USC HSC IRB

Continuing Review Form


Protocol Title:       
Principal Investigator:       
IRB Number:       
Approval Expires:       
	1. Protocol Summary:        



	2.
Study Status

	
 FORMCHECKBOX 

Active (continues to enroll new subjects)

 FORMCHECKBOX 

Follow-up (enrollment closed - subjects continue to receive study treatment)


 FORMCHECKBOX 

Follow-up (enrollment closed - follow-up of subjects or data analysis continues)


 FORMCHECKBOX 

Terminated

 FORMCHECKBOX 

Withdrawn

	3.
Number of Subjects (Complete all 4 items below)

	
(     ) Total enrollment since initiation of study.

(     )  Since last progress report. 

 If no patients have been accrued since the last progress report, but the study status is still active, please provide justification:      
(     )  To be entered in future.

(     ) Target accrual listed in original application

	4.  Subject Withdrawal from Study (number and reasons for withdrawal or N/A)

     




	5.  Summary Description of Adverse Events (attach continuation pages if necessary or N/A)

     


	6.  Summary Description of Results or Benefits (attach continuation pages if necessary or N/A)

     



	7.  Protocol Changes

 FORMCHECKBOX 

Approved by IRB (specify dates since last review)      

 FORMCHECKBOX 

Not yet approved (attached revisions/amendments or changes for IRB review)      

	8.  New Information or Unanticipated Risks (attach continuation pages if necessary or N/A)

     




	9.
Attachments
 FORMCHECKBOX 

Informed Consent Document (will be returned to Investigator with IRB approval stamp) + HIPAA addendum (if applicable)


 FORMCHECKBOX 

Publications or Abstracts


 FORMCHECKBOX 

Continuation pages


 FORMCHECKBOX 

Relevant Multi-center trial reports 


 FORMCHECKBOX 

Other (PIs & Co-investigators’ HIPAA certifications, etc.)

	


Principal Investigator’s Signature














Date
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