
VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
CHECKLIST TO BE USED FOR CONTINUING REVIEW

STUDY TITLE:      
Study ID#:      
Principal Investigator:      
1. The principal investigator has completed the standard continuing review (CR) application form.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
2. All of the questions in the CR application form clearly and completely filled out.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
3. The CR package been submitted without any lapse in approval period specified by the SHS
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
4. All adverse events, changes to the research, safety reports, including IND, IDE, MedWatch reports (if applicable) appear to have been submitted to the SHS since the last review.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Observational studies)

Comments:      
5. The continuing review interval appears to be free of any protocol violation and/or deviation.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
6. Any change made since last review is appropriate and does not reduce the scientific merit or unjustifiably increase the risk to human subjects.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
7. Adverse events, unanticipated problems, and safety monitoring reports submitted since last review do not require alteration of the protocol or the consent form.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (No AE reported/observed)

Comments:      
8. Have all DSMB reports been submitted for review as indicated in the protocol since the last review?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
9. The risks associated with this research are clearly identified in the protocol and the consent form and include any recommended changes based on new information if applicable. All of the risks are reasonable in relation to the benefits to the subjects and the knowledge to be gained.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
10. Adequate safeguards remain in place to reduce risk exposure and breach of confidentiality as much as possible.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
11. Findings obtained thus far and subject experiences appear appropriate.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
12. Based on the progress report and developments since the last report, the previously assigned risk level appropriate for this protocol (Minimal vs. Greater than Minimal)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
13. There are still probable individual and societal benefits as a result of this project.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
14. If a subject is incompetent and surrogate consent is obtained, have all of the following conditions been met:

a. The research can’t be done on competent subjects.

b. There is either no risk to the subject OR the direct benefit to subject is substantially greater

c. If an incompetent subject resists, he/she will not have to participate.
d. If there exists any question about the subject’s competency, the basis for decision on competency has been fully described.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Incompetent subjects not being enrolled)

Comments:      
15. Appropriate number of subjects entered into the study since the last report and the previously approved sample size and study duration have not been exceeded.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Subjects have not been enrolled)

Comments:      
16. Subject enrollment appears equitable.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Subjects have not been enrolled)

Comments:      
17. Number of subjects withdrawn and the reasons for withdrawal appear appropriate.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (subjects have not been withdrawn)

Comments:      
18. Subject recruitment methods and advertisements (if applicable) remain appropriate.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Subject recruitment completed)

Comments:      
19. Does the consent form contain all the required elements including the most recent version of the standard last pages?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Waiver of IC or waiver of documentation or subject recruitment completed)
Comments:      
20. Is the consent form free of typographical errors?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Waiver of IC or waiver of documentation or subject recruitment completed)
Comments:      
21. Is the protocol consistent with information indicated on the Data Security Checklist (Appendix C) and the Principal Investigator’s Certification (Appendix D) of the Office of Research and Development (ORD) Memorandum dated February 6, 2007?

 FORMCHECKBOX 
 Yes              FORMCHECKBOX 
 No 

Comments:      
Brief Summary of Study and Activity since Last Review:

     
RECOMMENDATION:

Risk Level 
Physical Risk 

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Psychological Risk
 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Economical Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Social Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Overall Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal

IRB Level Of Scrutiny: 
 FORMCHECKBOX 
 Low 
 (Next Continuing Review in 12 months)


 FORMCHECKBOX 
 Intermediate
(Next Continuing Review in 6 months)


 FORMCHECKBOX 
 High (Next Continuing Review in 3 months)

AE Reporting Level:
 FORMCHECKBOX 
 AE1: More stringent level; all serious or unexpected adverse events must be reported to the IRB


 FORMCHECKBOX 
 AE2: Less stringent level; only serious or unexpected adverse events at least possibly related to study procedures should be reported to the IRB

Recommended Action 
 FORMCHECKBOX 
 Continue


 FORMCHECKBOX 
 Continue with Modifications


 FORMCHECKBOX 
 Suspend


 FORMCHECKBOX 
 Terminate

Summary of Modifications Requested (If applicable):

     
Reviewer:      



/es/        
Date:      
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