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Abstract: India has been a hub for managing various multi centre trials the central drug standard control 

organisation (CDSCO), headed by the drug controller general of India (DCGI), drowsing the regulation for 

the manage of clinical trials in India the conduct of trails, regulations in India and quality of data 

generated may be the source for this evolution it is crucial that now all clinical trials conducted in India 

should as per the international conference of harmonization good clinical practice guidelines ( ICH- GCP) 

for clinical trials and follow the newly amended schedule Y of the drugs and cosmetic Act. 
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