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Institutional Review Board

Request for Waiver of Informed Consent 

This form permits investigators to request a waiver or alteration of informed consent to participate in the research study (required under the Common Rule and Food and Drug Administration regulations). Investigators should use this form to apply for waiver of consent, and should provide complete information below.

General Information

Purpose of Study: Please summarize the research project and, if a protocol exists, attach a copy of the full protocol to this Request Form.

Description of patient/subject health information that is needed for this study:

I am seeking:
 FORMCHECKBOX 
   A waiver of subject informed consent.


 FORMCHECKBOX 
   The following alteration to the informed consent requirements:

	Waiver of Informed Consent

	Pursuant to the Code of Federal Regulations Title 45, Part 46.116 (d), an IRB is only permitted to approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent (i.e. a waiver of informed consent) if four very specific criteria are met.

	

	1.
Does the research present more than minimal risk of harm to the subject? (Minimal risk is when the probability and magnitude of harm or discomfort are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological tests). The risk to subject privacy should be identified when considering whether the study is greater than minimal risk. Please describe briefly what risks to subjects are presented by this research study, and why these risks are no more than minimal risk:


	 Yes      FORMCHECKBOX 

	No    FORMCHECKBOX 


	
	

	

	2.
Will the waiver or alteration of informed consent adversely affect the rights and welfare of the subjects?
	Yes
	 FORMCHECKBOX 

	 No
	 FORMCHECKBOX 


	

	3.
Can the research be practicably carried out without the waiver? If it is impracticable to obtain informed consent, please describe why:


	Yes
	 FORMCHECKBOX 

	 No
	 FORMCHECKBOX 


	4.
Will the subjects be provided with additional pertinent information after participation, whenever appropriate?
	Yes
	 FORMCHECKBOX 

	 No
	 FORMCHECKBOX 


	

	
	Principal Investigator’s Signature
	
	Date
	


