DRAFT Waiver or Alteration of Informed Consent Process
and Waiver or Alteration of HIPAA Authorization 
VA NYHHS Institutional Review Board (IRB)
Waiver of Documentation of the Informed Consent Process

	Principal Investigator (PI):       

	Contact Person:       
	Phone number:      
	E-mail:      

	Project Title and (if ongoing study) VA IRB Number:  

     

	Date form competed:      


Complete this questionnaire if requesting a waiver of the requirements for DOCUMENTATION of informed consent but informed consent will still be obtained.  Submit a consent script with this form that includes all required elements of informed consent that you will read to the participant. If you are collecting protected health information and participants will not be able to sign a HIPAA authorization, you must also request a Waiver of HIPAA Authorization.
Criteria to be Eligible to Submit a Waiver or Alteration Request (choose one):

See:  38 CFR 16.117(c)
	 FORMCHECKBOX 

	· 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 

	 FORMCHECKBOX 

	· 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 


1. If the first criterion above was checked, explain how the principal risk would be potential harm resulting from a breach of confidentiality.      
2. If the second criterion above was checked, explain why the research activity involves no more than minimal risk to the subjects.       
	IRB Use Only  

	1.  Indicate how this review was conducted:   FORMCHECKBOX 
 Convened IRB      FORMCHECKBOX 
 Expedited Review

2.  Approval status:

 FORMCHECKBOX 

The following required elements for a waiver of documentation of informed consent have been examined and satisfy all waiver criteria:

· 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.
· 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

The request to waive documentation of informed consent  is approved as requested.  

 FORMCHECKBOX 

The waiver is not approved.  Reasons for disapproval are indicated in the comments below.

Comments:  


	     
	     

	IRB Reviewer Name
	Date


	Investigator:  

	Durham VAMC
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