VA PITTSBURGH HEALTHCARE SYSTEM 

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

STUDY TITLE:      
Study ID#:      
Principal Investigator:      
FULL BOARD REVIEWER SUMMARY:

1) Do any of the requested modifications require changes to Appendix C, Appendix D, and/or a request for off-site storage/transfer? 

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

2) If yes, have the appropriate forms and approvals (if necessary) been included in this submission?

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

Comment:      


3) Does this amendment alter the risk associated with biosafety or radiation safety processes? 
 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

4) If yes, have the appropriate forms and approvals been included in this submission? 

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

Comment:      
5) Do the requested modifications affect any of the required regulatory criteria? (See below for list)

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

Comment:      
6) Has information arisen that might affect the willingness of participants to continue to take part in the research, and was it provided to those participants?

  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No                   FORMCHECKBOX 
 N/A (No new information is available)

Comments:      
7) Does the modification involve advertisement materials?  If yes, do the modified materials meet VA and FDA guidelines (Refer to VAPHS IRB Standard Operating Procedures, Section M and FDA IRB Information Guidance Sheet for Recruiting Study Subjects)?

  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
8) Does the modification effect research participant payments?  If yes, does the modification meet VA and FDA guidelines (Refer to VHA Handbook 1200.5, Section 12 and FDA IRB Information Guidance Sheet for Payment to Research Subjects)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
Recommended Full Board Action for the Above Amendment:     

 FORMCHECKBOX 
 Approve all modifications                                                                                                   

 FORMCHECKBOX 
 Approve with changes in items numbered                                                    

         Changes required (Note: if approval is contingent upon review/approval of the IRB Chair/Designee, suggested changes must be stated explicitly and with unambiguous writing that requires a simple concurrence by the investigator):      
 FORMCHECKBOX 
 Table       

 FORMCHECKBOX 
 Disapprove 

Comment:     
 FORMCHECKBOX 
 No changes in Risk, Scrutiny, or AE Reporting Levels are necessary.

 FORMCHECKBOX 
 Change the Risk, Scrutiny, and/or AE Reporting Level as follows:

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

                             Legal 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

 FORMCHECKBOX 
AE2

Privacy/Data Security Risk Level:
 FORMCHECKBOX 
 Level 1 (VA Sensitive Information is collected/ used and subjects are unaware of the use/disclosure)

 FORMCHECKBOX 
 Level 2 (VA Sensitive Information is collected/used and subjects have given permission for the use/disclosure)







 FORMCHECKBOX 
 Level 3 (Only de-identified or limited data set 







information is collected/used)

Reviewer:      



/es/        
Date:      
Criteria for IRB approval of research:

a) In order to approve research covered by this policy the IRB shall determine that all of the following requirements are satisfied:

1) Risks to subjects are minimized: 

(i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and 

(ii)  whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.

3) Selection of subjects is equitable. In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons.

4) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by Sec. 16.116
(5) Informed consent will be appropriately documented, in accordance with, and to the extent required by Sec. 16.117.
6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

b) When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these subjects.
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