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Annexure 1 
AX 01/SOP 06/V5 

Protocol / Protocol related documents Amendment Request and Assessment Form 

IEC Protocol Number:  
 
Protocol Title: 
_________________________________________________________________________________ 
_________________________________________________________________________________ 
_________________________________________________________________________________ 
_________________________________________________________________________________ 
__________________________________________________________________________________ 
 
Principal Investigator and Department: 
_________________________________________________________________________________ 
_________________________________________________________________________________ 
 
Approved date: 
 

No. of amendment: 

o State/describe the amendment :type of document/ part of document amended 
    

 

o Reasons for the amendment 
  

 

o Impact of your amendment on your present study at this site: (modifications in the ICD, re-consent of 
research participants, untoward effects likely to occur  because of the amendment  or any other ) 

 

 

 

Have the changes modifications in the amended versions been highlighted/ underlined? 
    
Yes       No  
 

 
Name of Principal Investigator: ______________________ 
 
Signature with Date:______________________________ 

 


