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India is the only county in the world where so many systems of medicine like allopathy, ayurveda, unani, siddha, homeopathy, naturopathy and yoga are officially recognized and are in practice. Systems other them allopathy are termed as alternate systems of medicine in the western world. There has been a growing interest of the west in alternate therapies, which have currently reached among their scientific community. There is no doubt that traditional medicines are making a dramatic revival in international and national market.

People of our country have immense faith in different systems of medicines, especially in Ayurveda. People believe that these are safe, free from side effects and are cheaper than western medicine. Secondly, people have become more health conscious various channels of media, rapid communication, education and environmental awareness are available to us about the ill effects of the chemical based modern pharmaceuticals formulations. People want to avoid all items, which contains hazardous chemicals in any form. This is all the more when there are innumerable stories of miraculous cure for various ailments by using Ayurvedic formulations. Many Allopathic doctors refer to and prescribe Ayuvedic

treatment if they find that western medicine has no answer. 

Being a practicing physician of Ayurveda, I myself have immense faith and  deep regard for this amazing life science of our country. It is a matter of great privilege for me that I was born in the house of a Vaidya. During my childhood and later as a student of modem science, I came across some patients who were declared as terminal by the practicing doctors of modern medicine. But after receiving Ayuvedic treatment from my late father, Yaidya Chandra Prakash ji, they showed miraculous recovery. I myself have witnessed data based recovery of several patients who received Ayurvedic treatment after being diagnosed for different forms of cancer, chronic inflammatory and immunological disorder's by reputed hospitals in India & abroad.

A pilot clinical study sponsored by Central Council for Research in Ayurveda and Siddha(CCRAS) on the project entitled "Effect of metal based formulations in the treatment of acute promyeloctic leukemia (APML )" has  established the efficacy of Ayurvedic treatment in the control of this disease. However, following questions remain unanswered so far:

1. The analysis and the structure of the finished product.

2. Safety and side effects of the formulations.

3. Correct doses and duration of the treatment.

4. Mode of action.

These questions become more compounded in absence of any standardization of raw and finished material. Lack of in-process quality control techniques makes it difficult even for me to maintain the consistency and quality of these formulations. Therefore, there is an immediate need to develop standard protocol for the uniform manufacturing of Ayurvedic formulations.

Unfortunately there are some people, agencies, industries and authorities who are reluctant to accept any change in the prevailing state of education, research and existing laws related to the practice and manufacturing of Ayurvedic formulations. They argue that guidelines described in the classical texts of Ayurveda are sufficient enough to produce these formulations and if one follows these instructions strictly, there is no need to introduce additional GMP for the manufacturing of Ayurvedic medicines. I agree, but, is it possible to follow the text by any manufacturer in the prevailing circumstances? Ayurveda was written thousands years back based on the experiences gained by the great sages of our country. They developed manufacturing process protocols according to the available resources and facilities in that time which was carried under their supervision at their Ashrams. There was a strong tradition of Guru-Shishya parampara. If we review their instructions, we will find that they had developed guidelines for the manufacturing of these medicines by deciding the following factors:

1. Place of origin and time of collection of raw material

2. Specific part and quality of raw material

3. Size and shape of furnaces

4. Type and quantity of fuel used in the preparation

5. Specification about the place of manufacturing

6. Time and duration of process

7. Characterstic of finished material

8. Shelf life

The Shishyas (disciples) under the able guidance of their Guru strictly followed the above factors. The medicines so manufactured were mainly available to the patients and there was no organized market structure for the sale of these formulations. In the present scenario, it is not possible for any manufacturing unit to adhere to these instructions due to commercial compulsions. For example, traditional text is very clear about the shelf life of Ayurvedic medicines. It has been mentioned that raw herbs loose their medicinal property after one year of collection. Churna, manufactured from , these herbs remain effective only for six months. Pastes like, Chyavanprash, lose their medicinal properties after one year of preparation. Formulations containing oil and ghee last for fifteen months and medicines containing minerals and alcohol last forever. But, none of the Ayurvedic formulation available in the market has the label of the expiry date. Even if, some of the formulations carry this label, it is not in accordance with the above guidelines of Ayurveda. Industry is also opposed to follow the classical text on this issue. Similarly, other instructions, which have been described in Ayurvedic texts, are also difficult to be followed by the manufacturer.

The situation resulted in the production of sub-standard Ayurvedic medicines. Absence of statutory standards and controls of the authorities made it easier to procure license for manufacturing and sale of Ayurvedic medicines. On one hand, one could see an increase in the turnover of Ayurvedic industries, the other side, number of generic Ayurvedic medicines disappeared from the market or came in short- supply. Lack of standardization and quality of Ayurvedic medicines, forced more than 95 percent Ayurvedic graduates to turn into the practitioner of modern medicines.

The double blind sub-acute / chronic toxicological study conducted under the aegis of Vaidya Chandra Prakash Cancer Research Foundation in rats on seven commercially available Tamra bhasma (Copper) have shown moderate hepatotoxicity varying from sample to sample thus showing inconsistency in the finished products. The findings are contrary to the myth that Ayurvedic medicines do not have any side effect. 

Ayurveda was written thousands years back using the parameters of those time, which may appear quite crude in comparison to the modern age scientific parameters. It doesn't mean that ancient wisdom was unscientific.  It's merely an ignorance caused due to the communication gap between ancient and modern parameters. We live an era when sophisticated and advanced technologies are easily available to us. Ayurvedic drug manufacturers should make use of these technologies in the further development of the existing formulations. 
They should emphasize their own protocol standards to develop reproducible, safe, economical and effective Ayurvedic medicines by:

1. Standardization of the raw material

2. Development of in-process quality control technique

3. Standardization of the finished product

4. Safety studies in animals

5. Effective dose studies and clinical trials

6. Pharmaco-kinetic explanations

The recent decision to introduce Good manufacturing Practice (GMP) in the preparation of Ayurvedic medicines is to ensure the above quality of these formulations. If the industry follows GMP and ensure data based efficacy of their products, they will be widely accepted. World health organization (WHO) has also issued guidelines for issuing GMP certificate for the manufacturing of herbal medicinal products. Many countries require GMP certification, as per WHO parameters, before they buy any herb or herbal product. Countries like China and Korea, have successfully combined their traditional knowledge with modem parameters of medicines. Their remedies have received wide acceptance globally and these are available to the major part of the world. Our industry, government and all stake holders should take note of this changing attitude. They should unite to mobilize available resources to start a phased research programme on the preceding points. This will help to bring back the lost glory of Ayurveda as well as to popularise it in India and abroad as an "adjuvant" system of medicine rather than the "alternate" one. The Union Ministry of Health and Family Welfare, Government of India, wants to ensure that newly designed good

manufacturing practice guidelines will help to improve authenticity, reproducibility and quality of Ayurvedic formulations. This will further help the genuine and sincere Ayurvedic drug's manufacturers to get big market for their commercially developed products in India and abroad. 

I feel that introduction of GMP in the manufacturing of Ayurvedic medicines is a revolutionary step in the present situation and this should be welcomed and supported by all of them who wants to see the progress and the prosperity of Ayurvedic industries. The fresh GMP guidelines are not in difference with existing classical guidelines. Actually, these are in accordance with the textual guidelines. Inspite of having "Guru-Shishyay" parampara, today's manufacturers have the constraint of "Employee Employer" relation. The growing demand of Ayurvedic formulations in the national and international market also needs more input of raw material which varies from place to place. To maintain the quality and consistency, it becomes necessary that industry use the modem scientific tools to ensure the quality of raw material. Similarly, incorporation of modem technology is required to increase and establish the shelf life of Ayurvedic formulations. The Research and Development wing of industries should develop standard parameters to ascertain shelf life of raw and finished products as textual guidelines are not feasible these days. 

While it is important to follow the GMP and incorporation of researches in the production of Ayurvedic formulations, I would like to make it clear that we should not embark western model of research because of the paradox where the very minimum prescribed 'Basic Cost' in attempting to find the answer or to set up standards will itself result in the high cost of treatment which will be out of reach of the Indian population. "All" pharmaceutical giants commonly quote that it takes a minimum of hundred million dollars and ten years to develop a drug that could be permitted for the treatment of any disease. "We, therefore are compelled to devise our own standards/research protocols which may fulfill our needs". Ayurvedic formulations especially the generic one's, have been described in the text with their time proven therapeutic effects. These properties need to berevalidated. Today we have an opportunity of having "the ancient wisdom of Ayurveda" and "modem scientific tools" in the field of medicines and ayurvedic industry should avail this opportunity without any further delay. They should develop a strong will and dedication to incorporate the above two disciplines together, so that the benefit of the knowledge of great sages of India can reach to the masses.

	*Vaidya Balendu Prakash, is the Founder/Principal Trustee and Director of the Vaidya Chandra Prakash Cancer Research Foundation. He is honourary physician to be President of India and Chairman of Ayurvedic, Siddha & Unani Drugs Technical Advisory Board, Ministry of health & Family Welfare, Government of India. He is known internationally for the treatment of different forms of cancer by using metal based Ayurvedic formulations.
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