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IRB Number
     
Date Submitted
     
                                                                                Expiration Date
     
                       Final Review Form

Principal Investigator:      




Sponsor:     


Sponsor Protocol #     



	     


Study Title:  


1) List all members of the study team and their roles (please note that the study must have been amended prior to the involvement of new study personnel (staff or investigators)):

2) Number of Subjects (includes subjects, datasets, charts, etc):




Date first subject enrolled:


Approved by IRB




              If # is exceeded, 


Date enrollment completed:


 explain why.


 
 





Date study completed: 


 
Subjects screened but not enrolled:
  
Number of subjects dropped:



Number of subjects enrolled:


Number of subjects completed:
     

3) Indicate how many RCHSD subjects experienced: 

Explain below as needed:


   
Serious or unexpected reaction


     
   
Withdrew from project
 (voluntary or involuntary)
     

   
Submitted a complaint



     
   
Death unrelated




     

   
Death possibly related



     

   
Death definitely or probably 



     
related to the protocol


 4) Was there a DSMB (Data Safety Monitoring Board) for this Study?  
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO

If yes, have you forwarded all DSMB reports to the IRB ?

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

If yes, please list dates of reports:

5) Summary of Study:

Describe the study results (This should include how the study progressed and the study outcome):


     
List ALL approved amendments to the study (include IRB approval dates and description of request):


     
Provide a summary of ALL adverse events at RCHSD and off-site (table may be provided as an attachment):


     
List all conducted study audits/monitoring visits by the Sponsor, FDA, other agency (please specify date, agency and outcome):

I certify that the information I have provided about this project is accurate. Furthermore, I certify that I directed this project in compliance with Rady Children’s Hospital-San Diego policies, with the terms and conditions of Rady Children’s agreement with the sponsor and with all applicable laws and regulations and upheld the responsibilities of Principal Investigator.

_________________________________________________
   _______________


Signature of Principal Investigator



   

   Date
SUBMIT THE ORIGINAL SIGNED COPY OF THIS FINAL REVIEW FORM AND THE FOLLOWING:
· Prepared Manuscript, abstract or publication, if available




Use additional sheets as needed.
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