DOCUMENTATION OF IRB APPROVAL:

WAIVER OF THE REQUIREMENT TO OBTAIN A SIGNED INFORMED CONSENT FORM

IRB Number:      

PI:       

Title:      
The IRB approved a request for a waiver of the requirement to document informed consent for:

1. 
 FORMCHECKBOX 

all of the research procedures described in the above-named research protocol; or

 FORMCHECKBOX 
 
only certain of the research procedures described in the above-named research protocol as defined below:
     
2. 
 FORMCHECKBOX 
 
all of the subjects participating in the respective research procedures; or

 FORMCHECKBOX 
 
only certain of the subjects participating in the respective research procedures as defined below: 
     
In granting approval of this waiver request, the IRB determined, based on its evaluation of the respective research procedures and the waiver justification submitted by the principal investigator, that either: (Note: the applicable criterion listed below must be met and documented, with initials, in order for the waiver to be granted by the IRB.)

 FORMCHECKBOX 

1. 
The only record linking the involved subjects with the respective research procedures is the informed consent document and the principal risk would be potential harm resulting from a breach of confidentiality respective research.

 FORMCHECKBOX 
 
In granting the waiver in accordance with this criterion, the IRB has verified that the principal investigator plans to ask each involved subject whether s/he wants documentation linking her/him with the research, and that the subject’s wishes will govern.

 FORMCHECKBOX 

2. 
The respective research procedures present no more than minimal risk of harm to the involved subjects and involve no procedures for which written consent is normally required outside of the research context.

 FORMCHECKBOX 

A copy of the script that will be used in obtaining verbal consent was submitted with the protocol and approved by the IRB.
The IRB  FORMCHECKBOX 
 does  FORMCHECKBOX 
 does not require the investigators to provide subjects with a written statement regarding the respective research procedures.
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