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Waiver of Informed Consent


	Instructions:  Request the appropriate waiver criteria, in Part A or Part B, by checking the applicable boxes and provide justification within those criteria.

Part A  When requesting to alter or waive the requirement to obtain informed consent, select either Government Research or Minimal Risk Research.  This waiver is not applicable to research governed by FDA regulations (21CFR50.20).

Part B  When requesting to waive the documentation of signed informed consent  (i.e., use of verbal consent), select the appropriate box.

	 PRINCIPAL INVESTIGATOR   (Last, First, M.I., Degree)
      

	 PROJECT TITLE 
      



Part A:  Criteria for Waiver of Informed Consent or Alteration of Elements of Consent

Government Research:  VA Regulations 38 CFR 16.116(c) permits IRB approval of a consent procedure which does not include, or which alters some or all of the elements of informed consent; OR waive the requirement to obtain informed consent provided the IRB finds and documents that:
	CRITERIA

	|_|
	The research could not be practicably carried out without the waiver or alteration
                                                         and
The research is to be conducted by or subject to approval of state and local officials and is designed to study, evaluate, or otherwise examine procedures for obtaining benefits under public service programs; possible changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment for benefits or services under those programs.
If applicable, indicate the specific public benefit or service program, and the procedures or alternatives involved.  Check |_| if Not Applicable       



Minimal Risk Research:  VA Regulations 38CFR.16.116(d) permits IRB approval of a consent procedure which does not include or which alters some or all of the required elements of informed consent, OR to waive the requirement to obtain informed consent altogether when all of the following criteria are met: 
	CRITERIA

	|_|
	1. [16.116(d)(1)]  Research involves no more than minimal risk to the subjects; (Probability and magnitude of harm or discomfort anticipated 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.)
[bookmark: Text6]Explain why the research for which the waiver or alteration is requested will involve no more than tangible or intangible risk.       

	
	2.  [16.116(d)(2)] The waiver or alteration will not adversely affect the rights and welfare of the subjects; (NOTE:  Rights and welfare extends beyond physical concerns to privacy, financial, social, psychological, legal and other issues.)
Explain why the waiver or alteration will not adversely affect the rights and welfare of the participants.       

	
	3.  [16.116(d)(3)] The Research could not practicably be carried out without the waiver or alteration; and
Describe why the research would not be possible without the waiver or alteration.  If requesting an alteration in the informed consent process, describe how it will be altered.       

	
	4.  [16.116(d)(4)]  Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
If the participant will be provided additional pertinent information after their participation, describe the additional information and how it will be provided.       



Part B:  Criteria for Waiver of Documentation of Informed Consent (i.e., Use of Verbal Consent)

VA Regulations at 38CFR16.117(c) permit approval to waive the requirement to obtain signed written documentation of informed consent.  Number 1. below is not applicable to FDA-regulated research; Number 2. is applicable to FDA-regulated research at 21 CFR 56.109(c).  
Note:  This provision can only be used for the waiver of documentation of consent, not for waiver or alteration of consent itself.    
Check either Criteria 1. OR  2.   Criterion 3. must be considered by the IRB, but provision of a written statement is not required for approval.
	CRITERIA

	The requirement to obtain a signed consent form may be waived for some or all subjects if:


	|_|
	1.  [16.117(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.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern; OR
Provide justification for not requiring a signed consent form      

	|_|
	2.  [16.117(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.
Provide justification how the research involves no procedures which requires written consent outside of the research context.      

	
	3.  Research subjects will be provided with a written statement regarding the research?
If yes, provide a written description of the information to be provided to subjects.
     





			
Signature of Principal Investigator					Date


Determination from IRB Review:

[bookmark: Check16]|_|  Request for Waiver of Informed Consent or Alteration of Elements of Consent is approved.

[bookmark: Check17]|_|  Request for Waiver of Documentation of Informed Consent (i.e., Use of Verbal Consent) is approved.

|_| The IRB grants the waiver for the requirement of a Master Human Subject list (38 CFR 16.117(c ) (1)).

[bookmark: Check18]|_|  Request does not qualify for Waiver of Consent.



			
Signature of IRB Chair 						Date
Rev: Jan 2013
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