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Annexure1 

    AX 01/SOP 10/V5 
Deviation / Non-Compliance / Violation Record 

 
IEC Protocol no.:       
 
Study Title: 
 
 
Principal Investigator: 
 
Department: 
 
 
 Deviation from protocol 

 
 Violation 

Description of deviation (s)/violation(s) [If protocol deviations / violations are more than one 
please give the information in following tabular form: 
 
 
 

Reported by (Name of Principal Investigator):  
 
 
Signature  with date:__________________________ 
 

 

 

Sr. No 

 

Patient initials &  

Patient ID. 

Protocol deviation 

 

impact of the deviation Corrective measures 
by PI 

   Safety 
wellbeing of 

the 
participants 

Data 
integrity 

 

1.   

    

2.   
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