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Table A 10 – Vital signs – Safety population 

 
Visit 1 Visit 2 Visit 3 

 Smoker 
(n=xx) 

Never 
smoker 
(n=xx) 

Smoker 
(n=xx) 

Never 
smoker 
(n=xx) 

Smoker 
(n=xx) 

Never 
smoker 
(n=xx) 

       
Systolic blood pressure (mmHg)       

N       
Mean       
Median       
Standard Deviation       
Q1       
Q3       
Minimum       
Maximum       
       

Diastolic blood pressure (mmHg)       
N       
Mean       
Median       
Standard Deviation       
Q1       
Q3       
Minimum       
Maximum       
       

Pulse rate (beats/min)       
N       
Mean       
Median       
Standard Deviation       
Q1       
Q3       
Minimum       
Maximum       
       

Respiratory rate (breaths/min)       
N       
Mean       
Median       
Standard Deviation       
Q1       
Q3       
Minimum       
Maximum       
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Listing 15 – Labs (hematology, chemistry and urine analysis) 

Subject Collection 
date 

Panel 
name Test name Result Normal 

range 
Normal 
range 

indicator 
Clinically 

significant 
Is abnormal test result 

related with an adverse event 
or concomitant medication? 

Group FAS PP Safety 

             
             

             
             
             

             
             
             
             
             
             
             

             
             

             
             
             
             

FAS: Full analysis set. PP: Per protocol.  
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