	WAIVER 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 Informed Consent is customarily requested when there is no contact with subjects for all or part of the research. As an example, a Waiver of Informed Consent may be requested to document subject eligibility using medical records prior to contacting the subject.

NOTE: A Waiver of Informed Consent cannot be granted for research regulated by the FDA. Instead, consider a Waiver of Documentation of Informed Consent. 

For more information about Waivers of Informed Consent/Documentation with practical examples, read OHRP Informed Consent FAQs, http://answers.hhs.gov/ohrp/categories/1566.


1.
Why are you requesting a waiver of informed consent? 

     
2.
For which group (e.g., historical control group) or component of the research are you seeking a waiver?
     
3.
Below each checkbox, explain why the research activity meets each regulatory criterion.

In order to grant the waiver, all four elements must be met.
 FORMCHECKBOX 

Research involves no more than minimal risk
      

 FORMCHECKBOX 

Rights and welfare of subjects will not be adversely affected;

       

 FORMCHECKBOX 

Research could not practicably* be carried out without waiver; and

       

 FORMCHECKBOX 

When appropriate, the subjects will be provided pertinent information after participation ends.

       
*  Federal regulations do not define the word, “practicably.” Black’s Law Dictionary, on which courts sometimes rely in interpreting legislative or administrative agency intent, defines the term as: “reasonably capable of being accomplished; feasible.”

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

______________________________
______________
Principal Investigator’s Signature





Date

	IRB Office Action:

( Meets criteria for a waiver of informed consent per 45 CFR 46.116(d)

( Does not meet criteria for a waiver. 

Comments:

Experienced IRB member signature: _________________________________
Date: _____________________
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