VA Western New York Healthcare System

WAIVER OF INFORMED CONSENT REQUEST FORM

	Principal Investigator:
	     
	Date:
	     

	   Title:
	     
	MIRB #:
	     



This form must be included with the project application when requesting a waiver or alteration of informed consent.
	1. TYPE OF REQUEST

	 FORMCHECKBOX 

	Waiver of informed consent. (complete #2)
This is a waiver of the requirement to obtain informed consent.  With this waiver, the investigator does not need to obtain the subject’s consent at all.

	 FORMCHECKBOX 

	Waiver of documentation of informed consent. (complete #3)
This is a waiver of the requirement for written documentation of informed consent.  With this waiver, the investigator would be required to read or provide the consent form to the subject, but would not need to obtain the subject’s signature.

	2. WAIVER OF INFORMED CONSENT

	All questions must be completed.

Minimal risk:  Minimal risk means that the risks of harm anticipated in the proposed research are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

*NOTE: A waiver of the requirement to obtain informed consent may not be granted for FDA regulated research.

 FORMCHECKBOX 
  By checking this box, the investigator is verifying that this is NOT FDA regulated research.

	a. Will the research in its entirety involve no more than minimal risk?
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No

	b. Could waiving or altering the informed consent requirements adversely affect the rights and welfare of the research participants? 
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No

	c. Could the research practicably be carried out without the waiver or alteration?
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No

	d. Whenever appropriate, will the participants be provided with additional pertinent information after participation?

If yes, how will this be done? 

     
If no, explain why not.

     
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No

	3. WAIVER OF DOCUMENTATION OF INFORMED CONSENT

	Check all applicable boxes below and provide supporting documentation as appropriate:

	a. Non-FDA Regulated Research:

If a waiver of documentation of consent (signed consent form) is requested for non-FDA regulated research (45CFR46.117(c)/38CFR16.117(c)) mark whether 1 or 2 is satisfied:

 FORMCHECKBOX 
  1. The only record linking the subject and the research would be the consent document, and the principal risk would be the 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.
 FORMCHECKBOX 
  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.

	b. FDA Regulated Research:

If waiver of documentation of consent (signed consent form) is requested for FDA regulated research, mark whether 1 or 2 is satisfied for waiver of the requirement for written documentation of consent.

 FORMCHECKBOX 
  1. The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside the research context.

 FORMCHECKBOX 
  2. The study meets the criteria for approval as planned emergency research.

*NOTE: Per VHA Handbook 1200.05, planned emergency research cannot be conducted by VA.


	______________________________________                                               _______________________

Principal Investigator                                                                                             Date


	TO BE COMPLETED BY THE IRB:

	Type of Waiver:       FORMCHECKBOX 
  Waiver of Informed Consent          FORMCHECKBOX 
  Waiver of Documentation of Informed Consent

	Approval:
 FORMCHECKBOX 
  Waiver Approved

 FORMCHECKBOX 
  Waiver Not Approved
	Type of Review:

     FORMCHECKBOX 
  Expedited 

     FORMCHECKBOX 
  Full Board

	Comments:  

     

	______________________________________                                               _______________________

IRB Chair or Designee                                                                                            Date


IRB Received:
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