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The Compliance Monitoring Team has created example guides that will assist the
Principal Investigator and study staff in developing and implementing a system to keep
study-related documentation in order. In addition, the process guides will provide
suggested approaches to augmenting regulatory and study procedural compliance.
Example guides are available below.

The contents these guides emerged from common findings observed from monitoring
visits and audits, and represent the general suggestions made to address these findings.
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Protocol Title/Application Number:
Subject ID:

Date of Visit:

Time of Visit:

Informed Consent Checklist

Yes No*
Consent form is verified IRB approved and current 0 0O
Date IRB Approved: Expiration Date:

Subject understands the purpose, risks and benefits, and voluntary nature of study participation [l [
The consent was signed and dated prior to any study related procedures being performed 0 0
Subject was provided a copy of the signed informed consent ] ]
Subject was given contact information to call with any questions regarding the study [ [
Comments

Consent obtained by

Print Name Signature Date




INFORMED CONSENT PROCESS CHECKLIST
Study Application Number

Subject initials:

Subject Unique Identifier:

Date of Birth:

Consent Version #/Expiration Date:

Consent signed and dated by subject: YES [1 NO [ Date:

Was a copy of the consent given to the subject: YES [ -~ NO [
Did Subject demonstrate comprehension of consent form contents? YES (| NO [

Comments:

Consent obtained by:

Print name Signature Date



Protocol:
Subject ID:
Date of Visit:
Time of Visit:

Informed Consent Source Documentation

Yes No*
Consent form is verified IRB approved and current 0 0O
Date IRB Approved: Expiration Date:

Subject Read consent N ]
Subject understands the purpose, risks and benefits of study participation 0 O
The consent was appropriately signed prior to any study related procedures being performed H U
Subject was provided a copy of the signed informed consent ] ]
Subject was given contact information to call with any questions regarding the study [ [
Comments

Consent obtained by

Print Name Signature Date




