Glaxo to begin clinical trials for major ailments
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Mumbai: Drug giant GlaxoSmithKline (GSK) has decided to conduct simultaneous clinical trials of new molecules in all major therapeutic segments in India, along with other global locations. 

The move comes after being backed by the amendment in the Schedule Y of the Drug and Cosmetic Act early this year. MNC pharma firms were earlier not allowed to conduct phase 1 and II clinical trials of new molecules in India till the government amended the schedule. 

Speaking to ET, GSK India managing director Kalyanasundram said, “We will conduct simultaneous clinical trails in major therapeutic areas like oncology, central nervous system, anti-cholesterol and diabetics along with all our other centres across the globe.'' Clinical trials in India have been identified as a significant area of activity. Data from the trials is extremely important, he added. 

GSK's new collaboration with the University of Oxford is expected to enable the evaluation of new treatments in a range of cancer types more prevalent in India like the cancers of gall bladder, liver and cervix, Mr Kalyanasundram said. 

The process of drug development involves four stages. In pre-clinical trails, the drug is tried on animals. The experiments are done on healthy human beings in phase I trials. Phase II and III together are done on patients while phase IV tests the effectiveness of a drug post-marketing. 

MNC drug firms have been conducting phase I and II trials in India for the past few years. However, the trails were restricted to molecules which had already been tried in other countries. MNCs restricted their Indian trials to off-patent drugs and a few therapeutic segments. 

GSK is working on its oncology research molecule Lapatinib, a dual action treatment, being developed initially for breast cancer. The GSK Oxford collaboration will get funding from GSK for the initial three-year period and will include publicly-funded cancer centres in Delhi, Hyderabad, Bangalore, Mumbai, Kerela and Ahmedabad. 

Other MNCs like Pfizer, Eli Lilly, GlaxoSmithKline, Sanofi-Aventis and Roche have already started piece-meal phase-I and II trails in India. Others in the fray include independent contract research organisations, which are consolidating their base and expanding operations. 

According to a recent study, India has a sizeable chunk of diseased population that facilitates clinical R&D. It has 40m asthmatics, 34m diabetics, 15m hypertensives, 1m schizophrenics, 12.5m hepatitis C and 3m cancer patients. 

World-wide, the average cost of developing one molecule is about $282m and takes about seven years. According to industry estimates, the cost of phase I trial is 50% cheaper in India and phase II costs about 60% less. 

Statistics underline the growing clinical trials market in India. McKinsey estimates say that by '10, global pharma majors will spend up to $1.5bn on drug trials in India This is roughly 20% of India's estimated total pharma exports by '10. 

