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Continuing Review Form

	[bookmark: _Hlk215584396]Study Title

	Please enter the study title: 

	Click or tap here to enter text.                                                             



	Enrollment Status

	1) This study is: 

	☐ Not yet enrolling participants

	☐ Actively enrolling participants

	☐ Closed to enrollment with at least one participant receiving study interventions

	☐ Closed to enrollment with at least one participant in long-term follow-up

	☐ Permanently closed to enrollment and the only remaining research activities are data analysis

	☐ Other: Click or tap here to enter text.

	Follow-Up

	2) Are any participants in long-term follow-up?

	☐ N/A

	☐ No

	☐ Yes:

	Please describe the follow-up that is occurring:
Click or tap here to enter text.

	Current Modifications or Amendments

	3) Does this continuing review also contain a Modification or Amendment Request?

	Choose an item.

	Previous Modifications or Amendments

	4) Have any study procedures, personnel, or documents changed since the last continuing review?

	☐ N/A

	☐ No

	☐ Yes:

	                     If Yes, provide a brief overview of the changes that have been made:
                   Click or tap here to enter text.                                                                                                   

	Deviations, Noncompliance, Adverse Events, and Other Reportable New Information

	5) Since the last continuing review, has the study experienced any deviations, noncompliance, adverse events, or other new reportable information?

	☐ N/A

	☐ No

	☐ Yes:

	Have all these events been reported to the IRB?

	☐ N/A

	☐ No

	☐ Yes:

	                                              Please provide the number of participants that have been impacted: 
                        List the Number.
                        Please provide a description of each of the events:
                        Click or tap here to enter text.

	New Findings

	6) Have significant new findings developed in the course of the research negatively impact a participant’s decision to continue in the study?

	☐ N/A

	☐ No

	☐ Yes:

	Please describe the new findings:
Click or tap here to enter text.

	Complaints

	7) Have any participants complained since the last continuing review?

	☐ N/A

	☐ No

	☐ Yes:

	Please provide the number of participants that have complained: 
List the Number.
Please provide a description of each complaint:
Click or tap here to enter text.                                                                                             

	
Participant Withdrawal (Voluntary)

	8) Have any participants withdrawn since the last continuing review?

	☐ N/A

	☐ No

	☐ Yes:

	Please provide the number of participants that have withdrawn:
List the Number.
Please provide a rationale for each participant that has withdrawn
Click or tap here to enter text.                                                                                            

	Participant Termination by Investigators

	9) Have any participants been removed from the study by investigators?

	☐ N/A

	☐ No

	☐ Yes:

	Please provide the number of participants that investigators have removed:
List the Number.
Please provide a rationale for each participant that has been removed:
Click or tap here to enter text.                                                                                            

	Equitable Recruitment

	10) Have participants been recruited in an equitable manner? 

	☐ N/A

	☐ Yes

	☐ No:

	Please elaborate:
Click or tap here to enter text.

	Risk Assessment

	11) Risks to participants:

	☐ Have not changed
☐ Have changed:

	Please elaborate:
Click or tap here to enter text.
In the investigator’s opinion, these risks have:
Choose an item.

	Research Results

	12) Has the study produced any research results?

	Choose an item.

	


	[bookmark: _Hlk191285110]

Conflict of Interest

	Do any individuals listed on the project, including spouses, parents, or children, have intellectual property rights (patents, trademarks, or copyrights) in the entity being evaluated in the research and/or receive income related to such rights and interests?

	Choose an item.
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