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	DISCLOSURES

	(9) Funding:
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	No
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	b.
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	(10) Conflict of Interest:

	
Do you or any other person responsible for the design, conduct or reporting of this research have an economic interest in or act as an officer or director of any outside entity whose financial interests would reasonably appear to be affected by this research? 


If “yes”, provide a written justification for continued association with this study.
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	(24)
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Any adverse events during this review period?


If “yes”, please complete Appendix B “Summary of Adverse Events (AE) and Protocol Deviations to be Reported at the Time of Continuing Review”
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If a treatment protocol, has the standard of care changed since the last review?


If “yes”, please attach a copy of all altered documents with the changes highlighted.
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If “yes”, please attach an explanation of the change.
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	PUBLICATIONS / PRESENTATIONS

	(33)
Have any data from this study been submitted for publication or presented?
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	ELECTRONIC SUBMISSION CHECKLIST

	Please confirm that all relevant documents are attached to your submission.  

Missing documents will cause your submission to be returned for revisions.
	Yes
	N/A

	WORD Version of Continuing Review form
	
	

	PDF of Signature Pages
	
	

	CITI / CV / RIT for Research Team (if existing credentials are expiring ONLY)
	
	

	Approved Research Plan
	
	

	Approved Waiver of Authorization for the Use of PHI (if applicable)
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APPENDIX A: SUBJECT IDENTIFIER FORM
List all subjects enrolled during this reporting period. 

Please Do Not submit this page if no subjects were enrolled during this reporting period.
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	Initials
	Subject Status



	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


· Provide the CID Compliance Advisor with copies of signed Informed Consent Documents for all subjects enrolled since last review

· Subject ID: This is the unique Subject ID # recorded on Subject Informed Consent & Data Collection Sheets

· Subject Status: Record status of subjects enrolled during reporting period as of this report’s submission date

· A = Active on protocol, F = Follow up only, C = Completed, W = Withdrawn 

If addition subject entry space is needed, reproduce this form. 
APPENDIX B: SUMMARY OF ADVERSE EVENTS (AE) AND PROTOCOL DEVIATIONS TO BE REPORTED AT THE TIME OF CONTINUING REVIEW
Summarize events not identified as Serious, Unexpected and Related which occurred during the reporting period. 

	Subject Identifier
	I/FU
	L/NL
	Date of Event
	Date PI Notified
	Summary of Event
	Serious

Y/N
	Unexpected

Y/N
	Related

Y/N
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I/FU:  Initial or Follow-Up
L/NL:  Local or Non-Local

Add more rows as needed.

	Serious: 

An adverse event is any undesirable experience associated with the use of a medical product in a patient. 

The event is defined as serious when the patient outcome is: 

· Death

· Life-threatening

· Hospitalization (initial or prolonged)

· Disability or Permanent Damage

· Congenital Anomaly/Birth Defect

	Unanticipated / Unexpected: 

An unanticipated or unexpected event/problem is an event/problem that was not foreseen or expected at the time of the occurrence.  For example, an event or information that is not consistent given the nature or research protocol/procedures and subject population or the risks as described in the research protocol.

	Related: 

A related event/problem is an event/problem that is more likely than not to have been related to the research 


NOTE:

Events identified as Serious, Unexpected, and Related are defined as Serious Adverse Events / Unanticipated Problems and require submission to the IRB within one (1) business day of discovery.  Please contact CID for guidance.
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