PROTOCOL VIOLATION/DEVIATION

Protocol Number and Title:







Principal Investigator: 






Subject ID #:




Date of Protocol Violation/Deviation: 







Date Form Completed: 






Type of Protocol Violation/Deviation:


 FORMCHECKBOX 
  Randomization of ineligible patient


 FORMCHECKBOX 
  Eligibility criteria exception


 FORMCHECKBOX 
  Screening procedure required by protocol not done


 FORMCHECKBOX 
  Screening or on-study procedure/lab done outside the protocol required time


 FORMCHECKBOX 
  Incorrect therapy given to patient


 FORMCHECKBOX 
  On-study procedure required by protocol not completed 


 FORMCHECKBOX 
  Visit non-compliance


 FORMCHECKBOX 
  Medication noncompliance


 FORMCHECKBOX 
  Other:




Narrative Description of Protocol Violation/Deviation:

Action Taken:


 FORMCHECKBOX 
  Patient withdrawn


 FORMCHECKBOX 
  Patient remains on study but data analysis will be modified


 FORMCHECKBOX 
  IRB notified        date:





 FORMCHECKBOX 
  Sponsor or cooperative group Study Chair notified (whichever is applicable)





date:





 FORMCHECKBOX 
  Other: 








Signatures:

PRINCIPAL INVESTIGATOR      

 CLINICAL RESEARCH COORDINATOR

rev: 8/12/03


