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REQUEST FOR WAIVER OF INFORMED CONSENT OR ELEMENTS OF INFORMED CONSENT

Project Title:        

Principal Investigator:      
Informed consent is one of the fundamental principles that underlie and guide the conduct of ethical research involving human subjects and is mandated by Federal regulations (45 CFR 46).  An investigator is permitted to request a waiver of informed consent, or required elements thereof, under certain circumstances in accordance with 45 CFR 46.  In each instance, rationale must be provided to the IRB for requesting a waiver of informed consent. The IRB may approve a consent procedure that does not include, or which alters, some or all of the elements of informed consent, or waive the requirements to obtain informed consent provided the IRB finds and documents that ALL of the following conditions are met: 

1.  
The research involves no more than minimal risk to the subjects; 
(This condition is satisfied if either the likelihood or the magnitude of harm/discomfort is no greater than what the subjects would ordinarily encounter in daily life or during routine clinical care)

2.  The waiver or alteration will not adversely affect the rights and welfare of the subjects;
(The IRB will assess whether subjects’ rights, such as the “right to privacy”, would be violated if the consent were waived. For example, in the case of “right to privacy”, the IRB will consider the safeguards for minimizing the potential invasion of privacy and will consider the potential benefits of participation)

3.  The research could not practically be carried out without the waiver or alteration; and 
(For example, obtaining informed consent would not be practicable if the investigator will have no direct contact with the subjects and will not know their identity)

4.  Whenever appropriate, the subjects will be provided with additional pertinent information after participation. 
(In social science research involving deception, it is common practice to debrief the subjects at the conclusion of the study. In other studies, however, it would not be appropriate to require debriefing. For example, if the research proposed collection of tissue without identities of the subjects’ would be unknown.)

Please check below the type of waiver you are requesting: 
1.  FORMCHECKBOX 
 Waiver of Informed Consent
a. Provide justification below for items 1-4 above:
     
2.  FORMCHECKBOX 
 Waiver or Modification of specific elements of informed consent.

a. Please specify:
     
List those elements below that you request to have waiver and provide justification for each:

     
EVEN IF ALL THE ABOVE CONDITIONS ARE MET, THE IRB IS AUTHORIZED TO REQUIRE AN INVESTIGATOR TO OBTAIN INFORMED CONSENT. For example, the IRB may determine that the knowledge being sought is not important enough to justify the use of unaware subjects.
________________________________________

________________________

Principal Investigator Signature




Date
IF YOU HAVE QUESTIONS, PLEASE CONTACT:

Ginger Christian
IRB Coordinator

1800 W. Charleston Blvd

Las Vegas, Nevada 89102

Phone: 383-7336

Fax: 383-2479

Email: Ginger.Christian@umcsn.com 
Created: 6/2007


