THE CHRIST HOSPITAL INSTITUTIONAL REVIEW BOARD

	WAIVER OF INFORMED CONSENT


	For IRB use only:


IRB Protocol #:      
Principal Investigator:      
Protocol Title:      
Provide protocol-specific responses to Items a-d that describe why the waiver is being requested for this research.

1.
The research is not FDA-regulated?
 FORMCHECKBOX 
 True    FORMCHECKBOX 
 False
2.
Describe why the research involves no more than minimal risk to subjects:       
            3.      Describe why the waiver or alteration will not adversely affect the rights and welfare of the subjects:  

                          
4.
Describe why the research could not practicably be carried out without the waiver or alteration of 

         informed consent.       


5.
Do you expect that additional pertinent information will become available during or after the research?   

          FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
 
If yes, describe how the information will be provided to the participants:       
	By signing this Waiver of Informed Consent, I certify the information included on it. 

________________________________________________                                ____________________

Signature of Principal Investigator or Authorized Designee                                 Date




TCH IRB Use Only
Signature of IRB Chair or Designee


 


Date

Assessments: 

A. The research is not FDA-regulated?
 FORMCHECKBOX 
 True    FORMCHECKBOX 
 False 

B. The research involves no more than minimal risk to the privacy of the subjects.  FORMCHECKBOX 
True  FORMCHECKBOX 
False
C. The research could no practicably be carried out without the waiver or alteration.  FORMCHECKBOX 
True  FORMCHECKBOX 
False
D. The research could not practicably be conducted without access to and use of this identifiable protected health 
            information.  FORMCHECKBOX 
True  FORMCHECKBOX 
False
E. Whenever appropriate (generally, when there is a health justification), the subjects will be provided with         

            additional pertinent information after participation.  FORMCHECKBOX 
True  FORMCHECKBOX 
False
Recommendation:

 FORMCHECKBOX 
 The Waiver of Informed Consent is approved. (If assessments A-D are True). 

 FORMCHECKBOX 
 The Waiver of Informed Consent is not applicable for this study (If any of the above assessments are False). An Informed Consent form is needed.
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