DRAFT Waiver or Alteration of Informed Consent Process
and Waiver or Alteration of HIPAA Authorization 

Waiver of Informed Consent Documentation


Complete this application if you request to waive the requirement for obtaining a signed written informed consent form from each participant.  You must still provide participants with an informed consent process unless you have requested and the IRB has approved a waiver of informed consent.
· You must also request a waiver of HIPAA authorization.  Complete the Waiver or Alteration of HIPAA Authorization.
Submit a consent script with this form that includes all elements of informed consent unless you are also requesting to alter some elements of informed consent.  
· In that case, submit the altered consent script and a Waiver or Alteration of the Informed Consent Process.
	Study Title:       
	Date:       

	
	MIRB # (if known):

     

	Investigator Information
	Coordinator Information  ( FORMCHECKBOX 
 not applicable)

	Name:  
	Name:       

	E-mail:       
	E-mail:       


1.  Is this research project governed by the Food and Drug Administration (e.g., involve an investigational new drug or an investigational device)?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  
· If yes, the IRB cannot grant a waiver of documented informed consent.  

2.  Indicate why you wish to waive written informed consent documentation (choose all that apply).
	 FORMCHECKBOX 

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

· The IRB may require the investigator to provide participants with a written statement regarding the research. 

	 FORMCHECKBOX 

	B.  The only record linking the participant and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.*  
· Each participant will be asked whether s/he wants documentation linking him/her with the research, and his/her wishes will govern.

	*Note:  For research in which identification of participants may put them at risk, the researcher may consider obtaining a Certificate of Confidentiality from the NIH.  

For more information go to: http://grants1.nih.gov/grants/policy/coc/index.htm  


If you chose option A, answer the following questions.   FORMCHECKBOX 
 Not applicable.

3.  Explain why the research presents no more than minimal risk of harm.  

     
4.  Explain why the procedures do not normally require informed consent outside of the research context.  
     
5.  Do you plan to provide participants with a written statement regarding the research? 

Note:  The IRB may require that participants receive a written statement regarding the research.

 FORMCHECKBOX 
  No    FORMCHECKBOX 
 Yes

If you chose option B, answer the following questions.   FORMCHECKBOX 
 Not applicable.

6.  Explain why the only record linking the participant and the research will be the consent document.  
     
7. Explain why the principal risk will be potential harm resulting from a breach of confidentiality.       
8.  Describe your process for asking the participant if s/he wants documentation linking him/her to the research and how you will sure you follow the participant’s wishes.  
     
9.  Are you requesting a waiver of the requirement to maintain a master list of subjects?
Per VHA requirements, an Investigator must maintain a master list of all participants from whom informed consent has been obtained whether or not IRB granted a waiver of documentation of informed consent, unless the IRB grants a waiver.

 FORMCHECKBOX 
  No.  A master list will be maintained in accordance with VHA Handbook 1200.05.

 FORMCHECKBOX 
  Yes.  Maintaining a master list poses a potential risk to subjects from a breach of confidentiality.
10.  If yes, provide justification for waiving the requirement to maintain a master list of subjects.       
	Investigator Assurances

	1.  Even if the waiver of documented informed consent is granted, the Durham VAMC IRB may require other conditions, such as providing the participants with an information sheet about the research.

2.  I acknowledge that it is still my responsibility to ensure that the rights and welfare of the participants are protected in accordance with VA and other federal requirements.


	     
	     

	Principal Investigator Signature
	Date


	IRB Approval (For IRB Use Only)

	A. Waiver of Documented Informed Consent (38 CFR 16.116(c) / 45 CFR 46.116(c)
The action taken regarding this request is indicated below (choose all that apply):
 FORMCHECKBOX 

The request for waiver of documentation of informed consent is approved.
 FORMCHECKBOX 

The Investigator must provide participants with a written statement regarding the research.
 FORMCHECKBOX 

The request for waiver of documentation of informed consent is not approved.  Reasons for disapproval are indicated in the Comments below.

Comments:       
B.  Waiver of the Master List of Subjects (VHA HB 1200.05 [May 2, 2012] paragraph 9u)
If the request for a waiver of documentation of informed consent was approved AND a request for a waiver of the requirement to maintain a master list of subjects was also included, the action taken regarding this request is indicated below:
 FORMCHECKBOX 

Not applicable.

 FORMCHECKBOX 

Approved.  Including subjects on a master list poses a potential risk to the subjects from a breach of confidentiality.

 FORMCHECKBOX 

Not approved.  The Investigator must maintain a master list of subjects.



	     
	     

	IRB Reviewer Approval Signature
	Date


	Investigator:  

	Durham VAMC
	DRAFT Version 2013-05-17
	Page 1 of 7


	Investigator:   STYLEREF "PI Name" 

	Durham VAMC
	Version 2013-09-12
	Page 2 of 3



