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REQUEST FOR WAIVER of INFORMED CONSENT

If you are requesting (a) a waiver of informed consent, or (b) a waiver of some or all of the elements of informed consent [45 CFR 46.116 (d)], you must document affirmative responses to each of the following five statements.  

1)
The research in its entirety involves no greater than minimal risk. 

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If yes, please explain:

     
2)
The waiver of informed consent will not adversely affect the rights and 
 

welfare of the subjects.
 





 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If yes, please explain:

     
3)
It is not practicable to conduct the research without the waiver/alteration. 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, please explain (describe the reason(s) the waiver/alteration is necessary):
     
4)
Whenever appropriate, subjects will be provided with additional pertinent    

information after their participation.





 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
5)
The research is not FDA-regulated.





 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
 

In order to receive the waiver/alteration you must explain whether the entire informed consent procedure is being waived or only certain required elements:


 FORMCHECKBOX 

All elements waived



 FORMCHECKBOX 

Select elements waived; please list:
     
Note: If a waiver/alteration is granted under the above conditions, documentation of informed consent (i.e., signed consent form) is also waived.  Even if the waiver/alteration is granted, the IRB may require other conditions.  The IRB may require the researcher to provide subjects with an information sheet (written summary) about the research. 
____________________________________
____________________

Signature of Principal Investigator
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