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1.1.1.1.      Introduction to Drug Discovery and drug Development                                             

2. Clinical trials                                                                                  

Introduction and designing 

Various phases of clinical trials 

Post Marketing surveillance – methods 

Principles of sampling 

Inclusion and exclusion criteria 

Methods of allocation and randomization 

Informed consent process 

Monitoring treatment outcome 

Termination of trial 

Safety monitoring in clinical trials   

3 Documents in clinical study                                                        
Investigator Brochure (IB),   

Protocol & Amendment in Protocol , 

Case Report Form (CRF),   

Informed Consent Form (ICF) ,  

Content of Clinical Trial Report 

Essential Documents in Clinical Trial   

4 Data Management in clinical Research                                                                        

5        Ethical guidelines in clinical research         

History  

ICH-GCP & its Principles  

Indian GCP (CDSCO Guidelines)  

ICMR Guidelines - Ethical Guidelines for Biomedical Research on Human Subjects 

Schedule Y 

6        Roles & Responsibility of various clinical trial personnel as per ICH GCP          

Sponsor 

Investigator 

Monitor 

Auditors   

7 Institution Ethics Committee / Independent Ethics Committee     

8 Quality Assurance in clinical Research   

9 BA/BE studies: Introduction, Regulatory requirements and methodology   

10      Clinical Trial Application in India                                                                                   

 Import & Export of Drug in India   

11 Investigational �ew Drug application (I�D)                                                                  

12 Abbreviated �ew Drug Application (A�DA)                                                                

13 �ew Drug Application (�DA)                                                                                           

 



 

 

ASSIG�ME�TS 

 The students are required to submit a minimum of two written assignments selected 

from the topics given to them.   
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