Protocol-I for Indigenous product development, manufacture and marketing of pharmaceutical
products derived from LMOs but the end product is not a LMO.
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RCGM (Recommends human CT to DCGI and
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GEAC examines information on containment facilities and
data on clinical trials

Environmental Clearance under Rule1989 of EPA based on
risk Vs benefit analysis and inform DCGI
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DCGI (Approves manufacture and market authorization
under Drugs and Cosmetic Rules based on the clinical
trials data)
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