



BIOMEDICAL
IRB REVIEW AMENDMENT FORM  

Protocol Number:      





Provide a brief summary of amendment/revision request:

Summary of any adverse events reported and any unanticipated problems involving risks to the subjects: 

SUMMARY OF ISSUES AND/OR RESOLUTIONS TO BE ADDRESSED BY THE INVESTIGATOR.

Protocol issues:
Informed consent issues: 

If changes revised the consent, was the quality of the consent adequate?
Indicate whether the subject should be re-consented:
 FORMCHECKBOX 
   YES
If the amendment has the potential to affect the subject’s willingness to continue

 participation (e.g., any significant new findings, risks or adverse events)  

 FORMCHECKBOX 
   NO

Recommendation:


 FORMCHECKBOX 

Approve





 FORMCHECKBOX 

Defer pending further IRB review

 FORMCHECKBOX 

Defer pending administrative approval

 FORMCHECKBOX 

Disapproval

 FORMCHECKBOX 

Defer pending Discussant approval

 FORMCHECKBOX 

Other:       


Signature of Discussant






Date


