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Request for Consent Waivers

Instructions:  If you believe that your research qualifies for a consent waiver, please complete Parts A and/or B and attach to the Initial Review Application Form (IRB Form 1).  Please contact the NMRC Office of Research Administration if you have any questions at (301) 319-7276. 

Two Types of Consent Waivers:  Under limited circumstances, the IRB can approve two kinds of waiver to the usual consent requirements.  The first waives some or all of the elements of informed consent.  Accordingly, the first waiver can be used to waive the requirement to obtain informed consent, such that the investigator would not need to obtain the subject’s consent at all.  The second waives the requirement for written documentation of consent; 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. 


 FORMCHECKBOX 

Waiver of Informed Consent (Complete only Part A below)


 FORMCHECKBOX 

Waiver of Documentation of Informed Consent (Complete only Part B below)

Part A – Regulatory Criteria for Waiver of Informed Consent

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

1.
Will the research in its entirety involve no greater than “minimal risk"? 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please explain:      
2.
Is it practicable to conduct the research without the waiver/alteration of informed consent?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If no, please explain:      
3.
Will waiving/altering informed consent requirements adversely affect subjects’ rights and welfare?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please explain:      
4.
Would it be appropriate to provide subjects with information about the research after participation?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, how will this be done, or, if no, please explain:      
Part B – Regulatory Criteria for Waiver of Documentation of Informed Consent

FDA-Regulated Research:  FDA regulations do not permit a waiver of documentation of informed consent (except for limited cases pursuant to 21 CFR 50.24, in which case please contact ORA).  If your research is FDA-regulated, this section does not apply.

1.
Is this research FDA-regulated? 

 FORMCHECKBOX 

No

 FORMCHECKBOX 
  Yes

2.
Check all applicable boxes below and provide supporting documentation as appropriate:

 FORMCHECKBOX 

The only record linking the subject to the research would be the informed consent document.

Please explain:      
 FORMCHECKBOX 

The principal risk of harm to subjects in the research would be from a breach of confidentiality.

Please explain:      
 FORMCHECKBOX 

The research presents no more than minimal risks to subjects and involves no procedures for which written consent is required outside the research context.

Please explain:      
Part C – Reviewer Determination Record

To be completed by IRB Chair or Designated Reviewer. 
Please select as applicable:

 FORMCHECKBOX 

Waiver Approved via Expedited Review (check as appropriate):

 FORMCHECKBOX 

Waiver of Informed Consent

 FORMCHECKBOX 

Waiver of Documentation of Informed Consent

 FORMCHECKBOX 

Waiver Not Approved via Expedited Review (explain in comments below)
 FORMCHECKBOX 

Recommend Approving Waiver to Convened (Full) IRB (check as appropriate):

 FORMCHECKBOX 

Waiver of Informed Consent

 FORMCHECKBOX 

Waiver of Documentation of Informed Consent

 FORMCHECKBOX 

Recommend not approving waiver (explain in comments below)
Comments:  

Signature of Reviewer
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