
VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
CHECKLIST TO BE USED FOR WAIVER OF 

DOCUMENTATION OF INFORMED CONSENT

STUDY TITLE:      
Study ID#:      
Principal Investigator:      
Procedures that the waiver would apply to:  

 FORMCHECKBOX 
 Screening Only

 FORMCHECKBOX 
 Screening & Study Procedures (Not FDA Regulated; Waiver can not be granted for study procedures if the research is FDA regulated)
1. Does at least one of the following criteria apply? 

a. The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.

b. The research presents no more than minimal risk of harm to the subjects and involves no procedures for which written consent is normally required outside of the research context.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If no, a waiver of documentation cannot be granted. 

Comments:      
2. Was a script submitted for verbal interaction with the potential subject?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If no, a waiver of documentation cannot be granted. 

Comments:      
If a script was submitted, please evaluate it for the elements of informed consent. For each of the 8 essential elements of consent, please indicate whether the script addresses the element or not, or whether the element is not applicable (the script need not address N/A elements):
2.1. A statement that the study involves research, and an explanation of the purposes of the research; the expected duration of the subject's participation; a description of procedures to be followed, and identification of any procedures which are experimental;

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
2.2. A description of any reasonably foreseeable risks or discomforts to the subject;

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
2.3. A description of any benefits to the subject or to others which may reasonably be expected from the research;

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
2.4. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
2.5. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
2.6. For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained;

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
2.7. An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject;

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
2.8. A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
3. Should the investigator be required, in addition, to provide subjects with a written statement regarding the research?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
Recommendation: 
 FORMCHECKBOX 
  Waiver of Documentation of Informed Consent
 

 (Please complete the Waiver of HIPAA Authorization Checklist if necessary)

 FORMCHECKBOX 
  Require the following specific changes to the waiver request form, protocol, and/or consent script prior to granting a Waiver of Documentation of Informed Consent


(Please complete the Waiver of HIPAA Authorization Checklist if necessary)

Changes Required:      
 FORMCHECKBOX 
 Require Written Informed Consent
Reviewer:      



/es/        
Date:       
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