Note-To-File:





Project: 















Date:






                                                                                                 Investigator:














Patient # (if applicable): 




EXPLANATION OF IRREGULARITY / NON-COMPLIANCE
Check all that apply:  

 FORMCHECKBOX 
  Patient Consent issue
 FORMCHECKBOX 
  Inclusion/Exclusion criteria not met
 FORMCHECKBOX 
  Patient in simultaneous interventional trials

 FORMCHECKBOX 
  Adverse event not reported to Sponsor as required 

 FORMCHECKBOX 
  Adverse event not reported to IRB as required (see local IRB guidelines)

 FORMCHECKBOX 
  Drug or Device accountability issue

 FORMCHECKBOX 
  Patient seen, or procedure performed, outside the allowed visit window
 FORMCHECKBOX 
  Required study procedure not completed

 FORMCHECKBOX 
  Other
(1)  Description of irregularity or non-compliance:

(2)  Remedy for this event (if applicable):
(3)  Steps to prevent recurrence (if applicable):
Record of notifying Sponsor (if applicable):


Date Sponsor representative notified: 

                                                     

                                                    

             Name of sponsor representative contacted: 








             Person who contacted sponsor representative:             

                     



            Other parties receiving this Note:   

                                                                   

         

Study Coordinator: _______________________________Date: ________________________

                                        (Signature)

Investigator: ____________________________________Date: ________________________

                                        (Signature)

File this form with the documentation of the event or issue that prompted this note,
 e.g. CRF, Patient File, Consent Form, etc.
SMART

Site Monitoring, Auditing and Review Team

VA Cooperative Studies Program

                                                                   Albuquerque, NM                                                    5-26-06


