
 
 

 
 



 
 

Ministry of Health and Family Welfare 
  

  
Strengthening of Drug Regulatory System in India viz. (i) Central Drugs Standard 

Control Organisation (CDSCO); and (ii) States’ Drug Regulatory System. 

  

        The Department of Health and Family Welfare proposes to implement: (i) a Central 

Sector Scheme for Strengthening the Central Drugs Standard Control Organisation 

(CDSCO); and (ii) a Scheme for strengthening of the State Drug Regulatory System during 

the residual period of Twelfth Five Year Plan (2012-2017) at an estimated cost of Rs.900 

crore and Rs.850 crore (excluding States’ share) respectively. The proposed strengthening 

of structures will facilitate expeditious consideration and faster decision making and testing 

of medical products wherever required and serve the objective of the quality, safety and 

efficacy of drugs and other medical and cosmetics products. 

  

2)   Strengthening of CDSCO entails the following components: 

  
(i)   Strengthening of Drug safety infrastructure at CDSCO, establishment of a Training 

Academy and installing e-Governance mechanism and networking of CDSCO and 

State Drugs Control Departments; 

(ii)  Construction of new drug testing laboratoriesand up-gradation of existing Central 

Laboratories; 

(iii) Creation of new laboratory and regulatory posts and providing basic and advanced 

training to the officials. 

3)   Strengthening of State Drug Regulatory System entails the following components: 

  
(i)   Strengthening of Drug Safety Infrastructure at State  level; 

 

(ii)   Setting up of new laboratories and strengthening of existing State level laboratories;  

 

(iii)  Creation of new laboratories and regulatory posts andproviding basic and advanced 

training of officials. 

  

4)    The CDSCO implements the provisions of the Drug and Cosmetics Act, 1940 and the 

Rules framed thereunder in respect of the matters falling within the purview of the Central 

Government and the State Drugs Control Departments are responsible for regulating matters 

under the purview of the State Governments. To ensure proper implementation of the above 

Act and the Rules uniformly in a transparent manner throughout the country, the 

enforcement structures at the Centre and in all the States / UT's need to be strengthened 

and upgraded. Funds to the States / UTs are to be released after a Memorandum of 

Understanding (MoU) is signed between the respective State/ UT Government and the 

CDSCO regarding objectives and timelines for completion of activities, etc. 

  

5) The brief details of the Scheme are being placed in public domain with a view to elicit the 

comments/ views of the Stakeholders including the general public. The comments/ views 

may be forwarded to Under Secretary (Drugs), Room no. 527 "C" Wing, NirmanBhawan, 

New Delhi - 110011or e- mailed at anita.tripathi76@nic.inbefore 22.12.2014. 

 

……………… 


