




                                              Date Received
[image: image1.png]NDSU o8I RAKSTA,
SERFEURVERSITYy



 

Institutional Review Board

office:  Research 1, 1735 NDSU Research Park Drive, Fargo, ND 58102

mail:  NDSU Dept. #4000, PO Box 6050, Fargo, ND 58108-6050

p: 701.231.8995  f: 701.231.8098  e: ndsu.irb@ndsu.edu  w:  www.ndsu.edu/irb
Informed Consent Alteration or Waiver Request 
The IRB may waive the requirement for obtaining informed consent or approve a consent procedure that leaves out or alters some or all of the elements of informed consent required under 45 CFR 46.116(a) and (b).  (Not applicable for research regulated by the FDA.)  
	Select the appropriate request, and explain how the stated criteria will be met:  


 FORMCHECKBOX 
 Request to alter or omit some of the required elements of informed consent (information provided to subjects prior to their involvement in the research will leave out or alter some relevant details)  Address all the listed conditions below to justify this request; attach the debriefing procedures (including script or handout) to be used, if appropriate: 
(1) the research involves no more than minimal risk

(2) the waiver or alteration will not adversely affect the rights and welfare of the participants

(3) the research could not practicably be done without the waiver, AND

(4) the subjects will be provided with additional information after participation, if appropriate.


Provide justification based on all of the conditions listed above:  
	1 – Explain why the research will involve no more than minimal risks:       
2 – Explain why the waiver/alteration will not adversely affect the rights and welfare of subjects:       
3 – Explain why the research could not practicably be carried out without the waiver/alteration:       
4 – If applicable, explain how additional information will be provided to subjects:       


 FORMCHECKBOX 
 Request to waive the requirement for a signature on the consent form (subjects will not sign the consent form, but will actively indicate agreement by other means)  Address either one of the conditions below (45CFR46.117(c)) to justify this request (check as applicable); attach the informed consent document to be used (informed consent template, with the signature lines removed):
 FORMCHECKBOX 
 (1) the consent form is the only record linking the subject to the research, and the principal risk would be potential harm resulting from a breach of confidentiality.  Each participant will be given the choice whether or not to sign, OR 
 FORMCHECKBOX 
 (2) the research presents no more than minimal risk and involves no procedures where written consent is normally required outside of the research context.  

Provide justification based on either one of the conditions listed above:

	     


 FORMCHECKBOX 
 Request to waive the requirement to obtain informed consent (subjects will not be provided information about the research, and/or will not be required to actively indicate their agreement). Address all the listed conditions below to justify this request; attach the debriefing procedures (including script or handout) to be used, if appropriate: 
(1) the research involves no more than minimal risk

(2) the waiver or alteration will not adversely affect the rights and welfare of the participants

(3) the research could not practicably be done without the waiver, AND

(4) the subjects will be provided with additional information after participation, if appropriate.


Provide justification based on all of the conditions listed above:  

	1 – Explain why the research will involve no more than minimal risks:       
2 – Explain why the waiver/alteration will not adversely affect the rights and welfare of subjects:       
3 – Explain why the research could not practicably be carried out without the waiver/alteration:       
4 – If applicable, explain how additional information will be provided to subjects:       


 FORMCHECKBOX 
 Request to alter or omit some or all of the required elements of informed consent, or waive the requirement to obtain informed consent.  The research is to be conducted by, or subject to the approval of state or local government officials, and is designed to study, evaluate, or examine: (check as applicable)
 FORMCHECKBOX 
 Public benefit of service programs

 FORMCHECKBOX 
 Procedures for obtaining benefits or services under those programs

 FORMCHECKBOX 
 Possible changes in or alternatives to those programs or procedures, OR
 FORMCHECKBOX 
 Possible changes in methods or levels of payment for benefits or services under those programs

Explain what state or local government official* will be conducting or approving the research:  

	     


· Attach documentation from applicable official.

Explain why the research could not practicably be conducted without the waiver or alteration:  
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