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amendment 3 version 

RAPID Study Schedule of Activities 
 

 

Screening 
– 6 Weeks 

Baseline Visit 01 
+ 4 Days 

Visit 02 
+ 4 Days 

Visit 03 
+ 4 Days 

Visit 04 
+ 4 Days 

Weeks 
  

0 
 

4 weeks 
 

8 weeks 
 

13 weeks 
 

18 weeks 
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Sign Informed Consent X       

Inclusion/Exclusion  X Review      

History/Demographics  X       

General Physical and Neuro Exams  X     X  

Vital Signs  X X X X X X  

ECG and Vital Signs relative to dosing  X X  X   

Mini-Mental Status Exam X       

UPDRS   X    X  

Schwab & England  X    X  

Hoehn & Yahr  X       

Global Evaluation  X  X  X  

Diary Instruction X Review Review Review Review Review  

Time to “ON” Diary* practice X  X X X  

24 Hour Diary practice X  X X X  

Lang/Fahn Dyskinesia/ADL Scale   X X X X X  

Levodopa Optimization / Maximal Clinical 
Benefit Form 

 X      

ECG X     X  

Chest X-Ray X       

Laboratory Tests1 X X    X  

PK Blood Draws (3 Separate draws at Visit)      X  

Subject Disposition X       

Subject Termination/Completion      X  

Signature Form X X X X X X  

Adverse Experience Log  X X X X X  

Adverse Experiences Follow-up      X  

Concomitant Medication Log/PD X X X X X X  

Concomitant Medication Log X X X X X X  

Study Medication Labels  X X X X X   

Drug Dispensing/Compliance Log  X X X X X X  

Study Drug Dose Adjustment Log  X X X X    

Mandatory Phone Calls 2X 2X     3X 
Premature Terminations Complete VISIT 4 dataforms 1Serum Pregnancy Test (at screening, at baseline and at the termination visit) 
For an Unscheduled Visit, update all logs as needed 2Within 1 week after screening and 1-2 weeks after baseline 
       3Only the Subjects not entering the open label protocol 
 
3 days of 24 Hour and 3 days of Time to “ON” diaries are completed in that order prior to baseline & week 18. 
2 days of 24 Hour and 2 days of Time to “ON” diaries are completed prior to weeks 8 and 13. 


