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BU Charles River IRB
Final Report

SECTION A:  Protocol and Contact Information
Protocol Title	:              enter text 
Protocol Number:	   enter text 
[bookmark: _Hlk37418859]PI Name and Degrees:  enter text 
Preferred Pronoun:     enter text 
[bookmark: _Hlk56531978]PI Email Address:        enter text 		
PI Phone Number:	   enter text 	
PI Department:	   enter text 
BU Mailing Address:   enter text 
Additional Contact/Faculty Advisor:  enter text 
Contact Information:  enter text 

SECTION B:  Either Box 1 or Box 2 must apply in order of the study to be closed with the BU CRC IRB
Box 1
	YES
	

	☐ 
	The Principal Investigator is leaving BU and either:
· the study is being transferred* to another institution or 
· the study is complete (if complete, please also complete Box 2 below)


* If the study is being transferred to another institution, please obtain IRB approval at the new institution and provide a copy of the IRB approval letter with the BU IRB Final Report Form.
Box 2
Current Protocol Status (All of the boxes below must be checked ‘Yes” in order for the study to be closed.)
	YES
	NO
	

	☐	☐	The study is permanently closed to enrollment


	☐	☐	All subjects have completed all study procedures


	☐	☐	Data collection is complete


	☐	☐	All identifiers* (including codes) have been destroyed OR analysis and/or use of identifiable data is complete


If any of the boxes above are not checked ‘Yes’, the study must undergo Continuing IRB Review.  The Continuing Review Application can be located at: http://www.bu.edu/researchsupport/compliance/human-subjects/.

Box 3 
Confirm the below if there is an executed Reliance Agreement on this study. Complete only if applicable.

	YES
	

	☐ 
	The Reliance Agreement with another Reviewing Institution has either:
· closed at Boston University or 
· the overall study is complete 

	☐
	Participants were enrolled at Boston University Charles River Campus
· Complete Section C. Report Participants who were enrolled only at Boston University Charles River Campus

	☐
	No Participants were enrolled at Boston University 



*Definitions of identifiable:

Identifiable:  Research materials are identifiable (investigators have access to personally identifying information or codes, links or keys to identifying information)
	
Coded:  The specimens/data are not directly individually identifiable to the investigator but contain a code through which they may be linked back to the specimen/data source by anyone who possesses the key to that code.
Anonymized: Data/samples are considered to be anonymized when the data/samples cannot be linked to a specific individual either (code or key) was never created or the link was destroyed 


SECTION C:  Subject Enrollment

Total number of subjects approved to enroll for this study: enter text 

Box 1 – Enrollment Table
If the study involves more than one cohort, copy and complete an enrollment table for each cohort

	Enrollment* Data
	Since Initial Approval
	Since the last CR Approval (if applicable)

	Total males enrolled
	
	

	Total females enrolled
	
	

	Total unknown or other-identified genders enrolled 
	
	

	Total number of subjects enrolled*
	
	


*A subject is considered to be enrolled once they have given verbal consent/assent or has signed the research consent/assent form.


Box 2 – Enrollment Status

	Enrollment Status Information
	Since Initial Approval
	Since the last CR Approval (if applicable)

	Subjects who voluntarily withdrew
	
	

	Subjects lost to contact
	
	

	Subjects  withdrawn by the PI due to eligibility criteria
	
	

	Subjects withdrawn by the PI for non-eligibility reasons
	
	

	Subjects who completed all study procedures
	
	

	Subjects currently active in the study
	


*The total number of subjects in box 1 should equal the total number of subjects in box 2.	

Provide the reasons for any subjects who voluntarily withdrew since the last approval enter text 

Provide the reasons for any subjects who were withdrawn by the PI for reasons other than eligibility criteria since the last approval      enter text 

     BOX 3 – PARTICIPANT ENROLLMENT BY ETHNICITY

Investigators who provide enrollment tables to sponsors (e.g. NIH) or who maintain data on participant ethnicity in different formats may attach copies of those tables or information in lieu of completing the table below. Please be sure that the participant numbers in Box 3 is consistent with the information in Boxes 1 & 2, above, or explain why the boxes contain different numbers.
	American Indian
	Asian/
Pacific Islander
	Black
	Caucasian
	Hispanic
	Unknown/Other

	

	
	
	
	
	




SECTION D:  STUDY PROGRESS

Provide a summary of the study progress to date.  Be sure to include any information about publications, presentations, etc.  Indicate why the study is being closed.
enter text 

SECTION E:  OTHER STUDY INFORMATION

	YES
	NO
	

	☐	☐	Since the last IRB review, have there been any subject complaints?  If yes, attached a summary of the complaints.

	☐	☐	Since the last IRB review, have there been any adverse events or unanticipated problems involving risks to subjects or others?  If yes, provide a brief summary of the events/problems.  enter text 

If these events or problems have not already been submitted to the IRB, submit an Unanticipated Report Form located at: http://www.bu.edu/researchsupport/compliance/human-subjects/.

	☐	☐	Since the last IRB review, has there been any new information or interim findings regarding this research, especially information about risks associated with the research?  If yes, attach a summary of this information.





SECTION G: PRINCIPAL INVESTIGATOR CERTIFICATION

By signing below, you certify that the information contained in this Application is true, complete, and accurate and that I will maintain study documents for 7 years following the date of this report.

Principal Investigator Signature:				Date:  

If PI is a student, signature of the faculty advisor is required below. By signing, the faculty advisor is indicating agreement with the above statements. 

Faculty Advisor Printed Name: 	  

Faculty Advisor Signature: 					Date:  

NOTE: Electronic signatures are acceptable, as are emails confirming the above certification information. This form can be completed, signed, scanned and submitted to the IRB at irb@bu.edu.
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