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Deviation / Non-Compliance /Violation Report 

 

Report Number:      Date: …………………… 

IERB Protocol Number:  

Study Title: 

 

 

Investigator 

 

Contact No.: 

Institution: 

 

Contact No.: 

Sponsor: 

 

Contact No.: 

 

Reported by:……………………………. 

                         Name (signature) 

 

 

Date:………………………

……………. 

 

 Deviation from protocol  Non-compliance 

   Major              Minor  Violation 

Description:    

 

 

 

 

 

 

Corrective Actions taken by the study team: 

 

 

 

 

 

Outcome of the Corrective Actions: 
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for IERB use only 

Comments: 

 

 

 

 

 

 

RECOMMENDED ACTION: 

 NO FURTHER ACTION 

 REQUEST INFORMATION: (indicate information) 

 RECOMMEND FURTHER CORRECTIVE ACTION: (indicate action) 

 SUSPENSION OF THE STUDY 

 WITHDRAWAL OF ETHICAL APPROVAL 

 

 

COMPLETION: 

 

                                               _                           Date:………………                                                       

  Secretary- General of IERB  

 

 

APPROVAL: 

 

                                                                                          Date: ………………..                               

    Chair of IERB 
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