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Table 1 Adverse drug reactions of special interest

This study (safety analysis set, n=11,051) Pre-approval clinical trials

Total Serious Non-serious (n=1,669)
n (%) n (%) n (%) %
All ADRs 2,129 (19.27) 210 (1.90) 1,993 (18.03) 32.9
ADRs of special interest
Polyuria/pollakiuria 612 (5.54) 1(0.01) 611 (5.53) 10.0
Volume depletion-related events, including dehydration 243 (2.20) 14 (0.13) 232 (2.10) 45
Skin complications 198 (1.79) 4 (0.04) 194 (1.76) 45
Renal disorder 191 (1.73)  7(0.06) 184 (1.67) 3.5
Urinary tract infection 170 (1.54) 9 (0.08) 161 (1.46) 4.6
Genital infection 161 (1.46) 3(0.03) 158 (1.43) 1.8
Hepatic disorder 133 (1.20) 6 (0.05) 129 (1.17) 2
Cardiovascular disease 67 (0.61) 46 (0.42) 22 (0.20) 1
Hypoglycemia 57 (0.52) 4(0.04) 53 (0.48) 1
Malignant tumor 51 (0.46) 44 (0.40) 7 (0.06) 14
Cerebrovascular disease 48(0.43) 37(0.33) 11 (0.10) 0.2
Ketoacidosis, events related to ketone-body increase 7 (0.06) 2(0.02) 5 (0.05) 0.2
Fracture 4(0.04) 2(0.02) 2(0.02) 0.7
Lower limb amputation 0 0 0 0

ADRs, Adverse drug reactions. Note: Number and % of patients are shown as "n (%)".
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Fig. 1 Change from baseline in HbAlc (%). FPG (mg/dl) and/or body weight (kg) during
STELLA-LONG TERM.

*P < 0.001 vs baseline (one-sample t-test)

HbAlc, glycated hemoglobin; FPG, fasting plasma glucose; SD, standard deviation
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Table 2 Adverse drug reactions by BMI and age in the safety analysis population

Elderly patients, by BMI category

Type = 65 years (n = 1944) 65 to < 75 years (n = 1536) = 75 years (n =408)
of BMI BMI BMI
ADRs 2 2 2 2 2 2
<25kg/m® = 25 kg/m value? <25kg/m® = 25kg/m P value® <25kg/m® = 25 kg/m P value®
(n=690) (n=1254) (n=515) (n=1021) (n=175) (n=233)
n (%) n (%) n (%) n (%) n (%) n (%)
All 122 (17.68) 306 (24.40) <0.001 102 (19.81) 258 (25.27) 0.017 20 (11.43) 48(20.60) 0.014
Serious 19(2.75)  47(3.75) 0.247 15(291) 39(3.82) 0.362 4(2.29) 8(343) —°

ADRs, Adverse drug reactions; BMI, body mass index. Note: Number and % of patients are shown as "n (%)".
# Chi-squared test for difference between BMI subgroups.
b No P value was calculated when at least one element of the contingency table was less than ten (< 10).
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