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 The regulatory scenario in the Indian Pharmaceutical Industry is extremely crucial not only due to the rapid and ongoing changes at the global level particularly with reference to  GMP, GCP) and GLP but also due to the onus on the regulatory bodies to ensure a healthy supply of quality drugs at affordable prices to the Indian masses. 
The principal regulatory bodies entrusted with the responsibility of ensuring the approval, production and marketing of quality drugs in India at reasonable prices are:  Central Drug Standards and Control Organization (CDSCO).  The CDSCO prescribes standards and measures for ensuring the safety, efficacy and quality of drugs, cosmetics, diagnostics and devices in the country; regulates the market authorization of new drugs and clinical trials standards; supervises drug imports and approves licenses to manufacture the above-mentioned products; 
The National Pharmaceutical Pricing Authority (NPPA) instituted in 1997  fixes or revises the prices of decontrolled bulk drugs and formulations. The Department of Chemicals and Petrochemicals  oversees policy, planning, development and regulatory activities pertaining to the chemicals, petrochemicals and pharmaceutical sector. 
 In India, drug manufacturing, quality and marketing is regulated in accordance with the Drugs and Cosmetics Act of 1940 and Rules 1945.  The Drugs Controller General of India (DCGI) assumes responsibility for the amendments to the Acts and Rules. Other major related Acts and Rules include the Pharmacy Act of 1948, The Drugs and Magic Remedies Act of 1954 and Drug Prices Control Order (DPCO) 1995 etc 
In accordance with the Act of 1940, there exists a system of dual regulatory control or control at both Central and State government levels. The central regulatory authority undertakes approval of new drugs, clinical trials, standards setting, control over imported drugs and coordination of state bodies’ activities. State authorities assume responsibility for issuing licenses and monitoring manufacture, distribution and sale of drugs and other related products.
Deficiencies and Limitations of the current regulatory regime: Proliferation of spurious and substandard drugs in the Indian market; Dual licensing mechanism acts as a deterrent to uniform implementation of regulatory procedures; Lack of transparency in licensing procedures; Inadequate regulatory expertise and testing facilities to implement uniform standards; Need for greater thrust on institutional support to small scale firms to enable speedy implementation of Schedule M up gradation and standardization of drug quality; Need for greater clarity on patentability of pharmaceutical substances and conditions under which firms can apply for compulsory licenses to prevent legal battles between local firms, MNCs and civil rights groups; Need for greater coordination, accountability and transparency in functioning  among different ministries concerned with drug regulation.
 Recent regulatory initiatives: Move to establish an integrated regulatory system through the constitution of a National Drug Authority so that quality regulation and price control is performed by the same agency; Establishment of pharma co-vigilance centers at national, zonal and regional levels to monitor adverse drug reactions; Move to bring nearly 374 bulk drugs under price control  and regulate trade margins; Capability strengthening to monitor clinical trials, including the setting up of  the Clinical Trials Registry of India (CTRI)
 
	


