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	Waiver of Documentation of Informed Consent                                   FORMCHECKBOX 
 IRB 01 (Vermillion)  FORMCHECKBOX 
 IRB 02 (Sioux Falls)
Under this waiver, the investigator is still required to provide informed consent to the potential subject, but the subject’s signature is not required on the form. 

Along with this waiver request, you must submit a consent statement or written script that will be provided or presented to the potential subject.  The consent statement or script must contain all the elements of informed consent.

	 Submission Instructions: Answer all questions. Submit one copy with IRB Application.

	Project Title:      
Principal Investigator:      

	One of the following is true. ( Choose either 1 or 2 ):

	1.  FORMCHECKBOX 
 Requesting a waiver of written documentation of informed consent  based on: 
Is the informed consent the only record linking the subject to the research?
 FORMCHECKBOX 
No
 FORMCHECKBOX 
 Yes: Explain:      
The principal risk is potential harm resulting from a breach of confidentiality.

(State reasons here.)

     
Each participant will be asked whether he or she wants documentation linking them with the research,

and the participant’s wishes will govern. (in other words, does a participant want to sign a consent form or other document)
(State how this will be done.)
     
 FORMCHECKBOX 
The research is NOT subject to FDA regulation 
If your study qualifies for a waiver of documentation of informed consent under this exception, the required elements of informed consent need to be included in an Informational cover letter or, when applicable, consent without signature lines, which includes a statement to the effect that completion of the “questionnaire, survey, participation in the interview” constitutes consent to participate in the study.
2.  FORMCHECKBOX 
 Requesting a waiver of written documentation of informed consent  based on: 
Does the proposed research, in its entirety, involve greater than minimal risk? 
Minimal risk means the probability and magnitude of physical or psychological harm or discomfort anticipated in the research are not greater in and of themselves than those encountered in daily life or in routine physical or psychological exams or tests.

 FORMCHECKBOX 
 Yes (your research does not qualify for a waiver of documentation of consent)
 FORMCHECKBOX 
 No: Explain:      
Does the research involve procedures for which written consent is normally required outside the research 

context?

 FORMCHECKBOX 
 Yes  (your research does not qualify for a waiver of documentation of consent.)
 FORMCHECKBOX 
 No:  Explain:     
If your study qualifies for a waiver of documentation of informed consent under this exception, the required elements of informed consent needs to be included in an Informational cover letter or consent without signature line, which includes a statement to the effect that completion of the “questionnaire, survey, participation in the interview constitutes consent to participate in the study, when applicable.


	Note: If a waiver of the informed consent process 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.  



