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Emory University IRB
Waiver of One or More Elements of Informed Consent Worksheet
45 CFR 46.116(d)/ 38 CFR 116
PI: ______________________________

Date:_____________________
____Full Board       ___Expedited                         
Requested element(s) to be waived:__________________________________________

NOTE: No informed consent requirements can be waived for studies regulated by the FDA, except under the FDA emergency treatment or emergency use exception. 

The PI requests the waiver of the following elements of consent:

(
All required elements of informed consent as itemized below.

OR

(
A statement that the study involves research/clinical investigation, an explanation of the purposes of the research/clinical investigation, and the expected duration of the subject’s participation, a description of the procedures to be followed, and identification of any procedures which are experimental.
(
A description of any reasonably foreseeable risks or discomforts to the subject

(
A description of any benefits to the subject or to others which may reasonably by expected from the research/clinical investigation.

(
A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.

(
A statement describing the extent, or any, to which confidentiality of records identifying the subject will be maintained.
(
For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

(
An explanation of whom to contact for answers to pertinent questions about the research/clinical investigation and human subjects’ rights, and whom to contact in the event of a research-related injury to the subject.
(
A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subjects is other entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subjects is otherwise entitled. 
  (
Other (describe)
The Emory IRB may waive some or all of the requirements for elements of informed consent, provided that the Committee finds all of the following criteria apply.

    __1) The research or clinical investigation involves no more than minimal risk to the subjects:

Protocol-specific comments:

                           
 ____2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;

Protocol-specific comments:                                    

                                     
____3) The research or clinical investigation could not practicably be carried out without the waiver or alteration; and

Protocol-specific comments:

____4) Whenever appropriate, the subjects will be provided with additional information about their participation in the research/clinical investigation.

Protocol-specific comments:

____5) The research is not FDA-regulated.

_______________________________________________________________       ___________________

IRB Member






                Date

PAGE  
2
Emory University IRB
Waiver of one or more elements of informed consent worksheet 

10/2/08

