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Form: Final Closure Report
 (Use to close exempt, expedited, and full protocols when work is completed.)
 
Version 2/1/2019
DePaul University
Office of Research Services
Institutional Review Board
1 East Jackson Blvd.
Chicago, Illinois 60604-2201
Email: orp@depaul.edu 
Phone: (312) 362-7593
Web: https://offices.depaul.edu/research-services/research-protections/irb/Pages/default.aspx
Principal Investigator:
Faculty Sponsor: (If you are a student, in a staff position functioning as a training position, or a fellow, you must have a faculty sponsor when you are the Principal Investigator.)
I.  Project Information
3. Current level of approval: 
II. Reason for Project Closure:
(Check all that apply.)
III. Project Summary
a. If you have enrolled more subjects on the study than you were approved for by the IRB, provide an explanation for  the over-enrollment. 
 3. Do the results or finding suggest any significant new findings or other information about research participation that were not provided to the subjects in the consent or information sheet?
IV. Subjects Declining to Participate, including Parents, Legal Guardians, Legally Authorized Representatives declining on behalf of the Subject:
1. Have any subjects declined to participate in the research after being asked to be in the research since the last approval (initial or continuing review), including parents, legal guardians, or legally authorized representatives declining on behalf of the subject? 
If yes, indicate the number of persons declining to be in the research and the reasons why they declined. 
V. Subject Withdrawals:
1. Have any subjects withdrawn from the research after initially enrolling and/or beginning participation in the research since the last approval (initial or continuing review), including the parents, legal guardians, or legally authorized representative withdrawing on behalf of the subject?
If yes, indicate the number of persons who withdrew from the research and the reasons why they withdrew. 
2. Have any subjects been withdrawn from the research by the investigator since the last approval (initial or continuing review)? 
If yes, indicate the number of persons withdrawn from the research and the reasons why they were withdrawn.
VI. Subject Complaints: 
1. Have any subjects or their parents, legal guardians, or legally authorized representatives made complaints about the research since the last approval (initial or continuing review)?
If yes, summarize the complaints and how the complaints were resolved. 
VII. Unanticipated Problems or Adverse events:
1. Have there been any unanticipated problems involving risks to subjects or others (UPIRSOs) or adverse events since the initial or last continuing review?
If yes, provide the following information about the events:
Date of  Event
Description of Event/Problem
Related to the Research?
Date Reported to the IRB
Outcome/Resolution
VIII. Presentation and/or Publications:
1. Have there been any presentations or publications (including abstracts) that resulted from this study?
If yes, list them here. 
IX. Plan for Data Disposition:
Check all that apply regarding the status of the data collected during this research project. 
Describe:
X. Assurances 
I certify that the information provided in this Final Report is complete and accurate. I understand that as Principal Investigator, I have the responsibility for the protection of the rights and welfare of human subjects enrolled in the research and for the overall ethical conduct of the research. By signing this form I am indicating that I have complied with all DePaul policies and procedures relating to human subjects research, as well as with federal, state, and local laws.  I confirm the following:
· The project was performed by qualified and trained personnel who were approved to work on the DePaul IRB approved protocol.
· No changes were made to the protocol or approved protocol documents without prospective IRB approval.
· When applicable, legally effective informed consent was obtained from all subjects, unless the DePaul IRB waived consent. 
· Any complaints or unanticipated problems that occur during the conduct of the research were reported to the IRB in a timely manner according to policy.
Faculty Sponsor's Assurance for Student, staff position functioning as a training position or fellow, such as a research fellow: 
By my signature as faculty sponsor on this research application, I certify that the student, staff member in a training position, or fellow was knowledgeable about the regulations and policies governing research with human subjects and had sufficient training to conduct this particular study in accordance with the approved protocol. My signature below indicates that this final report is complete and accurate.
Check only if this applies. 
*The faculty sponsor must be a member of the DePaul faculty (full time, part time, or adjunct). The faculty sponsor is considered the party ultimately responsible for the legal and ethical performance of the project and ensuring that all duties of the Principal Investigator are fulfilled, including completing a final study closure report.
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