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Form: Continuing Review Progress Report
(Use for expedited and full protocols that will continue past the expiration date of the current approval period.) 
 
Version 8-16-17
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: http://offices.depaul.edu/ors 
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.)
Additional Contact Person (Optional): If someone other than the PI has completed this form and should be the person initially contacted regarding issues or questions related to this form, indicate their name and contact information below.
I. Project Information
 3. Level of review at the time of initial review:
 4. Level of review requested for continuing review:
 
5. IRB Approval Status
If yes, revise the Co-Investigators and Key Personnel form to delete personnel being removed at this time. If adding new personnel, complete an amendment form and revise and attach the Co-Investigators and Key Research Personnel form. 
  7. Is there an Amendment outlining changes to the protocol or protocol documents being submitted at the same time as the continuing review materials?
 6. Are there any changes in research personnel included in this submission? 
II. Project Summary:
2. Research progress/status:
b. Are there any preliminary findings or results? 
c. Do the result findings suggest significant new findings or other information about research participation, such as a change to the risks, benefits, or alternatives available to the subjects, that could affect the subjects's decision to participate in the research and that were not provided to the subjects in the consent, parent/legal guardian permission or assent or that were not described to the IRB in the original protocol application?
III. Subject Enrollment and Demographics:
 2. Subject Demographic breakdown: 
Population Type
Total number of subjects enrolled under DePaul IRB oversight since last initial or continuing review. 
Total number of subjects enrolled under DePaul IRB oversight since the beginning of the research.
If a collaborative study with multiple sites, total enrolled at non-DePaul sites.
Adults: Healthy subjects or controls Age 18-64
Adults: Healthy subjects or controls Age 65+
Adults: Patients or subjects with the condition being studied   Age 18-64
Adults: Patients or subjects with the condition being studied   Age 65+
Minors: Age newborn to 6 years
Minors: Age 7-10
Minors: 11-13
Minors: 14-17
 Ethnicity and Race:
Race/ Ethnicity
Males
Females
Unknown Gender
Total number of subjects enrolled under DePaul IRB oversight since last initial or continuing review. 
Total number of subjects enrolled under DePaul IRB oversight since the beginning of the research.
If a collaborative study with multiple sites, total enrolled at non-DePaul sites. 
American Indian  or Alaskan Native
Asian
Native Hawaiian or Other Pacific Islander
Black or African American
Hispanic or Latino
White
Other
Unknown/Not Reported
 Special populations 
Population Type
Total number of subjects enrolled under DePaul IRB oversight since last initial or continuing review.
Total number of subjects enrolled under DePaul IRB oversight since the beginning of the research.
If a collaborative study with multiple sites, total enrolled at non-DePaul sites.
DePaul Employees (faculty, staff)
DePaul Students
Grade School or High School Students
DePaul Psychology Subject Pool Students
Decisionally Impaired Persons
Economically or Educationally Disadvantaged Persons
Prisoners: Primary Focus of Research
Pregnant Woman, Neonates, Fetuses/Fetal Tissue: Primary focus of research
IV. Conflict of Interest (COI): 
Federal guidelines emphasize the importance of assuring there are no potential conflicts of interest in research projects that could affect the rights and welfare of human subjects. All investigators involved in the design, conduct, or reporting of research are required to disclose real, apparent, or potential significant financial conflicts of interest that could impact the conduct of the research or the integrity of the research data. For the purposes of Federal PHS policy and DePaul Policy, “Investigator” is defined as any person responsible for the design, conduct, or reporting of the research. The term investigator includes the Principal Investigator, Faculty Sponsor, Co-investigators, and other key research personnel. When determining whether there is a Significant Financial Interest in the research for these personnel, their spouses and dependent children should also be considered.
The following are the current DePaul policies governing conflicts of interest:
 
1. General Conflict of Interest Policy: http://policies.depaul.edu/policy/policy.aspx?pid=232. Conflict of Interest in Externally Sponsored Projects: http://policies.depaul.edu/policy/policy.aspx?pid=253
3. Conflict of Interest in Public Health Service (PHS) Funded Research: http://policies.depaul.edu/policy/policy.aspx?pid=302
 
The three DePaul policies governing conflict of interest differ slightly in their reporting requirements. Please review the three policies before answering the following questions.Please note: Significant Financial Conflicts of Interest require review by the Conflict of Interest Committee before IRB review and approval. Final IRB approval cannot be granted until all conflicts of interest are appropriately managed. The IRB may require disclosure of the conflict to subjects in the consent document or information sheet/process as part of the management plan.
 
1. At present or since the last review (initial or last continuing review) did or does the Principal Investigator, co-investigator, any of the research personnel, or any of their family members have a managerial role in any entity associated with the research, or otherwise have a significant financial relationship or any other relationship with the funding source or company, or have a financial stake in a product associated with this research that may be viewed as affecting the protection of human subjects involved in the project, the scientific objectivity of the research or the integrity of the research or the research data?
If yes, attach a COI Statement of Explanation that includes a list of names of the investigators with conflicts, a brief description of each conflict, and the plan for managing the conflicts or the management plan approved by the Conflict of Interest Committee.
V. 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.
VI. 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?
2. Have any subjects been withdrawn from the research by the investigator since the last approval (initial or continuing review)? For example, subjects completed a screening process that collected individually identifiable private information or data and were determined to be not eligible or subjects were withdrawn for safety reasons, poor study visit attendance, or not following study instructions or requirements.
VII. 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)?
VIII. Informed Consent Process:
1. Are you planning on recruiting and enrolling additional subjects in the research?
If yes, list the name/type and version date of the recruitment materials, consent, parent/legal guardian permission, or assent documents or scripts you will utilize moving forward to recruit and enroll additional subjects in the research.  (If you need an additional row, click on "Add Row.")
Name/type of document
Version Date
 
2. Have subjects whose primary language is not English provided consent or assent and been enrolled in the research since the initial approval or the last continuing review?
If yes, provide the following information. 
 
3. Have parents/legal guardians whose primary language is not English provided permission for their child to be in the research since the initial approval or the last continuing review?
If yes, provide the following information.
 
4. Have subjects been excluded from the research because English is not their or their parent/legal guardian's primary language since the initial approval or the last continuing review?
IX. 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. (If you need an additional row, please click on "Add Row.")
Date of Event		
Description of Event/Problem	
Related to the Research?
Expected?
Date Reported to the IRB
Outcome/Resolution
 
2. Have any of the listed events occurred at a higher frequency or level of severity than indicated in the research protocol, informed consent, or other materials provided to the IRB at the time of initial approval or the last continuing review?
 
3. Has the occurrence of any of the above listed events changed the current risk-benefit assessment (increased potential for risk or decreased potential for benefit to the study subjects)?
 4. Does the research have a Data and Safety Monitoring Board (DSMB) or Committee (DSMC)?
If yes, is a copy of the most recent DSMB or DSMC report attached?
X. Literature and New Information:
1. Since the last review (initial or last continuing review) has there been any new literature or new information that relates to this research, such as information about possible risks, benefits, or alternatives  for subjects related to this research or any significant new findings which may related to the subjects’ willingness to continue to participate in the research?
a. If yes, explain below.
b. Is an amendment required to address the new information?
XI. Presentation and/or Publications:
1. Have there been any presentations or publications (including abstracts) that resulted from this study?
If yes, list them below.
XII. Plan for Data Disposition: 
Check all that apply regarding the status of the data collected during this research project. 
XIII. Assurance:
I certify that the information provided in this Continuing Review Progress 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.
 *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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