
VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
CHECKLIST TO BE USED FOR INITIAL IRB REVIEW OF CONSENT FORMS

STUDY TITLE:      
Study ID#:      
Principal Investigator:      
1. Is the length of the form appropriate for the complexity of the study? Is clear, concise, non-technical language used throughout (must be no more complex than 8th grade English level)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
2. Is the VAPHS standard consent form template used with appropriate font size and formatting, including the use of standard VA last pages?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
3. Are all the pages numbered sequentially and is there a space for subject’s initials on each page?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
4. Is the use of “second person” language consistent throughout the consent form?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
5. Is the study title listed in the consent form the same as the study title listed in the protocol? Is there an appropriate lay title provided in addition to the scientific title of the study?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
6. Is the study contact information clearly identified on the first page of the consent form and is it appropriate for the risk level of the study? (Greater than minimal risk studies require 24-hour access to a qualified clinician within two phone calls.  Minimal risk studies do not require 24-hour availability but still must list a contact for medical problems.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
7. Is the PI clearly identified on the first page of the consent form and are the names, addresses, and phone numbers of all co-investigator listed?

 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
8. If the study is funded, is the financial source of support clearly listed in the consent form?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
9. Is there a clear statement about the purpose of the study in addition to why a subject was chosen to participate?

 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
10. Is it clearly stated that the subject is participating in a research study?

 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
11. If important to the decision to participate, is the approximate number of subjects to be studied noted?  FORMCHECKBOX 

  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
12. Is the duration, extent and length of each subject’s participation included?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
13. Is the description of all experimental or research related treatments and procedures complete and are these adequately differentiated from those procedures that would be routinely performed for clinical care?

 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
14. Is the dose, route, frequency and FDA approval status of test item (drug or device) to be given noted?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
15. If the study involves the use of questionnaires, is there a description of the general content and time required to complete them?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
16. Is the total volume of blood to be drawn (if any) described in tablespoons or teaspoons?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
17. Is there a complete and clear description of the potential risks (i.e., is quantitative information, when applicable, on the expected frequency of the listed side effects provided)?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
18. Are reproductive risks adequately described and is appropriate birth control language included? Consider risks to the subjects, embryo or fetus, if the subject Is or should become pregnant. 

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
19. Is there a clear description of the precautions taken to minimize risks?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
20. Are the potential benefits to the subjects (if any) and to society clearly described? Consider both direct and indirect benefits.

 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Comments:      
21. If applicable, have all alternative treatments been satisfactorily described?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
22. Does the consent form describe the anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
23. Is there a statement regarding the consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
24. If applicable, is there a statement regarding any payment to the subject and an appropriate reason payment is being made?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:       
25. If important to subject’s continued willingness to continue participation, is there a statement that significant new findings developed during the course of the research will be provided to the subject?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
26. Is there a clear definition of private health information (PHI) to be used?

 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
27. Are the individuals and institutions that may use or disclose PHI clearly described?

 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:     


28. Are the individuals/institutions who will receive PHI clearly described?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
29. Is the expiration date or event for use of PHI clearly specified?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
RECOMMEND:

 FORMCHECKBOX 


 FORMCHECKBOX 
 Approve consent form              FORMCHECKBOX 
Approve with modifications


 FORMCHECKBOX 
  FORMCHECKBOX 
Disapprove

Specific Consent Form Modifications Requested:
     
Reviewer Name:      
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