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11.0.0.20130303.1.892433
ALTERATIONS OR WAIVER OF INFORMED CONSENT
10.21.21
Is this a request to waive some elements of informed consent?           Yes           No
If yes, describe which element and provide a justification:
 
 
 
NOTE:  Waiver of informed consent requirements is not appropriate for FDA regulated research, except under the FDA emergency treatment or emergency use exception.
 
 PER 45 CFR 46.116(d)An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirement to obtain informed consent provided the IRB finds and documents that:
 
          The research involves no more than minimal risk to the subjects;
                 The waiver or alteration will not adversely affect the rights and welfare of the subjects;
          The research could not practicably be carried out without the waiver or alteration; and
 
          Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
 
 
 
Note:  You must be able to attest to all of the above (and the IRB must agree) in order for a waiver or alteration to be granted.
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