	WAIVER OF DOCUMENTATION OF INFORMED CONSENT REQUEST
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      



	A Waiver of Documentation of Informed Consent may be appropriate when an IRB requires the process of consent but waives the requirement for the investigator to obtain a signed consent form for some or all subjects. The Waiver may be applied to all or part of the research.
For more information about Waivers of Documentation of Informed Consent with practical examples, read OHRP Informed Consent FAQs, http://answers.hhs.gov/ohrp/categories/1566.


1.
Why are you requesting a waiver of the requirement to obtain the subject’s signature to document informed consent?
     
2.
For which group or research activity are you seeking the waiver?
     
3.
How will you determine that the subject has provided verbal consent or has implied informed consent? Provide the script or detailed outline used to describe the study. (Templates are available on the IRB website.)
     
4.
Choose only ONE option below. Below the selected checkbox, explain why the research activity meets that regulatory criterion. 

 FORMCHECKBOX 

The only record linking the subject and the research would be the consent document and the principal risk would be harm resulting from breach of confidentiality. [45 CFR 46.117(c)]
[NOTE: This option is typically selected when documentation of subjects’ participation could be stigmatizing and/or could place them at risk (e.g., studies about illicit drug use). 
This option is not permitted for FDA-regulated research.]

       

 FORMCHECKBOX 

The research activity presents no more than minimal risk and involves no procedures for which written consent is normally required. [45 CFR 46.117(c) and 21 CFR 56.109(c)(1)]
[NOTE: This option is typically selected for telephone screening interviews (before written informed consent is obtained) where prospective subjects are asked to provide health information over the phone or to temporarily withhold food or certain medications before a screening visit. This option may also be requested to allow subjects to “imply” informed consent by making an affirmative action (such as returning a survey) to participate in the research without signing a consent form.]

     
DECLARATION: I attest that I have carefully reviewed this Waiver of Documentation of Informed Consent Request.

______________________________
______________
Principal Investigator’s Signature





Date

	IRB Office Action:

( Meets criteria for a waiver of documentation of informed consent per 45 CFR 46.117(c).

( Meets criteria for a waiver of documentation of informed consent per 21 CFR 56.109(c)(1).

( Does not meet criteria for a waiver. 

Comments:

Experienced IRB member signature: _________________________________
Date: _____________________
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