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The PRO Guidance 



PRO Guidance: Page 16 

• Administrator burden 

• Patient burden 

• Missing data 

• Poor data quality. 



Administrator Burden 



Organizing Clinician Questionnaires 



Missing Data 



No Missing Responses 



Poor Data Quality 

How would you assess the subject’s current disease activity? 

   

Use a vertical stroke. 

OR 

No Disease Activity Extreme Disease Activity 

No Disease Activity Extreme Disease Activity 



Electronic VAS 



PRO Guidance:Timely Entry of Data 

     …FDA plans to review the protocol to determine what 

measures are taken to ensure that patients make entries 

according to the study design and not, for example, just 

before a clinic visit when their reports will be collected.  

 



New DRAFT Guidance 



Encouragement of use of eSource 

This guidance is intended to promote the 

capture of source data in electronic form, 

which will help to: 
• Eliminate unnecessary duplication of data,  

• Reduce the opportunity for transcription 

errors,  

• Promote the real-time entry of electronic 

source data during subject visits,  and 

• Ensure the accuracy and completeness of 

data.  

  

“FDA recommends that 

clinical data be entered 

electronically by study 

site personnel at the 

time of the subject visit 

to avoid transcription 

from unnecessary 

paper records.” 
 (page 7) 

 

INTRODUCTION  



Complex ClinRO Example 



Joint Assessment (Paper) 



Joint Assessment (Electronic) 



Joint Assessment (Electronic) 



Joint Assessment (Electronic) 



Joint Assessment (Electronic) 

Sarah Wells 



Feedback from Investigators 



Summary 


