DOCUMENTATION OF IRB APPROVAL:

WAIVER OF THE REQUIREMENT TO OBTAIN INFORMED CONSENT FOR

MINIMAL RISK RESEARCH PROCEDURES

IRB #:      

Principal Investigator:      
Protocol Title:      
The IRB approved a request for a waiver of the requirement to obtain informed consent for subject participation in:

 FORMCHECKBOX 

All of the research procedures described in the above-named research protocol
 FORMCHECKBOX 

Only certain of the research procedures described in the above-named research protocol as defined below:      
In granting approval of this waiver request, the IRB (full-board) determined, based on its evaluation of the respective research procedures and the waiver justification submitted by the principal investigator, that: (Note: each criterion listed below must be met and documented in order for the waiver to be granted by the IRB.)

1. 
The respective research procedures involve no more than minimal risk to the subjects;


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

2. 
The waiver will not adversely affect the rights and welfare of the subjects;


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

3. 
The respective research procedures could not practicably be carried out without the waiver; 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

4. 
When appropriate, the subject will be provided additional pertinent information after participation in the respective research procedures. Regarding this criterion, the IRB has determined that:

 FORMCHECKBOX 

The subject must be provided with the following pertinent information after participation in the research procedures for which the waiver was granted:

     
 FORMCHECKBOX 
 
The subject does not need to be provided with any information after participation in the research procedures for which the waiver was granted.

5.
The research does not involve the evaluation of an article (e.g., drug, device, electronic product) regulated by the FDA.
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