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1.
PURPOSE

The purpose of this policy is to provide guidance on obtaining a waiver for some or all elements of the informed consent procedures.

2.
POLICY

The IRB may approve a consent procedure that does not include, or which alters, some or all of the elements of informed consent (such as written documentation). The IRB may waive the requirement to obtain informed consent if the IRB finds that the research meets specifically identified criteria.


3.
SPECIFIC POLICIES
A.
Waiver or alteration of informed consent in non-emergency situations.
There are circumstances in which the IRB can consider a waiver of the requirements of informed consent. To request approval for waiver of consent, the investigator should submit the Request for Waiver of Informed Consent to provide written justification addressing the four requirements consistent with 45 CFR 46.116(d).
1. The research involves no more than minimal risk to the subjects;  

2. The waiver or alteration will not adversely affect the rights and welfare of the subjects;  

3. Whenever appropriate, the subjects will be provided with additional pertinent information after participation;  

4. The research could not practicably be carried out without the waiver or alteration.

The IRB may also consider an alteration of the informed consent process. This may occur in situations where subjects are provided information about the study, but a consent discussion does not occur, such as on-line studies, surveys sent to subjects via the mail and other types of research for which an informed consent process is not practical.  Justification based on the above four listed points must be provided to the IRB in the same manner as a request for waiver of informed consent.

B.
An Emergency Situation Prior to IRB Review and Approval 

For research which falls under the jurisdiction of the FDA, obtaining informed consent shall be deemed feasible except in certain emergency situations described under guidelines 21 CFR 50.23 and 21 CFR 50.24. In emergency situations where informed consent cannot be obtained prior to interaction or intervention with a human subject, the Investigator must submit to the IRB, within five (5) working days of the emergency, documentation of the necessary exception. 

In review of the documentation, the IRB will ensure that the Investigator and a physician not otherwise participating in the investigation have adequately certified the following in writing prior to interaction or intervention with the subject: 

A.
the human subject was confronted by a life-threatening situation necessitating the use of the test article; 

B. 
informed consent could not be obtained from the subject because of an inability to communicate with, or obtain legally effective consent from, the subject; 

C. 
time was not sufficient to obtain consent from the subject’s legal representative; 

D. 
there was available no alternative method of approved or generally recognized therapy that provided an equal or greater likelihood of saving the life of the subject. 

4.
SCOPE

These policies and procedures apply to all research submitted to the IRB.

5.
RESPONSIBILITY

IRB Manager (or designee) is responsible for determining whether informed consent exemptions are applicable and appropriate and for follow-up with Investigators as indicated from the exemption assessment.
The Investigator will complete and submit for review the “Request for waiver of informed consent.”

The IRB members will consider the request for a wavier of informed consent and the Investigator’s justification verifying and documenting that regulatory conditions are applicable to the proposed research activity.
6.
APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 50.23, 50.24

21 CFR56.109(c), 56.109(d) 

45 CFR 116

7.
REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.
ATTACHMENTS


Request for Waiver of Informed Consent 

9.
PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRC Manager 
	Review submission to determine if waiver is requested.  If so, indicate on the IRB Agenda/Minutes Template that waiver is requested.
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