the pharmacological activity to various products as well as mechanism of action
in different animal models wherever possible if well planned studies can be designed for the
same.

Some of the Centres which can be entrusted with this responsibility are as follows:

CDRI, Lucknow

ITRC, Lucknow

RRL, Jammu

IICT, Hyderabad

Dabur Research Laboratory

Zandu Pharmaceuticals

Banaras Hindu University, Varanasi

PLIM

HPL
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Limited clinical evaluation — identify centres and investigators:

Any drug development after pre-clinical evaluation leads to clinical evaluation to assess the
efficacy of the formulation in the specific disease conditions for which it is to be prescribed.
Although some of the formulations may be in use for different disease conditions, as per the
traditional knowledge, a modern method of evaluation by joint efforts between the traditional
practitioners and the modern physicians will give confidence to the consumers as well as
prescribers about the efficacy as well as safety of the said product. This will also ensure global
acceptance of our products as these have gone through the well established path of drug
development. It is also possible during these studies to pick up side effects or adverse reactions
that may occur during the administration of these preparations. It is necessary that such trials are
conducted after a well designed clinical trial which is planned with the help of physicians and
statisticians and following good ethical practices for clinical trials. Approval of institutional ethics
committees and close monitoring by the monitoring team are the essential requirements for
carrying out such trials in good centres by well established researchers who have commitment
and expertise to conduct clinical trials. Evaluation of such trials will be done by both modern
parameters as well as traditional methods of evaluating the outcome or their effectiveness of the
administered drugs. The quality of life parameters which are the hallmark of traditional drugs can
also be studied during these trials. The choice of centres and Investigators will depend on
disease to be studied, availability of sufficient patients for trials and committed clinicians of both
systems who are willing to abide by the clinical trial protocols and conduct the trial as per GCP

requirements. Ethical guidelines for biomedical research on human subjects, released by the
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Indian Council of Medical Research in 2000 will be followed during the trial. Periodic monitoring of
the trial will be made to assess the progress by a team of experts and necessary corrective

measures will be taken as deemed necessary.
Step 4: Evaluation of safety and efficacy data:

Data generated by the pre-clinical and clinical evaluation has to be examined by a team
of experts to validate the safety and efficacy of formulation. It will also ensure whether a
standardized formulation has been used during the study. Recommendation of the expert group
to take the product forward to attract the pharmaceutical companies is essential from the
regulatory point of view. Once the phase Ill data is evaluated and the product is found to be
suitable for commercial exploitation, marketing permission can be granted with adequate post
marketing surveillance to pick up any adverse effects.

Step 5: Preparation of dossiers of effective formulations:

Products which have been found to be effective and safe by the above mechanism will
now be ready for presenting to various national and international pharma companies for which
suitable drug dossiers incorporating various parameters prescribed for natural products will be
taken into consideration. The essential requirements to be incorporated in these dossiers are
method of preparation, good agricultural & collection practices, full description of the plant
material as per modern scientific parameters preferably by a taxonomist, pharamcognosy,
chemical finger printing, standardization and quality control of the raw material, determination of
microbial pesticides, heavy metals, production source of the finished product, batch to batch
variation, stability study and shelf life. The dossier will also contain the total pre-clinical
pharmacological and toxicological data, clinical data of various phases and the alverse effects
detected, if any. At this stage dossier will be ready for transfer to the pharma industry for taking

up further large scale manufacture of the drug.
Step 6: Interaction with the Industry for manufacturing of selected formulations:

Interested pharma companies will be invited to look at the dossier and data generated.
After signing proper Memorandum of Understanding and Secrecy Agreement, the selected
pharma companies will be encouraged to go ahead with large scale manufacture of the drug. In
the Agreement, specific clause regarding marketing rights and profit sharing between the
government and the industry will be specified to protect the interest of the product developers and
the industry partners. It will also be beneficial to plan strategies to identify the industry partner
from the beginning so that the products can be developed as joint ventures between the

government departments and the pharma industry.

Step 7: Operational research of the selected products for implementation into health

system:
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Safe and effective products, once approved for marketing will also be subjected to
operational research to study the acceptability by the population and ease of introduction into the
health care system. The results of such research will give confidence to the public regarding use
of the product as well as safety of the product. This will also help to understand the extent of use
and decide the acceptability and affordability of the product. Integration into the national health
care system of such affordable products will help in easy availability of safe and affordable drugs

to the masses in the country.
Step: 8: Publicity & awareness strategies to take the product to masses:

It is essential to create a public awareness system and strategies so that the successful
products can be provided enough publicity and visibility for large scale use as well as export
potential to benefit the population of other countries. As the global demand for alternate/traditional
system of medicine instead of the modern medicine is well evident through out the world, it will be
possible to satisfy the needs of the people of the world. Thus the century old traditional
knowledge of India can be harnessed to benefit the health and well being of the entire population
of the world to bring back the glory to our traditional wealth of knowledge in the area of health &
disease.

Milestones for Implementation of the Project (Time Schedule)
1. Identify gaps in diseases and drugs
» ldentifying — 2 month
» Database, Epidemiologists, Public Health Specialists, AYUSH and Allopathic

(Disease Specialists) Physicians.

2. Brainstorming session on each disease condition —to identify formulations,
strengths & weaknesses and corrective measures
» Brainstorming on selected diseases / conditions / issues (3 months for each one)
» Task Force on specific diseases — 3-6 months
» Constitution of Working Groups, documentation, meeting
» Experts: Ayurvedic / Siddha / allopathic / Homeopathic / Unani physicians,
pharmaceutical scientists, Dravyaguna experts, Ras Shastra experts,

Pharmacologists.

3. R&D in identified formulations/drugs

(a) Standardization, quality control, patenting & IPR issues
» ldentifying - 2 month
» Task force on specific issues - 3-6 months

» Constitution of working group, documentation, meeting

Standardization and Quality Control could be carried out in the following institutions:
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RRL, Jammu
NIPER, Mohali
CDRI, Lucknow
NBRI, Lucknow
IICB, Kolkata
IICT, Hyderbad
PERD, Ahmedabad
CCRAS, Chennai, Kolkatta
IMPCL Pharmacy, Mohan
. GAU Pharmacy, Jamnagar
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. NIA Pharmacy, Jaipur

. CCRAS Pharmacy, Kolkata

. CCRUM Pharmacy

. BHU/ Ayurvedic Pharmacy, Varanasi
. BARC, Hyderabad

. PLIM, Ghaziabad

. HPL
. IMPCOPS, Chennai

. SM Siddha pharmacy, Erode
(b) Limited safety and toxicity evaluation — identify centres and investigators

e
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1. Standardization and quality control: 6 — 13 months.
2. Safety evaluation - 12-24 months

3. Toxicology/Pharmacology : As per list 20 or more institutions

(c) Limited clinical evaluation — identify centres, Hospitals and investigators
Clinical evaluation - 12-36 months
AIIMS, New Delhi
PGl, Chandigarh
KEM, Mumbai
State Selected medical colleges
BHU, Varanasi
CCRAS Selected institutes
CCRUM Selected institutes
CCRH Selecred institutes
NIA, Jaipur

. GAU, Jamnagar

. Poddar, Mumbai

. SPARC, Mumbai

. Ayurvedic College, Thiruvanathapuram
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14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.

Arya Vaidya Sala, Kottkkal

Nizam’s Institute, Hyderabad

Osmania, Hyderabad

SGPGI, Lucknow

KGMC, Lucknow

Nair Hospital

UCMS, Delhi

MAMC, Delhi

Jamia Hamdard Delhi

Aligadh University

JIPMER, Pondicherry

CMC, Vellor

MMC, Chennai

Medical & Ayurvedic College — Bharati Vidyapeeth, Pune
Ayurvedic College, Hasan, Udipi,

Tilak Ayurvedic College, Pune.

Leading AYUSH Colleges identified by Department of AYUSH.

» many more institutions

4,

>
>
>

o

>
>

6.

Evaluation of safety and efficacy data (third party evaluation)
Evaluation of safety/efficacy data — 3-9 months
ICMR, DCG (l), AYUSH - CCRAS- CCRUM- CCRH, Department of Health,

Department of Family Welfare

Preparation of dossiers of effective formulations
Preparation of dossier - 3 months

Consultants to be engaged for preparing dossiers

Interaction with the Industry for manufacturing of selected formulations

Industry interaction — partnership from step 1, 2-3 months, continuing exercise

Industries to be partners:

>

7.

Leading AYUSH Pharmaceutical Companies.

Operational research of the selected products for implementation into health
system

Operation research - 1-2 years

ICMR, Ministry of Health & F.W., AIHPH, Kolkata, State Health Departments, University
Medical, AYUSH Colleges.

Publicity & awareness strategies to take the product to masses
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» Continuing process

» Print media, advertising, TV, Radio, posters, skits, street plays

Costing per formulation (product) for one disease condition —one or two products
could be researched upon as per the expenses of AYUSH Department, ICMR, CSIR on

various activities the tentative cost will be as follows:

S. No. | Activity Approximate (Cost in lakh of
Rs.)
1. Identify gaps in diseases and drugs 10.00

2. Brainstorming session on each (disease condition — | 10.00
to identify formulations, strengths & weaknesses

and corrective measures)

3. R&D in identified formulations/drugs
(@) Standardization, quality control, - patenting & 100.00
IPR issues
(b) Limited safety and toxicity - evaluation — 200.00
identify centres and investigators
(c) Limited clinical evaluation — -identify centres 250.00

and investigators

4, Evaluation of safety and efficacy data 100.00
5. Preparation of dossiers of - effective formulations 25.00
6. Interaction with the Industry - for manufacturing of 25.00

selected formulations

7. Operational research - of the selected products for | 50.00

implementation into health system

8. Publicity & awareness - strategies to take the 200.00
product to masses (Subject to actual)
Total Rs. 970 lakh say
Rs.10.00 crore

For one product cost is = Rs.10 crore
Total cost for 12 products (12 x 10) = Rs.120 crore

Modus Operandi
The “Golden Triangle Partnership” (GTP) Scheme will have three major partners — Department of
AYUSH (CCRAS- CCRUM- CCRH), CSIR and ICMR.
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“Golden Triangle Partnership” project will be managed through the following committees:

Apex Committee: A policy making body for giving directions to the programme, chaired by
Secretary, Department of AYUSH & will have DG, CSIR and DG, ICMR as other members. This
committee will periodically take stock of the progress made and will suggest mid-course

corrections. The Committee shall meet at least once in four months.

Steering Committee / Core Committee: will suggest the steps to be initiated at different stages
and will closely monitor the Technical Advisory Committees. This committee will include three
expert advisers/ representatives from each partner department. The meeting of this committee
will be attended by members of all the three partners. The Committee shall meet at least once in

three / four months.

Technical Advisory Committees (disease specific) for each of the discipline identified under

the programme shall meet at monthly/ 2 monthly basis.

Task Force (Three Committee for Ayurveda / Unani / Homeopathy) for each Drug
Development Programme, comprising of Investigators from different disciplines. Task force shall
meet at 2 monthly basis.

1. All major policy decisions, however, would be taken on the overall direction and guidance of
the Apex Committee i.e., Secretary (AYUSH), DG (CSIR) and DG (ICMR).

2. The GTP would work on the existing classical Ayurvedic formulations as well as new
herbomineral combinations on the holistic approach to bring out validated products.
Department of AYUSH will take action on legal and regulatory issues.

4. Private drug manufacturing companies could also be associated in the project from the very
beginning as partners for research and investment.

5. The Department of AYUSH (CCRAS- CCRUM- CCRH) will share resources for various R&D
activities to be carried out through various ICMR, CSIR and other institutions.

6. The GTP will function in the Mission Mode, keeping the five year target in view for

development of drugs of national importance.
Steering Committee:

The Steering Committee will comprise of the following members and the committee will meet

every two months to approve the projects, release of funds and assess the progress of work.

Concerned Technical Advisor

Director of the concerned Council

Director of National Institute of the concerned ASHU system
Head, R&D Planning Division, CSIR

Head, Technology networking & Business Development, CSIR

o gk~ w0 DdPRE

Director, Indian Institute of Integrative Medicine, Jammu
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7. Director, Indian Institute of Chemical Technology, Hyderabad

8. Senior DDG, ICMR

9. D.D.G., ICMR

10. Chair in Clinical Pharmacology, ICMR/ HOD, Pharmacology, AIIMS

11. One renowned scientist nominated by Secretary (AYUSH)

Note: Any other subject experts may be called as special invitee as per requirement from time to

time

Secretarial Assistance: Work on the project will be done in a Mission Mode manner and each
Council will have one Consultant in each system i.e. Ayurveda, Homeopathy, Unani with
consolidated salary @ Rs.25,000/- p.m. and one Computer Data Operator with salary @
Rs.6,000/ -. They will assist the technical advisers for the implementation of this project.
Funding:
P Three partners will provide funds from their department’s existing schemes/existing
heads of research/drug/standardization/clinical trials/toxicological studies etc.
P The estimated cost for developing drugs for one identified area is Rs.10 crore. Therefore,
the total budgetary requirement over a period of 5 years will be in excess of Rs. 120
crores.
P For GTP, Department of AYUSH will route the funding through involved Councils as per
the approval of Steering Committee. For this purpose, CSIR, ICMR and Research
Councils of AYUSH will submit the actual expenditure required for the activities carried

out by them.

During the 11" plan, all the partners will contribute in GTP. Money could be routed through
the Research councils/Institutes. Ayush share will be Rs. 75 crore. CSIR and ICMR will also
contribute some amount. CSIR and ICMR will spell out their share soon after discussing with

competent authorities.

Note: No additional funds for Development of Pharmacopoeial Software, Development of
Research Council Labs as per NABL/GLP and Fundamental and Basic Research in ASHU
disciplines can be taken from GTP component. However, project related infrastructure/equipment

etc. could be supported.

Release of funds: Financial allocations for GTP project activities will be done through the
Research Councils/Institutions of the three partner departments or directly to the project
implementing institutions on annual basis. Tentative cost of various activities is indicated under
the table of costing. This will be as per the norms of DST/CSIR/ICMR etc.

Funds allocations for GTP for 10th Plan:
2005-06 - Rs.15.00 crore, 2006-07 - Rs.20.00 crore
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Rasa kalpas (Herbo-mineral preparations) Projects under Golden Triangle Partnership
(GTP) Scheme:

» Safety Evaluation of following 8 (eight) most widely used Bhasmas / Rasakalpas (Herbo-
mineral & metallic preparations) and more are to be identified.

1. Kajjali

Rasa manikya

Rasa sindoor

Basant kusumaksr Rasa
Arogyavardhini Vati
Mahayogaraja Guggulu
Mahalaxmivilas Rasa
Makardhwaja

©NogOr®WN

» Standardization / Drug development of prioritized disease conditions is under progress at
CSIR.

Participation of AYUSH Industry in Drug Development under GTP Scheme:

Areas of interest as one disease — one industry and one Council to develop/standardize the drug
and taking Drug Development under GTP Scheme.

In the Project Screening Committee meeting for Golden Triangle Partnership (GTP)
scheme held on 06-03-07 at Dept. of AYUSH and ICMR is advised for taking up the Drug
development project for HIV / AIDS with the involvement of CCRAS, CCRUM, AIIMS and AYUSH
Industry.
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