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Sponsor Investigator: Protocol Code: Site No: 

 

Patient Code Category/ description of deviation 
Critical deviation 

(Y/N) 
Action to be taken 

Responsible for 

action 

Deadline for 

action 

Resolution 

date 

       

       

       

       

       

       

Critical deviations are those affecting patient’s safety /physical integrity /patient’s rights and the scientific value of the trial (i.e. integrity of trial data).  

 

___________________________________________              ___________________________________                    ____________________________________ 

Principal Investigator name                                                           Signature                                                                               Date 
 

 

 

  


