Short Study Title
                                                        Visit Date:  Day 1

Fund#:
             IRB#:

Subject Init:
Random#:
                                               

Vitals:  BP:


P:

Wt (kg):

Temp:


Eligibility complete (see Eligibility Checklist for details) & if any exceptions 
present, approved by sponsor PI and acknowledged by the IRB:


Yes
PE Complete (see attached source document): 


Y
N  
N/A
Review for any adverse events (changes in health) since the last visit; document any changes on the AE Flowsheet:


Any hospitalizations or surgeries since the last visit? 

Y
N  
N/A

     If yes, list below & obtain records for report to Sponsor & IRB as applicable:



Review for any concomitant medications since the last visit; document any
changes on the ConMed Flowsheet:




Y
N
N/A
Test Article (TA) accountability & Compliance:

      Lot / Batch#:




Dispensed:




Other Items:

· QOL x 3


· Diary Review


· Coordinator Progress Note Complete (Cerner)
Next Visit:  


· EKG


· CXR


· CT (Chest, abdomen, pelvis)

· Lab tests complete & plan in place, e.g., fasting

· PE scheduled

Person Completing the Form:





Date:




31-Jul-08


