Worksheet for Waiver of Consent or Elements of Consent

To be filled out by researcher or analyst, and made part of the eIRB study application
45 CFR 46.116 (c) and (d)
Study Number:         
PI Name:         
Mode of Review (IRB Use Only): 
 FORMCHECKBOX 
 Expedited 

 FORMCHECKBOX 
 Full Board

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

Consent Waiver

The PI requests the waiver of    FORMCHECKBOX 
 ALL or    FORMCHECKBOX 
 SOME elements of informed consent for this research study. If SOME elements, list them here:       (see list on next page)
The IRB may waive these elements of informed consent provided that the Designated Reviewer of Full Board finds (choose ONE of the following two options):

Option A     (Board must find all 5 criteria apply)
 FORMCHECKBOX 
  1) The research or clinical investigation involves no more than minimal risk to the subjects
Protocol-specific comments:         
 FORMCHECKBOX 
  2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;

Protocol-specific comments:                                      
 FORMCHECKBOX 
  3) The research or clinical investigation could not practicably be carried out without the waiver or alteration; 

Protocol-specific comments:                                   
 

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

Protocol-specific comments:        
 FORMCHECKBOX 
  5) The research is not FDA-regulated.


Option B

 FORMCHECKBOX 
  The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and
 FORMCHECKBOX 
  The research could not practicably be carried out without the waiver or alteration.

Protocol-specific comments:        
· 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)
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