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The white paper on "Global Clinical Trials in India - Prospects and Challenges" brought out by Federation of Indian Chambers of Commerce & Industry (FICCI) has brought out a long list of operational deficiencies that plague Indian clinical trial sector. The FICCI has taken the lead to set up an expert committee to study these deficiencies and suggest remedial measures on a time bound manner. 

Released during the just concluded "Bio Business Summit 2005", the White Paper considers regulatory uncertainties about time to approval, involvement of multiple agencies for approval of biotech products and for processing import/export licenses, and several other factors as hurdles in planning a clinical trial in the country. It also points out that a large majority of potential investigators lack knowledge of regulations, ethics and GCP, and skills for clinical trial management. 

"The quality of global trials and academic clinical research is not uniform. There are also issues of inadequate permanent research staff and lack of adequate infrastructure for communication, drug / sample storage, archival. The situation is worse in non-metro cities that have tremendous potential for participation in global trials. In addition, the institutional policies are not yet geared up to support the investigator in managing clinical trials efficiently." It has noted. 

Most medical schools lack a formal course in training for clinical research, and investigators have relied on mentors to learn how to conduct clinical trials. There is a shortage of trained manpower. India has about 500 - 1000 investigators in the country, as compared to United States that has 50,000 investigators. With the projections made for the industry in 2010, India would need about six times its present number of investigators. Regulatory approvals in India can take three months or more, compared to 30 days in the US. 

Even more serious is the lack of confidentiality. Unlike China, India does not yet grant protection for data gleaned from clinical trials, which makes it easy for generic drug makers to copy the drug under trial. Under India's existing laws, only those drugs that have already passed Phase 1 safety trials in the country of their origin can be tested on Indians. In India, opportunities will become limited unless there is a very strong patent law and mechanism to enforce it. Drafting patent laws with the help of industry experts and its implementation is highly essential. 

The White Paper noted that the experience of conducting global Good Clinical Practices (GCP) trials is limited. GCP is a shared responsibility amongst sponsors, investigators, regulators and ethics committees. In a country, which boasts of a large medical fraternity, only 400-500 investigator sites have taken part in global GCP trials. As all stakeholders are still learning, the journey towards achieving global quality is unlikely to be smooth. The efforts of the government and industry to create awareness through GCP workshops and to provide training to the investigators and ECs will go a long way in creating a culture of global GCP quality trials.

The field is dogged by complaints that Indian trial investigators recruit patients unethically, exaggerate claims and downplay the risks of trial drugs. Institutional ethics committees can't help much either. In most of the cases, the committees are headed by the institutional heads, and follow their instructions rather than the ethical committee's recommendations. At the federal level, the central ethics committee at the Indian Council of Medical Research issues guidelines but has no policing powers. 

The White Paper also discusses the 'regulatory framework for conducting Stem Cell, tissue engineering, vaccines, molecular diagnostic products' research, ways to strengthen institutional ethics at par with global benchmark, regulatory issues for import and export for biological materials, capacity building in clinical research at medical institutions and career options in clinical trials. The White Paper has been brought out by FICCI in association with Cygnus Business Consulting & Research, Hyderabad. 

Earlier, addressing the inaugural session of Biobusiness Summit 2005, Panabaka Lakshmi, Minister of State for Health and Family Welfare wanted good clinical practices (GCP) to be considered as a shared responsibility of sponsors, clinical investigators, ethics committees and regulatory bodies. "The need of the hour is to identify the shortcomings and find remedial measures to address them in a speedy and effective manner." She said.
