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CWeek t = MWeek t - Mbaseline , 

C  t
M  t,
M  

t

PWeek t =100×(MWeek t - Mbaseline) / Mbaseline . 
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the arithmetic mean of the 
blood glucose increases or decreases (from blood glucose nadirs to peaks or vice versa) when 
both ascending and descending segments exceeded the value of one standard deviation of the 
blood glucose for the same 24-hour period



is as 
follows: the first excursion, 333 to 208mg/100mL, is 125 mg/100mL, exceeding the value of 
one standard deviation; 62. The first blood glucose increase, from 208 to 322mg/100mL, is 
114mg/100ml [...] and also exceeds one standard deviation; however, the subsequent blood 
glucose decrease of 35 mg/100mL (from 322 to 287mg/100mL) is less than one standard 
deviation and so this excursion is not counted. The next blood glucose increase, from 208 to 
432 (224mg/100mL), and decrease, from 432 to 137mg/100mL (295 mg/100mL), both exceed 
the value of one standard deviation; therefore this glycemic excursion is 295 because the first 
excursion is in a peak-to-nadir direction and the direction of calculation (peak-to-nadir or 
nadir-to-peak) is established, for that CBGA, by the direction of the first excursion.



Dt,ijk = intercept + ß [Y0,ijk ] + i + sk  + errorijk (Model 4.1.5.1)   
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Intercept ß s .

Zt,ijk = intercept + ß [Ln(Y0,ijk)]+ i + sk + errorijk    (Model4.1.5.2)  
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Percent change from baseline in total daily insulin dose 



Percent change from baseline in body weight 



Change from baseline in continuous glucose monitoring (CGM) parameters  





Proportion of subjects achieving glycemic response 

Change from baseline in fasting plasma glucose 



Change from baseline in 6-point self monitored blood glucose (SMBG) parameters. 

Change from baseline in seated systolic blood pressure 



Time to insulin up-titration more than 25% from baseline 

Health status measured with EQ-5D-3L questionnaire 

Treatment Satisfaction measured with Diabetes Treatment Satisfaction Questionnaire 
status questionnaire 



Hypoglycemia Fear Survey II Worry Subscale 



All Adverse Events 



Deaths 



Serious Adverse Events 



Hepatic adverse events 

Genital Infection 

Urinary-tract Infection 



Diabetic Ketoacidosis 



Hypoglycemia 





Hypotension/Dehydration/Hypovolemia 

Renal Impairment/Failure 

Fractures 



Hypersensitivity 

Marked laboratory abnormalities 



Change from baseline and percent change from baseline for selected laboratory parameters 
over time 



Additional laboratory data summaries  



(1 + consent date - diagnosis date) / 365.25. 

































treatment difference 
at Week 24 if subjects did not discontinue randomized treatment

treatment difference at Week 24 regardless of 
treatment discontinuation. 


