THE CHRIST HOSPITAL INSTITUTIONAL REVIEW BOARD

	WAIVER OF DOCUMENTATION OF INFORMED CONSENT


	For IRB use only:


	Use this form if proposing to obtain Informed Consent for research activity without obtaining the subject’s signature on an Informed Consent form. This type of waiver is useful for some telephone or internet surveys, questionnaires, or when signing the consent document could have a negative consequence for the subject.
-- Use this form to request a waiver of the requirement to:

· obtain a signed consent document (cannot be used for FDA-regulated research); or

· give participants a signed copy of the document


-- Do not use this form to request a waiver of part or all of the informed consent process.  Instead, use the “Waiver of Informed Consent” or “HIPAA Request for Partial Waiver to Individual Authorization” form. 
The IRB will require the use of an Information Sheet to be given to the potential subject or an oral script to be read to the potential subject. You will not need to obtain the subject’s signature on a consent form. The script or information statement must be provided to the IRB at the time of original protocol submission for review and approval. The PI and/or research staff will document the participant’s consent, as well as the date, and the name of the person conducting the consent in the study files.


IRB Protocol #:      
Principal Investigator:      
Protocol Title:      
Indicate below why the waiver of documentation is being requested for this research, and provide protocol specific details where requested. 

    FORMCHECKBOX 
 Confidentiality Risk – Respond to Items 1-3:

	1.  Would the only record linking the subject and the research be the consent document?   FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	2.  Would the principal risk be the potential harm resulting from a breach in                      

      confidentiality?                                                                                                                 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	3.  Describe your plans to ask each subject whether he/she wants documentation linking his/her name 

     with the research, and how each subject’s wishes will govern (e.g., a document could be used for the 

     informed consent process, subjects would be asked if they wanted a signed copy to document their 

     consent, and those who did not would receive an unsigned copy).                                   FORMCHECKBOX 
Yes    FORMCHECKBOX 
No                                                              


     FORMCHECKBOX 
 The research involves no greater than minimal risk and no procedures for which written consent is   

          normally required outside the research context.  Respond to item 4.

	4.  Describe plans, if any, that you have for providing subjects with a written statement regarding the 

     research.  (Note:  The IRB may require that a written statement be given to the subject.     



	By signing this waiver of documentation of informed consent, I certify the information included in it.

________________________________________________                                ____________________

Signature of Principal Investigator or Authorized Designee                                 Date




TCH IRB Use Only
Signature of IRB Chair or Designee


 


Date

Assessments: 

A. The research presents no more than minimal risk, AND

     The research involves procedures that do not require written consent when performed outside of a research     

           setting.  FORMCHECKBOX 
True  FORMCHECKBOX 
False
Or
B. The principal risks are those associated with a breach of confidentiality concerning the subject’s participation    

           in the research, AND

     The consent document is the only record linking the subject with the research, AND

     Each participant will be asked whether the participant wants documentation linking the participant with the    

           research, and the participant’s wishes will govern.  FORMCHECKBOX 
True  FORMCHECKBOX 
False

Recommendation:

 FORMCHECKBOX 
 The Waiver of Documentation of Informed Consent is approved. (If either assessment A or B is True). 

 FORMCHECKBOX 
 The Waiver of Documentation of Informed Consent is not applicable for this study (If both assessment A and B are False). An Informed Consent form is needed.
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