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IECINP-11/14.02.2014

Dear Dr. Malhotra'

dated above mentioned Project'

Ethic 4" The clarifications have

..App ProsPectivelY w'e'f' 20th

August 2014"

the entire period ofthe conduct to this protocol under

Dr. Rajesh Malhotra, Princip is confirmed that tbe

f AIIMS is composed of and ICH GCP and other

applications regulatory guidelines'

o No significant changes to the research protocol should

prior lonsent ofttre-tgC and any charges/derivations fr

risk for the subjects should be submitted to the IEC and

o IEC should be informed about all SAE's occuning in the study'

oThestudyprogressreportshouldbemadeavailableforthelECreviewonevery6months.

oltiSherebyconfirmedthatneitheryounoranyofthestudyteammembershave
participated io tt'e voti"gldecision makinl procedures of the committee'

With best regards,

Your sincerelY,

'Member 
Secretary Ethics Committee


