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	Waiver of the Process of Informed Consent                                                                 FORMCHECKBOX 
 IRB 01 (Vermillion)
or                                                                                                                                        FORMCHECKBOX 
 IRB 02 (Sioux Falls)
Alteration of Informed Consent
Under certain conditions the IRB may approve a consent procedure which does not include  or which alters required elements of informed consent, or the IRB may waive the requirement that informed consent be obtained.

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

	Project Title:      
Principal Investigator:      

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

	1.  FORMCHECKBOX 
The consent process is waived (or altered) based on:
The research involves no more than minimal risk to the participants.

(State reasons here.)

     
The waiver or alteration will not adversely affect the rights and welfare of the participants.

(State reasons here.)

     
The research could not practicably be carried out without the waiver or alteration.

(State reasons here.)

     
One of the following is true:

 FORMCHECKBOX 
Providing participants additional pertinent information after participation is not appropriate.

(State reasons here.)

     
 FORMCHECKBOX 
Participants will be provided with additional pertinent information after participation.

 FORMCHECKBOX 
The research is NOT subject to FDA regulation. 
2.  FORMCHECKBOX 
The consent process is waived based on:

The research or demonstration project is to be conducted by or subject to the approval of state or local government officials.
         FORMCHECKBOX 
 Yes
         FORMCHECKBOX 
 No

The research is designed to study, evaluate, or otherwise examine (Check all that apply):
 FORMCHECKBOX 
Public benefit or service programs.
 FORMCHECKBOX 
Procedures for obtaining benefits or services under those programs. 

 FORMCHECKBOX 
Possible changes in or alternatives to those programs or procedures.
 FORMCHECKBOX 
Possible changes in methods or levels of payment for benefits or services under those programs.
The research could not practicably be carried out without the waiver or alteration.

(State reasons here.)

     
 FORMCHECKBOX 
The research is NOT subject to FDA regulation. 


	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.  



