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●What are the Roles & Responsibilities of –

► Sponsor

► Investigator

► Institutional Ethics Committee in Clinical Trial 









 Focus on unknown effects of medication, 
effect of devices, effects of adverse 
reaction, etc. before medication became part 
of standard of care







 Between January and July 2012, the CDSCO has 
approved 14 new drug molecules of which only nine 
have undergone clinical trials. 

 In 2011,  41 new drugs were approved by the CDSCO 
of which only 38 had undergone clinical trials. 

 In 2010, 65 such molecules were approved of which 52 
had undergone trials. 

 In 2009, 72 new molecules were approved of which as 
many as 12 had not undergone clinical trials. 











●Protecting Research Subjects, i.e., 
► Subject safety

► Rights of subjects (research ethics)

●Ensuring the quality and integrity of 
research data

●Assuring the existence and operation of 
“quality systems”



 Sponsor

 Investigator

 Clinical trial subjects or legal guardians

 Institutional Ethics committee 

 Site staffs

 Regulatory authority

 Data Safety Monitoring Board (DSMB)

 Contract Research Organization (CRO)

 Site Management Organization (SMO)











 Before initiating the trial, the sponsors should 
evaluate whether- 

 The investigator is Educated / Experienced / 
Trained / Knowledgeable to conduct the trial

 Other important factors like –

 Time of the Investigator

 Space / Equipment  / Laboratory facilities / Study 
team / Other facility available in a specific site

 Sponsor should assess the recruiting potential of 
the investigator & site by checking the previous 
patient records

























An ethical problem occurs when a person make 
a choice among alternative actions
&  the right choice is not absolutely clear

Often that choice affects the well-being of other 
persons















 The objective of Institutional Ethics Committee 
(IEC) is to ensure quality and consistent 
ethical review  mechanism for health and 
biomedical research 

 Following standard guidelines









 Risk benefit ratio

 Planning, conduct and reporting of the 
proposed / ongoing research

 Informed consent process

 Provisions for appropriate compensations



   The composition may be as follows-

 1.Chairperson 

 2.2 Basic medical scientists

 3.2 Clinicians from various Institutes

 4.One legal expert or retired judge

 5.One social scientist / representative of 
nongovernmental voluntary agency

 6.One philosopher / ethicist / theologian

 7.One lay person from the community

 8.Member Secretary
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