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Indian Clinical Research story has been in the limelight for some time now; this claim is ably substantiated by the current and continuing news headlines like “Booming Clinical trial market in India”, “India the emerging base for Clinical Trial” etc.
Usually statements like these are significant indicator of the actual scenario; but are these statements true for Clinical Research in India? Or is there a flip side to this story that we are missing? This article is focused on unearthing the other side of the story, while making an attempt in providing the possible solution.

Introduction

India has been a major pit stop for the western pharma industries as the sheer numbers of India's talent force make a compelling case for outsourcing R&D to India. India has some 22 million graduates, including 6million science graduates, 1.2 million with engineering degrees and 600,000 doctors, according to data compiled by The Economic Times Intelligence Group. And by scenes the population is growing rapidly 1 billion plus, with crude birth rate of 26/ 1000 population and increasing life expectancy to 62years, more than 20,000 hospitals, and increasing rate of literates. 

Not only these factors have attracted the western pharma industry but the most important factors are: 

· Overall less costs for conducting the clinical trials (cost effectiveness)
· Wide spectrum of diseases, with low per capita drug expenditure

· Large and fast growing private hospitals and healthcare industries

· With increase stringent regulatory scrutiny/ norms, and government commitment to provide Intellectual Property Protection from Jan2005.

· Hospitals attached to medical institutions: 164 plus other major corporate hospitals and specialized institutions 

· High caliber, dedicated scientists and clinical research professionals 
known to have the best brains in information technology 
· Increased enthusiasm to participate in global multicentre clinical trials and cutting-edge technology 
· English being the first language of education and communication
· Rapidly increasing awareness of Good Clinical Practice(GCP) English being the first language of education and communication
· Rapidly increasing awareness of Good Clinical Practice(GCP)
Having said this, the facts show us a markedly different picture altogether.  Take for instance the no of trials:

· 1825 number of trials in India1.
· United States of America - 54,357 trials2   
· China - 1859 clinical trials3.
Ever wondered what can be the reason behind these huge differences in Clinical trial numbers between the East and the West even with the marked advantages as mentioned above!
Journal of Nature Medicine suggests that its ‘rash and risky’ to outsource clinical trials to India. Why does the journal of repute advocate this stance?
Delay in Regulatory Clearance:

Even though, Indian regulatory system is not as stringent as that of USA or any other European Union countries, there are worries when it comes to regulatory approval timelines, deficiency in ethics committee functioning, and the scariest, that actually costs sponsors a lot of money, an unethical approach when recruiting patients for clinical trials.  The competency of the regulatory authorities and the efficiency of the regulatory process are under question. To corroborate this we have to see some comparative statistics regarding the approval timelines for India and USA.
The approval timelines difference between US and India is as follows
· US FDA on an average gives approval to conduct trials in 30 days4
· Indian regulators (Drugs Controller General of India) take at least 3 months to review the protocol5. DCGI takes approximately 14 weeks to approve an IND. INDs for an r DNA products take additional 12 to 14 weeks6.
Parliamentarians and the Law drafting authorities have initiated the process of resolving this issue by establishing the Schedule Y, a section under Drugs and Cosmetics Acts, 1948; this exercise is specifically focused on bringing semblance to the clinical research process. Nevertheless, the delay in approval is certainly withstanding.

Above mentioned hindrance can be attributed to the lack of cohesive and appropriate review panel at the DCGI’s office. It is therefore, noteworthy to improve the efficiency of the review panel. There should be overall makeover of the panel; a cosmetic treatment will not heal the malady but rather conscious and comprehensive change is the need of the hour. It is ideal to bring in committees like GEAC (Genetic Engineering Approval Committee), AERB (Atomic Energy Review Board) DCC (Drugs Consultative Committee), to name a few, under one roof, should surely help in reducing the approval time lines.
Situation of Ethics:
IEC (Independent Ethics Committee) is the body that oversees ethical conduct of trials. That is, it works for the beneficence of trial subjects, scrutinizing the Clinical Trial protocols. Dr. Chandra Gulhati, editor of the Monthly Index of Medical Specialties7 expresses his concerns when it comes to appropriate constitution and functioning of Ethics Committees. “Fewer than 40 ethics committees in India meet the standards” he says. 
A search on PubMed  for the keywords "India" and "institutional ethics committees" produced 55 hits, of which majority were descriptive essays from the Indian Journal of Medical Ethics.  None of them mentioned the number of ethics committees (ECs) in the country or assessed their functioning. 
Monitoring:
Monitoring Clinical Trials in India is a little tricky. Monitors are definitely GCP trained and are very well versed with the trial protocol but Pharmaceutical industry doesn’t require a medical doctor to review the trial. They come from varied fields of biological sciences. Because of this reason, there is always a conflict between the super qualified and experienced investigator and the trial monitor. The current sketch shows that investigators are not comfortable getting reviewed by a clinical trial monitor, which they demonstrate by not being supportive during monitoring visits. This is reflected in the quality of the trial documents generated. A wrong trial data tarnishes the site reputation.
Dearth of Trained Professionals :

Do we in India have adequately trained study personnel? Even if not all the clinical site staff, the most important being the Principle Investigator is required to be GCP trained. In the year 2002 there were only 200-250 GCP trained investigators8. As per the 2008 statistics India has an increased number of trained investigators that’s 500-1000 as opposed to 50,000 in the United States9. 
India’s Answer
Although, the knowledge of India’s drawbacks are becoming obvious; various regulatory agencies are doing their bit to ease the situation and making all efforts to ensure conducive environment for conducting Clinical Trials in India. Recently, ICMR (Indian Council of Medical Research) launched Clinical Trial Registry of India, in July 20077. It is meant to bring transparency to the trials done in India. This way more information will be put in a publicly searchable database. In addition, this mandates registration of each and every clinical trial to be conducted in India. 
Also when it comes to trained professionals there are numerous training institutions emerging which have taken up the herculean task of training and providing the clinical trial industry with professionals.  Institutes like ICRI, Avigna Clinical Research Institute (ACRI) etc to name a few, have taken up the responsibility of bridging the demand and supply gap in the industry. These institutes are focusing on the overall development of the future Clinical Research professionals by training in factual as well as personality development aspects. They are also vehemently involved in creating the awareness about Clinical Research among the masses. 
Above all, the concerned authorities are taking proactive steps in bringing in more private players, improving the quality and numbers of GCP trained medical professionals. In order to improve the quality of monitoring and promotion of ethics, regulatory authorities have brought in new framework. Also, DCGI is actually working very hard on the Indian regulatory framework rework, which will pull more and more sponsors to India as their favorite clinical trial destination.  
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