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Will the Minister of HEALTH AND FAMILY WELFARE be pleased to state:

(a) whether the Indian Pharmaceutical Alliance has urged the Government to ensure that registration of generic drugs does not get
affected with their patent status; 

(b) if so, the details thereof along with the reaction of the Government thereto; 

(c) whether there are adequate provisions in the Drug and Cosmetics Act/ Rules to deal with the patent issues while granting approval
of generic version of drugs in the country; 

(d) if so, the details thereof; and 

(e) if not, the corrective measures taken/ proposed by the Government in this regard?

Answer

THE MINISTER OF HEALTH AND FAMILY WELFARE (SHRI GHULAM NABI AZAD) 

(a) to (e) The Government is not aware of any request of Indian Pharmaceutical Alliance in this regard. However, registration /
licensing of generic drugs does not have any linkage with their patent status because generic drugs are off-patent drugs. As the
primary objective of the Drugs & Cosmetics Act, 1940 and the Drugs & Cosmetics Rules, 1945 made thereunder is to ensure the
quality, efficacy and safety of any drug, they do not deal with the patent issues for which there is a different Act, namely the patents Act,
1970. 
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