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Application for Alteration/Waiver of Consent and Consent Documentation
Administrative Information

	Date of this Application:
	  -    
	School/Department/Campus
	     

	IRB#:
	     

	Study Title
	     

	Role
	Name
	Email
	Phone
	Fax

	Principal Investigator
	     
	     
	     
	     

	Contact Person, if not the PI
	     
	     
	     
	     

	Faculty Mentor
	     
	     
	     
	     


Request

The IRB prefers a complete consent process with required documentation however, this may not be in the best interest of the subjects or possible for certain types of research. The government regulations allow an IRB to approve a consent procedure, which does not include, or which alters, some or all of the elements of informed consent or waive the requirements to obtain informed consent. 
Examples of research where you may request to waive consent: (1) Research about natural behavior that may require subjects to be unaware that the research is taking place. (2) Research where the principal risk would be potential harm of breach of confidentiality and the consent form is the only document that is linked to the subject.
You may also request a waiver of documentation of consent. There are required elements that must be met in obtaining consent, but in this case, an informed consent document is not used Examples of research where this may be appropriate include: (1) Studies where verbal consent is appropriate for some populations, such as those who cannot read. (2) Studies that involve an on-line consent process or telephone consent.  If you have any questions, please contact Kim Diccianni, CIP, Human Research Compliance Manager at 201-692-2219.
	Request applying for:
	 FORMCHECKBOX 
 alteration or waiver of consent 
 FORMCHECKBOX 
 waiver of documentation of consent 

	Does this research present no more than Minimal Risk of harm to subjects? 
	 FORMCHECKBOX 
 Yes; Explain:       

 FORMCHECKBOX 
 No; STOP: This study is not eligible for an Alteration or Waiver of Consent or a Waiver of Documentation of Consent


I. Informed Consent

Complete section A and B if you are seeking an alteration or complete waiver of your research subjects’ right to informed consent. 

Complete section A and C if you are seeking a waiver of documentation of informed consent.

If you are not seeking a waiver or alteration of informed consent or a waiver of documentation, go on to Signature section below.

	A. Overview

	Briefly explain the consent process for your study
	     

	B. Alteration or Waiver of Informed Consent

If you are not seeking an alteration or complete waiver of informed consent, skip to the next section

	Describe the possible risks of harm to the subjects involved in this study and explain why the study involves no more than minimal risk to subject.
	     

	Explain why the waiver/alteration will not adversely affect the rights and welfare of the subjects.
	     

	Explain why it is impracticable to conduct this research if informed consent is required. 
	     

	Explain, if appropriate, how the subjects will be provided with additional pertinent information after participation. 

If not appropriate, explain why.
	     

	C. Waiver of Documentation of Informed Consent

If you are not seeking a waiver of documentation of informed consent, move to the Signatures section. Complete either section 1 or 2 based on the criteria that you are applying for and that meets your project.

	Complete either section (1) or (2)

Section 1, for approval under: 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.

	(a) Will the only record linking the subject to the research will be the consent document?
	 FORMCHECKBOX 
 Yes; explain:       * note you MUST complete section I b

 FORMCHECKBOX 
 No; not eligible for waiver under this section

	(b) Would the principal risk would be potential harm resulting from a breach in confidentiality?
	 FORMCHECKBOX 
 Yes; explain:       

 FORMCHECKBOX 
 No

	(c) Will subjects be provided with a written statement regarding the research*? 
	 FORMCHECKBOX 
 Yes; Attach document for IRB Review and Approval 

 FORMCHECKBOX 
 No explain:       

	*to proceed with a waiver meeting the above criteria, each subject must be asked whether the subject wants documentation linking the subject with the research. You must include this in your description of the consent process above in section II A and in your Methods and Procedures for this study. 

	Section 2, for approval under: The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required out of the research context.   

	(a) Describe the possible risks of harm to the subjects involved in this study and explain why the study involves no more than minimal risk to subject.
	     

	(b) The research involves no procedures for which written consent is normally required outside the research context.
	 FORMCHECKBOX 
 Yes; explain:       

 FORMCHECKBOX 
 No; not eligible for waiver under this section

	(c) Will subjects be provided with a written statement regarding the research*? 
	 FORMCHECKBOX 
 Yes; Attach document for IRB Review and Approval 

 FORMCHECKBOX 
 No explain:       

	*to proceed with a waiver meeting the above criteria, each subject must be asked whether the subject wants documentation linking the subject with the research. You must include this in your description of the consent process above in section II A and the protocol for this study.


II. Principal Investigator’s Signature

	Date
	     

	Print Name
	     

	Signature
	[image: image1.jpg]
I attest that the information provided above is accurate and true.


III. Faculty Mentor’s Signature

	Date
	     

	Print Name
	     

	Signature
	
As the Faculty Mentor for the above student, I attest that the information provided is accurate and true. I also understand that it is my responsibility to oversee this student investigator and the research being conducted.


BELOW IS FOR IRB OFFICE USE ONLY

IRB Chair/Chair’s Designee Signature

	Date
	     

	Print Name
	     

	Signature
	
Affirm that the waiver requested meets all specific criteria and is approved.
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