Note-To-File:                                                                                        Project:________________
Investigator:_________________

Patient#:_________________

Date:_________________

INFORMED CONSENT DOCUMENT REVIEW
Irregularities /Deficiencies
      Check all of the following that apply:
· Informed Consent Document signed after patient started study procedures. 

· No subject/representative signature.

· No witness signature. 

· No signature of person obtaining consent/Principal Investigator 

· Consent form document has expired IRB approval 

· Patient SSN entered on form is incorrect

· No Research Enrollment Note in CPRS  

· Other 

      Description of irregularity or non-compliance:
____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Record of notifying Sponsor (if applicable):

Date Sponsor representative notified: ______________________________________________
Name of Sponsor representative contacted: _________________________________________

Person who contacted sponsor representative:  ______________________________________

      Study Coordinator: _____________________________________Date:___________________________

                                                  (Signature)

Investigator: _____________________________________________Date:________________________

                                                 (Signature)
(Also file note in the patient’s record if related to specific patient)
