Kutztown University

Institutional Review Board
Waiver of Requirement to Obtain Signed Informed Consent
Request Form
An IRB may waive the requirement for the investigator to obtain a signed informed consent form for some or all subjects if it finds any of the following statements below to be true for the proposed research (45 CFR 46.117).  If the investigator proposes to obtain informed consent without obtaining a participant’s signature, the investigator must complete this form to request a waiver and submit it to the IRB for review.  A waiver may be useful in research where a signed consent could have a negative consequence for participants, or for some telephone and internet survey procedures.  
Waiving the requirement to obtain signed informed consent does not eliminate the requirement for informed consent.  If the investigator would like a waiver of informed consent, a Waiver or Alteration of Informed Consent Request Form must be completed and submitted to the IRB.
Title of study:

Principal investigator:

Please provide a specific response to either statement 1, 2, or 3 explaining why the statement is true for the proposed research. 
1. 
That the only record linking the subject and the research would be the informed consent form and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern;
	


OR

2. 
That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context; 
	


OR

3. 
If the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects and provided there is an appropriate alternative mechanism for documenting that informed consent was obtained.
	


I ensure that all information provided on this form is accurate.

Principal Investigator





Date

Faculty Sponsor (if applicable)



Date

Co-investigator (if applicable)



Date
07.08.2019

