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         Addendum I 

WAIVER OF CONSENT CHECK LIST 
(Form date 6/28/05) 

 
The Administrative staff will review the Protocol Submission Form, Abbreviated Protocol 

Submission Form, or Protocol Renewal/Closure Form and/or any supporting documents related 

to the protocol to assess whether it qualifies for a Waiver of Informed Consent or Waiver of 

Documentation of Consent. 

 

The Administrative staff will document their findings on the Check List and file it with the 

acknowledgement letter to the investigator and the supporting documents in the protocol binder. 

 

The Administrative staff will refer the request to the Chair or Co-Chair of the CHS CIRB if a 

waiver status appears unclear.  (Reference: Policy: Waiver of Consent  IRB 16). 

 

Protocol title: 

Investigator: 

 

 

Waiver of Informed Consent 

 
If the CHS CIRB is granting (a) a waiver of informed consent, or (b) a waiver of the consent procedure 

requirement to include all or alter some or all of the elements of informed consent [45 CFR46.116(d)], you 

must document the responses to each of the following four statements. 

                                                  

                                                                                                                                                           Circle One 

 

1. The research in its entirety involves no greater than minimal risk.                               Yes                No 

                               

2. The waiver of informed consent will not adversely affect the rights  

and welfare of the subjects.                                                                                            Yes                No 

                                                                                       

3. It is not practicable to conduct the research without the waiver/alteration.                    Yes                No 

 

4. Whenever appropriate, subjects will be provided with additional 

pertinent information after their participation.                                                                Yes                No 

 

 

If you have circled the “yes” response to each of the four statements above, in order to receive the waiver you 

must:  (a) describe the reason(s) the waiver is necessary, and (b) explain whether entire informed consent is 

being waived or only certain required elements are being waived.  (If so, list which ones.) 

 

 

 

 

 

NOTE:  If a waiver is granted under the above conditions, documentation of informed consent (i.e., 

signed consent form) is also waived.  Even if the waiver is granted, the IRB may require other conditions.  

The IRB may require the researcher to provide subjects with an information sheet (written summary) 

about the research. 
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Waiver of Documentation of Consent 

 
If the CHS CIRB is granting a waiver of the requirement to obtain a signed consent form for some or all the 

subjects [45 CFR 46.117(c)], you must document responses to each of the following statements. 

 

                                                                                                                                                                  Circle One 

 

1. The entire consent (or elements thereof) was waived under 45 CFR 46.116(d).                  Yes               No 

 

2. The only record linking the subject and the research is the consent document, 

and the principal risk is potential harm resulting from a breach of confidentiality. 

Subjects are asked whether they want documentation linking them to the research, 

and their wishes will govern.                                                                                                 Yes              No 

  

3. The research involves no more than minimal risk of harm and involves no  

procedure for which written consent is normally required outside of the research 

context.                                                                                                                                   Yes             No 

 

 

If you have circled the “yes” response to at least one of the questions above, in order to grant the waiver you 

must describe the reason(s) the waiver is necessary. 

 

 

Note:  Even if the waiver is granted, the IRB may require other conditions.  The IRB may require the 

researcher to provide subjects with an information sheet (written summary) about the research. 

 

 

Comments: 

 

 

 

 

 

 

_____Waiver of Informed Consent 

_____Waiver of Documentation of Consent 

_____Refer to CHS CIRB Chair/Co-Chair 

_____Refer for full CHS CIRB Review 

 

 

 

_____________________________________  __________________________ 

Signature of Reviewer     Date 

 

 

 

_____________________________________  __________________________ 

Signature of Chair/Co-Chair     Date 

(if applicable) 


