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Informed Consent Process Checklist Template
Instructions:  This document must be revised as needed to follow the approved study protocol.  For example, if the IRB did not approve the enrollment of vulnerable populations, references to LAR should be removed.  If assent will be obtained, this must be included.  The person completing the form should be the person obtaining consent.
	Protocol #: _________________   Site# ____________ Subject ID#______________________

	Yes      
	No
	Questions

	☐ 
	☐	Was Subject or Legally Authorized Representative (LAR) physically and mentally able to provide consent?

	☐
	☐	Was Subject or LAR given ample of time to read the informed consent(s)?

	☐
	☐	Were all questions and concerns addressed prior to subject or LAR signing the informed consent(s)?

	☐
	☐	Did the subject or LAR sign the informed consent(s) prior to start of any study procedure?
☐ Confirmed each page initialed (Not applicable when using a Short-Form or if not required by the IRB approved Consent.)
☐ Completed all optional sections of the consent form. (N/A to Short-Form)
☐ Subject or LAR signed and dated in the appropriate area

	☐
	☐	Was a Legally Authorized Representative (LAR) used?  

	☐
	☐	Was the informed consent(s) presented in the subject’s primary language?                                   
 For non-English speaking subject, please answer questions below.
List language:  ________________________
Was an interpreter used?  ☐Yes ☐No ☐N/A  Interpreter #: _______________________
Was a Short-Form used?   ☐Yes ☐No   If yes, Name of Witness:  ____________________

	☐
	☐	Was a copy of the signed and dated informed consent document(s) provided to subject or LAR?
Specify if other copies: ___________________________________________________________

	☐
	☐	Was a signed copy of the informed consent(s) filed in the subject’s medical record?

	Comments:
_______________________________________________________________________________________________________________________________________
_______________________________________________________________________________________________________________________________________
_______________________________________________________________________________________________________________________________________
_______________________________________________________________________________________________________________________________________
_______________________________________________________________________________________________________________________________________
_______________________________________________________________________________________________________________________________________            


Signature of person completing form:  ______________________  Date:____________
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