SUNY Upstate Medical University
Informed Consent Compliance Checklist


	Item
	Y/N

	Was informed consent obtained from each subject prior to the start of any study procedure(s)?  
	

	Was an IRB approved consent form (IRB approval stamp in header) used to obtain consent from each subject?
	

	Was the consent form used for each subject a copy of the most recently approved version?
	

	Do you have a signed copy of the consent document for each enrolled subject in your research files?
	

	Are all pages of the signed consent form on file for each subject?


	

	Did all subjects receive a copy of their signed and dated consent form?

Were subjects given Upstate’s Notice of Privacy Practices (if appl.)?
	

	Is there documentation to support that all subjects received a copy of their signed and dated consent form?
	

	Was a copy of each subject’s signed consent form placed in the subject’s medical record (if appropriate)?
	

	Are all yes/no or similar options on the consent form complete (e.g. initialed or checked) for all subjects?
	

	Did each subject sign and date the consent form for him/herself? (excluding IRB approved legally authorized representative/parental consent)  Was assent of minors obtained and documented as stated?
	

	Did an IRB approved study team member authorized by the PI obtain consent for all subjects?
	

	Did the IRB approved study team member obtaining consent sign and date for him/herself?
	

	Did the subject and study team member enter the same date on the consent form?
	

	Are all consent forms free of any handwritten changes/corrections (e.g. updated physician contact telephone number)?
	

	Are original copies of all IRB approved consent forms on file?


	


Any “No” responses to the above items should be reported to the IRB as soon as is possible after discovery.

For guidance or remediation contact the IRB or QAIP offices.
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