
Secondary efficacy outcome 2: Incidence of severe hypoglycaemia 
 
Table 6.6-14: Incidence of severe hypoglycaemia – Results (ITT)  

 
CSII MDI Overall Relative risk 

(95% CI) 
p-value 

At least one event of 
Severe Hypoglycaemia 
(Yes/No) 

   
3.1 

(0.6, 15.1) 
0.17 

N 144 149 293   

No 138 (95.8%) 147 (98.7%) 285 (97.3%)   

Yes 6* (4.2%) 2* (1.3%) 8 (2.7%)   

WARNING: 50% of the cells have expected counts less than 5. Chi-Square may not be a 
valid test. 
* All incidences of severe hypoglycaemia were in separate patients. 
 
 


