
CONTINUING REVIEW PROGRESS REPORT:

Institutional Review Board, Syracuse VA Medical Center
Report Must Be Legible

Project Expiration Date:__________________________    Project ID No.: __________

Original Project Approval Date:_____________  Today's Date:____________________ 

Principal Investigator:_____________________________________________________

Title of Program/Project:

Project Status:


· Project is open to enrollment, with subjects enrolled locally.

· Project is open to enrollment, with NO human subjects enrolled locally.

· Project is permanently closed to subject enrollment, but subjects continue to participate in research-related interventions.

· Project is permanently closed to subject enrollment, all subjects have 


completed all research-related interventions, and long-term subject follow-up continues.

· Project is terminated and/or never started.
Number of subjects accrued on this project since last report: _______________

Total number of subjects accrued on this project: ________________________

Enrollment Data:

Gender: 
# of Males: _____

# of Females: _____



Race: 
# of Black: _____

# of Hispanic: _____
# of Caucasian: _____


# of Asian/Pacific Islander: _____

# of Native American: _____

Number of Subjects withdrawn: _____

If applicable, number of subjects classified as vulnerable: _____

(e.g., decisionally impaired; economically/educationally disadvantaged)

Any protocol violations and/or deviations that have not previously been reported to the HSS:

Yes: _____

No: _____

(If yes, describe in written progress report)

PROGRESS REPORT:
Write a brief (max. 1 page) report of the work that you have done since the last report, including a summary of the project's purpose, the progress (if any) that has been made, and your continuing plans for this project.  A progress report to another agency may be included with your local report, if available.  A report must be submitted, even if no patients were entered or you are requesting termination of the study.  Also include:

· A copy of the current, stamped consent document.  

· A completed Human Subject Tracking Log listing all VA patients enrolled on this project must be included.  (Tracking Log template available electronically from IRB Office).  

· A list of all study personnel involved with the conduct of this research protocol.

· Updated Data Security PI Certification Form (ONLY If there have been changes to the previous approved certification form)
The following questions must be completed.  Please remember:  If any of the following answers require comments, provide a complete answer within your written progress report.  Please reference the specific question number in your explanation.
1.
Have there been any changes in purpose of the projects since the last report and/or planned changes in the future?     YES _____     NO _____    (If yes, explain in the written report)

2.
Have there been any changes in methods used since the last report and/or any planned changes in the future?     YES _____     NO _____     (If yes, explain in the written report)

3.
Since the last report, have there been any recent literature, findings, and/or relevant information, especially about risks associated with this research?     YES _____     NO _____    (If yes, explain in the written report)

4.
Have there been any serious, but expected adverse events, unexpected adverse events, unanticipated problems involving risks to subjects or others, withdrawal of subjects from the research, or any complaints about the research since the last report?     YES _____      NO _____   (If yes, explain in the written report)

5.
Is the information in your consent document still accurate and complete?     YES _____ NO_____  A copy of the current consent document must be included with this report.

6. Are women and minorities eligible for inclusion in the study population?    YES _____  NO_____

(If no, a specific justification for this exclusion must be provided in the written report)

7. 
Have you explained to each patient the nature and purpose of the study and have you obtained the written informed consent of each subject or his/her responsible surrogate for each study performed? 

YES _____      NO _____  (If no, explain in the written report)

8.
Have you used only the approved research consent document for your patients on this study?  

YES _____     NO _____  (If no, explain in the written report)

9. Have you done all of the following:  a) placed a copy of the signed consent document in the 

medical record of each VA subject entered in this study;  b) have the original of each signed consent document in your research files; c) given a copy of each signed consent document and HIPAA Authorization to the Research Office; and d) created electronic (CPRS) research notes for each study-related intervention/contact of each enrolled subject?      

YES _____   NO _____     (If no, explain in the written report)

10. Have there been any changes or updates to the Investigator’s Brochure or Package Insert Information since the IRB’s initial approval?   

YES _____      NO _____   (If yes, explain in the written report and include a copy)
11.   Have there been any changes in the last year of approval for the PI or any of the sub-investigators listed on this protocol in regards to conflict of interest which may include financial or commercial interest in the study being conducted?  This may also include supervisory relationships, administrative or financial agreements between the sponsor and investigator(s) and/or family members of the investigator(s) such as monetary payments and/or stock holdings. 
YES _____      NO _____   (If yes, explain in the written report and include an updated copy of the Financial Disclosure Form)
Principal Investigator’s Signature:  ___________________________________  

Date: _____________
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