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WAIVER OF INFORMED CONSENT REQUEST

PRINCIPAL INVESTIGATOR:	

PROTOCOL TITLE:	

SUBMISSION DATE:

Except as provided below, written documentation of informed consent that embodies all the required elements of informed consent, as described in 45 CFR 46.116 is required for all research subjects.  

With sufficient justification, the IRB may approve a consent process that does not include or alters some or all of the elements of informed consent provided that it finds and documents specific requirements.  If requesting a waiver of consent, justify such in accordance with the following four criteria established under 45 CFR 46.116(d)(1-4) or 45 CRF 46.117(c)(1 or 2).

The research must involve no more than minimal risk to the subjects[footnoteRef:1].  [1:  Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests] 


THIS REQUEST IS FOR: 
[bookmark: Check2]|_| 	Full Waiver 

[bookmark: Check1]|_| 	Partial Waiver (i.e. for screening/recruitment purposes only)
|_| 	Waiver or Alteration of Written Documentation (i.e. verbal consent)


FOR RESEARCHERS REQUESTING A FULL OR PARTIAL WAIVER: 
If requesting a waiver or alteration from the requirements for obtaining informed consent, justify such in accordance with all of the criteria established under 45 CFR 46.116(d)(1-4).
1. Explain why the proposed waiver poses minimal risk to the subjects: 
[bookmark: Text11]     
2. Explain why the waiver or alteration will not adversely affect the rights and welfare of the subjects: 
[bookmark: Text12]     
3. Explain why the research could not practicably be carried out without the waiver or alteration:
[bookmark: Text13]     
4. Explain whether it is appropriate to provide the subjects with additional pertinent information after participation: 
[bookmark: Text14]     

FOR RESEARCHERS REQUESTING A WAIVER OR ALTERATION OF WRITTEN DOCUMENTATION: 
If requesting a waiver or alteration from the requirements for written documentation of informed consent, justify such in accordance with at least one of the criteria established under 45 CFR 46.117(c)(1 or 2).

1. Meets Criteria under 45 CFR 46.117(c)(1) 
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. 

[bookmark: Text16]Justify:       
 
In this case, each subject will be asked whether s/he wants documentation linking the subject with the research, and the subject’s wishes will govern.

[bookmark: Text15]Describe this process and provide copy of consent form:       

OR

2. Meets Criteria under 45 CFR 46.117(c)(2) 
The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

[bookmark: Text17]Justify:        

      
PLEASE SUBMIT A COPY OF THE WRITTEN SCRIPT OF THE INFORMATION TO BE PROVIDED ORALLY TO SUBJECTS DURING THE CONSENT PROCESS.
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