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SCOPE: This course is designed to impart knowledge and skills necessary to train the students to be on 

par with the routine of Industrial activities in drug regulatory affairs. 

 

OBJECTIVES: Upon completion of the course, student shall be able to understand 

1. Assist in Regulatory Audit process 

2. Establish regulatory guidelines for drug and drug products 

3. The Regulatory requirements for contract research organization. 

 

Sr.No Course content Total Hrs 

1. Definition, Need for patenting, Types of Patents, Conditions to be satisfied 

by an invention to be patentable, Introduction to patent search. Parts of 

patents. Filling of patents. The essential elements of patent; Guidelines for 

preparation of laboratory note book, Non-obviousness in Patent 

12 

2. Role of GATT, TRIPS, and WIPO 12 

3. Brief introduction to Trademark protection and WHO Patents. IPR’s and its 

types, Major bodies regulating Indian Pharmaceutical sector 

12 

4. Brief introduction to CDSCO. WHO, USFDA, EMEA, TGA, MHRA, MCC, 

ANVISA 

12 

5. Regulatory requirements for contract research organization. Regulations for 

Biosimilars 

12 
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