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ALP T3 UK AT 7 Z—+E (Alkaline Phosphatase)
ALT (GPT) 7 7= F7 A7 I —=E (Alanine Transaminase)
[ Ivigenre s figbh7 27 I =18 (Glutamic

Pyruvic Transaminase) ]

AST(GOT) TANTXF U NT AT 27 —F (Aspartate
Transaminase)

(g I A FIafiik b7 27 27—+ (Glutamic

Oxaloacetic Transaminase) |

BMI A FE % (R (kg) /& E(m) 2] (Body Mass Index)

BUN i H R & 2 5% (Blood Urea Nitrogen)

DPP-4 ORI FUNARTF X —F -4 (Dipeptidyl Peptidase-4)

EDC Electronic Data Capture

eGFR HEB R ERIAJE 1 &  (estimated Glomerular Filtration Rate)
TrRORICTHHT S,
B 194x 7 LT F = 2 [mg/dL] 004 x4F i [15% ]70-287
e L 194x 7 U7 F = 2 [mg/dL] 094 xR R [13% ]0-287%0.739

GLP-1 VG Ak F -1 (Glucagon-like peptide-1)

vy -GTP y-INHEINET U AXRTFH—+F (y-Glutamyl
Transpeptidase)

HbAlc ~EZ B E Y Ale (EHEME%ME) (Hemoglobin Alc)

HDL 2L A7 1 — EEY RNEH =2 L A7 72—/ (High Density Lipoprotein

v Cholesterol)

LDL =L X7 g —

KEEEYVAREH= VA7 82—/ (Low Density Lipoprotein

v Cholesterol)

MedDRA/J ICH [E 5 = 38 55 45 H A58 It

n SE B2 (Number)

PT FARFE (Preferred Term)

SGLT2 F R U T ARENE T L a3 — XA 2 (Sodium glucose co-
transporter 2)

SOoC Z BRI K5 (System Organ Class)
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Figure 1. Goals of Diabetes Treatment (3C#k 6 & ¥ 5| H)
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Table 1. Patient characteristics at baseline.

(LS =R

Hé 1. 9242 15
=10 1] (0.1%) CTHERE L/
. 297 %l (2.7%) T

(BMI) 1% 29.14+5.29 kg/m?, H#EE RERIATEE R
1% 81.94+£21.75mL/53/1.73 m?, FEIPEIRFHIMIT 7.96 £6.45 4T, 2593 fi
E A EDRER] (9246 A 83.7%)
LHE (6964 A, 63.0%) Th o7z,
(83.6%) TIEMW,

=% Table 1 IZ7R7,
(60.7%) 23FME. ) (HARHERZE) FimlE
(eGFR)

(23.5%) 735 4F
WZEPHENR DY | fieb— A2 Ol E fLE
BEPRIPIMERE T 1793 H
1372 il (12.4%) CHEHEE
SRS Tz, ITHEREIT 8346 il (75.5%)

CTHEERE, 11§ (0.1%) CTHE

Number of patients (%) or mean = SD

Safety Efficacy
analysis set analysis set

Total - 11053 (100.0) 8757 (100.0)
Sex Male 6714 (60.7) 5367 (61.3)

Female 4339 (39.3) 3390 (38.7)
Age (years) n 11053 8757

Mean + SD 56.9+12.2 56.4+12.0
Body weight (kg) n 7659 6610

Mean + SD 78.3+17.3 78.6+17.2
BMI (kg/m?) n 7031 6078

Mean £+ SD 29.14+£5.29 29.20 £ 5.25
Inpatient/outpatient Inpatient 183 (1.7) 154 (1.8)

outpatient 10870 (98.3) 8603 (98.2)
Duration of diabetes n 7248 5925
(years) Mean + SD 7.96 +6.45 7.98 £ 6.44

FEEE, 123

Data presented in the table are n (%), unless otherwise stated.
BMI: body mass index; eGFR: estimated glomerular filtration rate; SD: standard
deviation.

Table 1. Patient characteristics at baseline. (continue)

Number of patients (%) or mean £ SD

Safety Efficacy

analysis set

2106 (24.0)

analysis set

2593 (23.5)

Duration of diabetes, <5 years




category >5-<10 years 2172 (19.7) 1774 (20.3)
>10—<15 years 1425 (12.9) 1178 (13.5)
>15 years 1058 (9.6) 867 (9.9)
Unknown 3805 (34.4) 2832 (32.3)
Complications No 1710 (15.5) 1354 (15.5)
Yes 9246 (83.7) 7349 (83.9)
Unknown 97 (0.9) 54 (0.6)
Type of complication  Diabetic 950 (8.6) 782 (8.9)
(some patients had Neuropathy
more than one Diabetic 1793 (16.2) 1496 (17.1)
complication) Nephropathy
Diabetic 884 (8.0) 741 (8.5)
Retinopathy
Cardiovascular and 1016 (9.2) 742 (8.5)
cerebrovascular
disease
Myocardial 143 (1.3) 116 (1.3)
Infarction
Angina pectoris 462 (4.2) 320 (3.7)
Heart failure 222 (2.0) 157 (1.8)
Arteriosclerosis 136 (1.2) 97 (1.1)
obliterans
Cerebrovascular 262 (2.4) 202 (2.3)
disease
Hypertension 6141 (55.6) 4860 (55.5)
Dyslipidemia 6964 (63.0) 5562 (63.5)
(hyperlipidemia)
Data presented in the table are n (%), unless otherwise stated.
SD: standard deviation.
Table 1. Patient characteristics at baseline. (continue)
Number of patients (%) or mean = SD
Safety Efficacy

analysis set

analysis set




Hepatic

function status?®

Renal

function status?®

eGFR  (mL/min/1.73
m?)

eGFR,

category (mL/min/
1.73 m?)

Osteoporosis

Hyperuricemia

Urinary-tract
infection

Genital infection

Malignant tumor

Other

Normal

Mild impairment

Moderate

impairment

Severe impairment

Unknown

Normal

Mild impairment

Moderate

impairment

Severe impairment

Unknown

n

Mean = SD

>90

>60—<90

>45-<60

>30—<45

<30

Unknown

179 (1.6)
1031 (9.3)
18 (0.2)

7(0.1)
70 (0.6)
3884 (35.1)
8346 (75.5)
2087 (18.9)
297 (2.7)

11 (0.1)
312 (2.8)
9242 (83.6)
1372 (12.4)
123 (1.1)

10 (0.1)

306 (2.8)
6114

81.94 +21.75
1940 (17.6)
3337(30.2)
667 (6.0)

138 (1.2)

32 (0.3)
4939 (44.7)

139 (1.6)
802 (9.2)
16 (0.2)

6(0.1)
55 (0.6)
3134 (35.8)
6521 (74.5)
1741 (19.9)
249 (2.8)

10 (0.1)
236 (2.7)
7330 (83.7)
1092 (12.5)
98 (1.1)

7(0.1)

230 (2.6)
5274

82.37 +21.63
1701 (19.4)
2892 (33.0)
550 (6.3)

109 (1.2)
22(0.3)

3483 (39.8)

Data presented in the table are n (%), unless otherwise stated.

2Judged by the attending physician using the Classification criteria for seriousness

of adverse drug reactions of pharmaceuticals [26].

eGFR: estimated glomerular filtration rate; SD: standard deviation.
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Table 2. Treatments used at baseline and/or during the survey period.

Number of patients (%) or mean = SD

Safety Efficacy
analysis set analysis set
Total - 11053 (100.0) 8757 (100.0)
Initial dose of 25 1408 (12.7) 0
ipragliflozin (mg) 50 9614 (87.0) 8757 (100.0)
75 0 0
100 14 (0.1) 0
Other 17 (0.2) 0
Daily dose of n 11053 8757
ipragliflozin (mg) Mean + SD 47.23 +£8.43 50.12+1.93
Concomitant
treatment:
Concomitant No 2036 (18.4) 1545 (17.6)
antidiabetic drugs Yes 8943 (80.9) 7169 (81.9)
Unknown 74 (0.7) 43 (0.5)
Number of n 8779 7028
concomitant Mean + SD 20+£1.0 20+£1.0
antidiabetic drugs Max 6 6
Min 1 1
Data presented in the table are n (%), unless otherwise stated.
SD: standard deviation.
Table 2. Treatments used at baseline and/or during the survey period. (continue)
Number of patients (%) or mean £ SD
Safety Efficacy




analysis set

analysis set

0 2199 (19.9) 1685 (19.2)
1 3136 (28.4) 2434 (27.8)
2 3191 (28.9) 2596 (29.6)
3 1835 (16.6) 1486 (17.0)
>4 617 (5.6) 512 (5.8)
Unknown 75 (0.7) 44 (0.5)
Type of concomitant DPP-4 inhibitor 6131 (55.5) 4932 (56.3)
antidiabetic drugs Metformin 4580 (41.4) 3811 (43.5)
(some patients had Sulfonylurea 3043 (27.5) 2402 (27.4)
more than one Insulin injection 1183 (10.7) 976 (11.1)
concomitant drug) « -glucosidase 1120 (10.1) 887 (10.1)
inhibitor
Thiazolidinedione 920 (8.3) 745 (8.5)
GLP-1 receptor 346 (3.1) 302 (3.4)
agonist
Fast-acting insulin 321 (2.9) 261 (3.0)
secretagogue
Others 750 (6.8) 579 (6.6)
Concomitant No 10169 (92.0) 8086 (92.3)
diuretics Yes 818 (7.4) 627 (7.2)
Unknown 66 (0.6) 44 (0.5)
Type of concomitant Thiazide diuretic 208 (1.9) 159 (1.8)
diuretics (some Loop diuretic 196 (1.8) 146 (1.7)
patients had more Potassium-sparing 166 (1.5) 126 (1.4)
than one diuretic
concomitant drug) Vasopressin 5(0.0) 4(0.0)
antagonist
Osmotic diuretic 1(0.0) 0

Data presented in the table are n (%), unless otherwise stated.

DPP-4: dipeptidyl peptidase-4; GLP-1: glucagon-like peptide-1; SD: standard deviation.

Table 2. Treatments used at baseline and/or during the survey period. (continue)

Number of patients (%) or mean = SD




Safety

analysis set

Efficacy

analysis set

Carbonate 0 0
dehydratase
inhibitor
Others 356 (3.2) 282 (3.2)
Other concomitant No 3236 (29.3) 2587 (29.5)
drugs Yes 7692 (69.6) 6094 (69.6)
Unknown 125 (1.1) 76 (0.9)
Type of other Antihypertensive drug 4875 (44.1) 3850 (44.0)
concomitant drugs ARB
(some patients had CCB 2459 (22.2) 1964 (22.4)
more than one ARB + CCB 2258 (20.4) 1743 (19.9)
concomitant drug) Statin 1341 (12.1) 1070 (12.2)
Antiplatelet drug 4032 (36.5) 3168 (36.2)
Antipeptic ulcer drug 939 (8.5) 704 (8.0)
Antihyperuricemic 933 (8.4) 744 (8.5)
drug 705 (6.4) 546 (6.2)
Others
3414 (30.9) 2673 (30.5)

Data presented in the table are n (%), unless otherwise stated.

ARB: angiotensin receptor blocker; CCB: calcium channel blocker; SD: standard deviation.
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TS ERIERZ AT 720, B L2 TORFEHERIZIOVWTAFEROEEIZOVTH
BEITo7 (RBREEOKESE L EICTRLE), TOMOERTRERERICOVWT LA~
DEEFREOHFIIIONTT VRS U CTEIRT S L9 Ik ziTo72 (FV4ARZ T
BIRLZRWE ADNDBENZED RN AT K E L), AEOEEOM, ZetkT — % OEAf
FERD XD ICHAEREEE b A ARTHE T 10 HARETH D, 42 HA LA E
fi L7- (A2 COEE TIEX Y XV RROFHEHENTH-72), —H LR ART H-DIT,
AR TIL 3 R ORI T — 2 ZMUET 203, XR—A T A Uk T — 4 | 1 4R
BETOT—H 2HEHBETOT —H | 3FEBRETOT — X ZHRINKIULT — Z WENTT
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B B 2 BURE PRI R DR ER A R THERF T — % X—Z (JDDM) 2V & T
MF <. BMI2VE < MO BERPAIEFE) 2 FILL EOFH STz, FlndiE <. BMI 23
BN T2 D IFIAFHA T a2 %8 ) S U772 TSGLT2 P #E o0 1E 5 A 12 B9~ % Recommendation |
D ~OEBER GO 2B ~OERWRER L O A — 7 B TR 2 EERGICE
Brzb, BEGBE AP EECHER SN EBZ B,

1.1.6 /NE
AHAN 2 BB RIREBEZ R E LicA 7T 7Y 7 a P o Ofilktk O W &l BGE A
(STELLA-LONGTERM) 2 XV, HHEZHE T SGLT2 PHEIMNIZ M I 7= BB BIEAHIH L
7.



% 2 %7 STELLA-LONG TERM 3 E[IZRIT &2t & FEM DMl
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STELLA-LONG TERM %, H# 2 T 3 MM S 41, 11000 51D RAK T O, Fhnil,
BMI B3 L ONF/BHERERNC LS 7 VN — Tt 2 & e, 1BEBRMGE 3 72H . 12 A,
BILOwK 2 FOWIMZ D AN—FT 2T —Zm IR ARINL TS 239, T —2 0
FRNTClZ, A4 77 7V 7 a Yy RnEind 0% OMOFEHE %2 5D CREMER & < IR
BleoR 24 AMIME= Y b e — L EARERD ZHERFT D 2 ENFERES N TW D, 2 BIER
R ITAEIEIC DT DIRE 2 NI L T 2 THRAE TH Y | SGLT2 FEAIOWEN 72 I1EM
IZOWNWTREINTEY 3% AEZETOAL 777 ) 7a v O EEREZHEET 5729
Zix, EERICBT 2 EMERROREMEEHIMMEEZRET 2 LR EDOTEHEETH S,
ZZ T, BIEOGHEAE K LT STELLA-LONGTERM % 3 EMFEM L., A 7770 7uy
v DRAENE L FIIWEIZOW TR 24T > 72,
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AEFREOENL, Tk - PFEEFICBWCHRBLL 2 FR L EOARFHEDO T CILE L 72
BFERRICBWTHERNZITo 72, 728, HitHE MedDRA/T ver.22.0 &2 IV T=a— ME L. #E 5
KA (SOC) (B0 . HEAGE (PT) (Bl TR L7, AEFREOEENME, REBRKRIC
DWW Y EHE CHERI 21T o T,

ENTIZ T2 0, 2x2 43 EIF DA X Fisher O IEFEERMRIE. 2xn EIROLGEITER 14
FeRJE T 2 E. AP REEIX Cochran-Armitage f& /€ & C IV EAVENE L7z, HEEFEOLE, K
FlH G-BtaR & BRI & OZEIT AR t BEZFEM L, 2 BEROZIT TAEAR t BE. 3 FEH
UL EDZET R ES BT 2 ZnEnFE Lz, 2720, HRBEROBFHIOWTOE
FHT 2 WE D B FE i L7

723, BIVER OFBER ST I T EBORIUILAE L p<0.15 & L7z Stepwise £ T Logistic [FJF
TIRT A SN LTz, SRRE DA EKRBEZEM 5%E Lz, X TOMEHo#HTIE. SAS version SAS
9.4 (SAS Institute, Cary, NC, USA) % H 7z,

123 #EER

1.2.3.1  JEBIHERR

AFHE DJEGIRERL Z Figure 2 (2R3, BEIER] 11424 FlD 5 6 FHEZENIETE 220>
72135 6 (BRE : ERTOW I35 H009 120 B, Sisk#BA S 6, Mk PARE 5 5, BE0EF] &
TVT ORREARTA 5 F)) 2BR< 11289 1] [3 7 A%FAEZ (1 /0 : 11289 #i], 1 FE#%FHAE
(2 431 9990 i, 2 EHFAEZE (3 4 : 8274 #i, 3 HFELTEZE @ 4 7119 1] @
AR A IE LTz,

INEE L7= 11289 Bl D 5 & LR MEFRNTERIMER] 238 5] (PR (EMHEER) : W5 LIk



B2V ER] 152 B, AMIRISMER] 46 1], BEGESER 31 B, AEFGOA NI
PRI 12 51, BREEIIRIAMER], ARFIDMEH S ie o TRERE X O G-BRAG B 3 FFE T 72
VVEBIE 2 611) AR 11051 B2 ZBVERRIT R SIERT & LTz, E£7o, RN GE F
DS B HRIWERRATERIMER] 2288 5] (BRM (AR Ak - AEGBER 1541 51, A%
PERTAR 23R BAREZIER] 919 B, BEESER] 1 B]) 2R\ 7= 8763 5l & A3 W MEARHT 6t SiE
L7,

LARVERRIT S EYEF] 11051 Bl 5 B BRI Ik - BLEE L7 iEflE 42.8% (4727 f41)
Tholz, Wik - BigEm (EEER) oW, MBEEBIRPICERG/ET - ik 23253%
(2801 ) | TRAAIRF A S KPEZR L) 25 13.1% (1449 B) | [HFHEEGRBL A 7.5% (830 i) |
TBRFOFLE (EEFGRAR) ] B 7.0% (771461, TRE - B 286.3% (691 6), [
F| 0N 2.8% (311 41) . MASEHAM 2 E#H LC2 A HLLE] 28 0.1% (11 ) B T2

7% 8.1% (900 f5) Toh o7,

Institutions that agreed to participate
N = 2431
I
Registered patients (from 1941 institutions)
n =11424
Survey sheet collected N = 11289 Survey sheet not collected
At 3 months n=11289 n=135
At 12 months n =9990
At 24 months n=_8274
At 36 months n=7119
Safety analysis set N = 11051 Excluded from safety analysis set n=238
At 3 months n =11051 Reasons for exclusion
At 12 months n = 9969 No visit after the first visit n=152
At 24 months n = 8262 Outside contract period n=46
At 36 months n = 7096 Registration violation n=31
Uncertain adverse events n=12
Outside registration period n=2
ipragliflozin not administered n=2
Uncertain start date of treatment n=2
Efficacy analysis set Excluded from efficacy analysis set n=2288
n=8763 Reasons for exclusion
Noncompliance with drug n=1541
Unclear effectiveness assessment n=919
Registration violation n=1

Figure 2. Patient disposition
1232 L2t



L RVERRIT S GUEB] 11051 Bl 31 5 et /MEt L,

BT o TE, F—EFCEEEIOR—EWER - AFFS (PT) BRI LLESE. ¥
FORIWER - AFFREEI AR E LT, BBAREEIZOWTIT TARRIR GBI & TR
PR ) 127 — & DNE SITIEBI &2 PR & L, BRI AE OHERS & Mt U 7o, SRS,
AFNEGBRAERE, 1| W A%, 3 A%, 6 DA%, 1%, 2%, 3 F1%E8 L ORKEAEMhRE
&L, BHBWNICEROT — 2 BIEET 25810%, BER IR ITWT —Z 28 LT,

LM GEF] 11051 B 2129 B EWEH 23580 v, BITERFEBUEFIZRIT 19.27%
ThoT,

FRERIRME (SOC) MO ELRENWER (LA 6 72%) 13, BB X OURKES ] 6.69%
(739/11051 15, LLFIRER) . TEERIRA | 3.12% (345 #) | NEYYE IS L OV 4= iE ] 2.58% (285
Bil) . TR K OVRERE ) 2.27% (251 ), TR L OB FREMEEE ) 1.59% (176 1) .
MHEREE] 1.26% (139 f5) TH o7z,

Fro. AR (PT) BIOFELRENWER (BIVEHZBIEMIZR 0.40%20 ) 1%, #R 4.25%
(470/11051 5, LA T REE) . 20k 2.74% (303 ) | B2ERE  FEIE 0.73% (81 ) | BEIMEZ 0.70%
(77 B) . IRIEIEGE 0.67% (74 f51]) . BEE FLHIE 0.49% (54 61) . mililE 0.48% (53 f31]) . JHFIE
% 0.47% (52 ) B REREE RS L O R Y Z U U REINAE 0.44% (49 1)) | A MBS 0.43%
(48 ) . RIS K ONTHERER 2345 0.41% (45 f1) Toh o7,

HGRIFE TIZIFRRD T, AREIC CTRO SN RBIER (BIHEHRBUESZE 0.10%L2L 1)
X, IREERFIE 0.49% (54 ) AFREE 0.47% (52 41)) . MREREERS IO R 7&K
N3 % 0.44% (49 1)) . MR IRFEHENN 0.27% (30 651) . SR T T X B 0.24% (27 #) |
IR 0.22% 24 %) . @ N U 77U ' Y RMUGES K OWERIFGHERIED % 0.21% (23 1) |
V= NE IV T AT =T —BHN0.17% (19 1), SARMAE 0.15% (17 #1) . BT K
0.13% (14 #1), EHAKRL L OULE EFH 0.12% (13 ) ThH-o7-,

AHE TR ONTZEWER 2129 #ilo 5 B HEREITEMIX 210 1 241 TH -T2, g
EEEWER (BIEFARBUEFIHE 0.04%LL F) 13, BHFEZE 0.16% (18 {4) , LoiFEZE 0.12% (13
) . FERGRE 0.11% (12 1F) . Al DiEZE 0.09% (10 1) . RS 0.08% (9 1) . RZEREME
0.05% (6 1), Wiz LOVEELA 0.05% (51 Thol,

BER ORBRIL 3130 HFORIEMN O 5 BiGR5 30 HARGMIZ 31.47% (985 1) 73
FELL, BB D 180 HARNIZ 57.19% (1790 1) & -5z z2 2 EIWER S FEL L T
7oo 180 ALLEDOFRHNZOAZFHL L2 EREIEM (BIWERZEBUERFIZR 0.04%L0 E) 1%, #&l
F50.12% (13 1F), 7 LAF—HEHK 0.06% (714). BHiEE 0.05% (614). Bk kL OBENE
BEEN - 0.05% (51F) ThoTe,

AFRA TR LZRIEM 3130 fEoisiFiE, BIE 1635 £, & 1012 1+ (55 2647 {4,
84.57%) ToH V. 8 FILLEEUE E /21T Lz, SLTIZE S TZRIWEAIZ 20 5] (22 #) 1258
D HIL, FOWNRIT, R 3, DR X OWRSE 2 4, FigmE. Vo Hiink, =
BREARE 21 5 o, MO AW, Moy, BRARER, MMEIE, St OREgE, (s
b, DA REE ARERSE, BUEMERRE, I, 22998508 KOO ZEREN A 1 ETh -



Too HBEBIED TR S TZRIERIZ 13 61 (13 4F) IZBO L, EOWNFRIL, INEEZE 7 ., i 2
e, 77 FRE%E, ki, mARTERE IS XL OB SRIEIBESER S 1 ¢, REFREIEN
SFEBREZE VTS SOC MFRERIEE DRIWEH CTh o 72,

HEETNEEIEAIZ, 0.00~5.54%C78 0 b, ERFHCERTNZRIER (1.5%LL RI238
B 1%, ZIRMER (5.54%) . BiKZ B TERIRERAD A <2~ (220%) . BERE (1.79%)
FIEE (1.73%) B X OUREKEY: (1.54%) TodH o7z (Table3),

Table 3. Adverse drug reactions of special interest

This study (safety analysis set, Pre-approval clinical
n=11051) trials
Total Serious  Non- (n=1669)
serious
n (%) n (%) n(%) %
All ADRs 2129 210 1993 329

(19.27) (1.90) (18.03)
ADRs of special interest

Polyuria/pollakiuria 612 1 611 10.0
(5.54) (0.01) (5.53)

Volume depletion-related events, 243 14 232 4.5

including dehydration (2.20) (0.13) (2.10)

Skin complications 198 4 194 4.5
(1.79) (0.04) (1.76)

Renal disorder 191 7 184 3.5
(1.73) (0.06) (1.67)

Urinary tract infection 170 9 161 4.6
(1.54) (0.08) (1.46)

Genital infection 161 3 158 1.8

(1.46)  (0.03) (1.43)

ADRs, Adverse drug reactions. Note: Number and % of patients are

shown as "n (%)".

Table 3. Adverse drug reactions of special interest (continue)

This study (safety analysis set, Pre-approval clinical
n=11051) trials




Total Serious  Non- (n=1669)

serious

n (%) n (%) n(%) %
Hepatic disorder 133 6 129 2
(1.20) (0.05) (1.17)
Cardiovascular disease 67 (0.61) 46 22 (0.20) 1
(0.42)
Hypoglycemia 57(0.52) 4 53(0.48) 1
(0.04)
Malignant tumor 51(0.46) 44 7 (0.06) 1.4
(0.40)
Cerebrovascular disease 48 (0.43) 37 11 (0.10) 0.2
(0.33)
Ketoacidosis, events related to 7(0.06) 2 5(0.05) 0.2
ketone-body increase (0.02)
Fracture 4(0.04) 2 2 (0.02) 0.7
(0.02)
Lower limb amputation 0 0 0 0

ADRs, Adverse drug reactions. Note: Number and % of patients are

shown as "n (%)".

HERTRZRIEMICRIT DU A7 KF O (> XHA 2.0 Z#E 2, p fEAS 0.05 Kz U
A7 RA& Uiz, A XY 0.5 KT, pED 0.05 KiiDGE, SR LV—T7 L g LT
U A7 BMEWKF & L7z,) (Table4) TiE, WTFNORIWEM &, HEEOEEE, BT
DM OFERIFIEFEIE L OO L, R_X—RA T A VEEOOFBERFIGEIE BN, U A7
K1 CToh D AREMNRB S NT, ZIRMERO Y A7 RT & LTIHE, 65 ki, AIHESH Y |
MEOEM, X—=ZF A ST 4 FILLEOPERFIERIEO FEI D E S iz, RifpED Y 2
JIRF L LTIEA LAY RO SU AlDOHF, MEREGYE & RIEGYED U A7 K+ & L
TIEMER] (k) . RIRE DA R b U AR LTUIAIHES O . PEEOBREE,
HEEOIEE, 1A BRUSU A, BREED Y 2 7 K138 R/ & R OB E
FHOEMEEG O Y A7 KFIE, 65 kbl EOFk L EDOWYERETCh o7, D RERBO Y A
JRFITEME, A AV UBEO SU FOFHTHY | MIERED Y X7 KFIZA A
>, SU A, FIFRFERS L OWERIFTEHIE L FIRIELISN OFER O Th o To, BIFHRED Y A
7 /FIE. BOHEDOFEL 4 DL EOGAERFE ChH -7, &EIZ, IFEEDOY X7 K+
X, ABRIRERDL, AOHEDIFE, BEDOITIEE, BXOA 7727 7o 1 H 50mg
5 100mg ~O &I E S 7,



Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest

Wald chi-
ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test
All Sex Male 2660 578 Reference - -
Female 1812 457 1.391 1.190- p<0.001
Classification of 1.628
consultation at Inpatient 103 31 Reference - -
the start of Outpatient 4369 1004 0.678 0.438- p=0.082
administration of 1.050
this drug
Smoking history  No 2838 623 Reference - -
Current 962 234 1.227 1.018- p=0.031
smoker 1.478
Former smoker 672 178 1.355 1.100- p=0.004
(not current 1.668
smoker)
No
Complications Yes 473 57 Reference - -
3999 978 1.962 1.464- p<0.001
Renal function Normal 2.629
status Mild 3819 844 Reference - -
impairment 615 176 1.228 1.010-  p=0.040
Moderate 1.493
impairment 37 14 2.085 1.052- p=0.035

4.136

Abbreviation: ADRs, adverse drug reactions. Note: *Reference refers to the base case used for

calculation of Odds ratios.

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)

Wald chi-
ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test




All Severe 1 1 >999.999 - -

impairment
Daily dose of Dose initiated 296 59 Reference - -
ipragliflozin at 25 mg

and retained

Dose initiated

at 25 mg 146 42 1.666 1.042- p=0.033
and 2.662
increased
to 50 mg

Dose initiated
at 50 mg 3942 908 1.267 0.937- p=0.125
and retained 1.713

Dose initiated

at 50 mg
and 88 26 1.637 0.946- p=0.078
increased 2.830
to 100 mg
No
Yes
Concomitant 600 106 Reference - -
antidiabetic 3872 929 0.211 0.090- p<0.001
agents 0.495

Abbreviation: ADRs, adverse drug reactions. Note: *Reference refers to the base case used for

calculation of Odds ratios.

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)

Wald chi-
ADR Factors Category Total ADRs Oddsratio* 95 % squared




class CI test
All Number of 0 722 112 Reference - -
concomitant 1 1253 258 5.217 2.262- p<0.001
antidiabetic 12.04
agents at baseline 2 1403 352 6.594 2.865- p<0.001
15.18
3 823 226 7.205 3.114- p<0.001
16.67
>4 271 87 8.926 3.762- p<0.001
21.18
Hypo- Concomitantuse ~ Without Aand 2716 7 Reference - -
glycemia  of insulin B
injection (A) and ~ Without A, 1287 10 3.029 1.151-  p=0.025
sulfonylurea (B) with B 7.976
With A, 498 5 3.923 1.240- p=0.020
without B 12.41
WithAandB 132 6 18.421 6.102- p<0.001
55.61
Genital Sex Male 3698 18 Reference - -
infection Female 2532 &9 7.251 4.356- p<0.001
12.07
BMI (kg/m?) <22.0 278 2 Reference - -
22.0 to <25.0 1001 16 2319 0.527-  p=0.266
10.19
25.0t0<30.0 2659 33 2319 0.431- p=0.417
7.626
30.0to <35.0 1505 32 2.884 0.684- p=0.149
12.15
>35.0 787 24 4.121 0.963- p=0.056
17.64

Abbreviation: ADRs, adverse drug reactions.

calculation of Odds ratios.

Note: *Reference refers to the base case used for

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)

ADR Factors

Category

Total

ADRs

Odds ratio*

95 %

Wald chi-

squared




class CI test
Urinary Sex Male 2816 17 Reference - -
tract Female 1928 78 6.969 4.109- p<0.001
infection 11.82
Duration of <2 581 7 Reference - -
diabetes, years 2to<5 1063 15 1.218 0.492- p=0.669
3.018
5t0 <10 1433 37 2.203 0.973-  p=0.058
4.992
>10 1667 36 1.951 0.860- p=0.110
4.427
Polyuria/ Age, years <65 4022 324 Reference - -
pollakiuria 65 to <75 964 65 0.857 0.649- p=0.280
1.133
>75 215 8 0.477 0.232-  p=0.043
0.978
Complications No 519 27 Reference - -
Yes 4682 370 2.091 1.332-  p=0.001
3.283
Daily dose of Dose initiated 345 20 Reference - -
ipragliflozin at 25 mg
and retained
Dose initiated
at 25 mg 177 25 2.445 1.310- p=0.005
and 4.564
increased
to 50 mg

Abbreviation: ADRs, adverse drug reactions.

calculation of Odds ratios.

Note: *Reference refers to the base case used for

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)

Wald chi-




ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test
Polyuria/ Dose initiated ~ 4584 344 1.249 0.783- p=0.352
pollakiuria at 50 mg 1.993
and retained
Dose initiated
at 50 mg 95 8 1.386 0.588- p=0.456
and 3.269
increased
to 100 mg
0
Number of 1 807 38 Reference - -
concomitant 1431 93 1.367 0.926- P=0.116
antidiabetic 2 2.019
agents at baseline 1647 137 1.816 1.250-  P=0.002
3 2.638
976 89 1.943 1.306- P=0.001
>4 2.890
340 40 2.537 1.586- p<0.001
Concomitant use  No 4.060
of agents other Yes 1211 107 Reference - -
than antidiabetic 3990 290 0.593 0.456- p<0.001
agents and 0.772
diuretic

Abbreviation: ADRs, adverse drug reactions. Note: *Reference refers to the base case used for

calculation of Odds ratios.

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)

Wald chi-




ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test
Volume Complications No 391 4 Reference - -
depletion- Yes 4229 149 2.868 1.048-  P=0.040
related 7.850
events, Hepatic function =~ Normal 3389 103 Reference - -
including  status Mild 1056 37 1.139 0.775-  P=0.508
de- impairment 1.675
hydration Moderate 165 12 2.553 1.367- P=0.003
impairment 4.768
Severe 10 1 3.492 0.436- P=0.239
impairment 27.98
Renal function Normal 3857 113 Reference - -
status Mild 719 36 1.546 1.047- P=0.028
impairment 2.282
Moderate 42 4 3.462 1.207- P=0.021
impairment 9.935
Severe 2 0 0.000 - -
impairment
Concomitant use ~ Without Aand 2710 78 Reference - -
of insulin B
injection (A) and  Without A, 1280 44 1.136 0.778- P=0.509
sulfonylurea (B) with B 1.659
With A, 498 20 1.326 0.799- P=0.274
without B 2.201
WithAand B 132 11 2.889 1.483-  P=0.002
5.620

Abbreviation: ADRs, adverse drug reactions.

calculation of Odds ratios.

Note: *Reference refers to the base case used for

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)



Wald chi-

ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test
Renal Age, years <65 3034 58 Reference - -
disorder 65 to <75 867 31 1.584 1.008-  P=0.046
2.491
>75 215 1 0.167 0.023-  P=0.078
1.221
Complications Yes 366 2 Reference - -
No 3750 88 2918 0.707-  P=0.139
12.05
Renal function Normal 3422 48 Reference - -
status Mild 655 38 4.090 2.633-  P<0.001
impairment 6.352
Moderate 37 4 7.895 2.635- P<0.001
impairment 23.66
Severe 2 0 <0.001 - -
impairment
Malignant ~ Age, years <65 4643 13 Reference - -
tumor 65 to <75 1271 11 2471 1.088- P=0.031
5.613
>75 332 8 6.827 2.704-  P<0.001
17.24
Duration of <2 785 1 Reference - -
diabetes, years 2to<5 1422 8 4.018 0.501- P=0.191
32.24
5t0 <10 1866 4 1.335 0.148- P=0.796
12.01
>10 2173 19 3.993 0.525-  P=0.181
30.35

Abbreviation: ADRs, adverse drug reactions.

calculation of Odds ratios.

Note: *Reference refers to the base case used for

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)



Wald chi-

ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test
Malignant  Smoking history  No 4013 19 Reference - -
tumor Current 1338 2 0.404 0.093-  P=0.227
smoker 1.758
Former smoker 895 11 2.539 1.186- P=0.016
(not current 5.432
smoker)
No
Concomitant use  Yes 1548 3 Reference - -
of agents other 4698 29 2/492 0.748- P=0.137
than antidiabetic 8.307
agents
Cardio- Sex Male 4369 38 Reference - -
vascular Female 2852 12 0.476 0.248- P=0.026
disease 0914
Concomitant No 986 1 Reference - -
antidiabetic Yes 6235 49 4.978 0.661- P=0.119
agents 37.46
Concomitant use ~ Without Aand 4248 18 Reference - -
of insulin B
injection (A) and  Without A, 2026 16 1.492 0.752- P=0.252
sulfonylurea (B) with B 2.961
With A, 742 10 2.700 1.230- P=0.013
without B 5.926
WithAandB 205 6 5.948 2.316- P<0.001
15.28

Abbreviation: ADRs, adverse drug reactions.

calculation of Odds ratios.

Note: *Reference refers to the base case used for

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)



Wald chi-

ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test
Cerebro- Concomitant use ~ Without Aand 6674 17 Reference - -
vascular of insulin B
diseas injection (A) and  Without A, 2955 22 2.616 1.384-  P=0.003
sulfonylurea (B) with B 4.946
With A, 1004 6 2.058 0.807- P=0.131
without B 5.247
WithAandB 271 3 3.468 1.003-  P=0.049
Concomitant 11.99
diuretics No 10126 38 Reference - -
Yes 878 10 2.376 1.171-  P=0.016
Concomitant use 4.821
of agents other No 2938 4 Reference - -
than antidiabetic ~ Yes 7966 44 3.212 1.142-  P=0.027
agents and 9.034
diuretics
Skin Sex Male 4373 71 Reference - -
compli- Female 2852 74 1.672 1.201-  P=0.002
cations 2.326
Complications No 858 7 Reference - -
Yes 6367 138 2.363 1.096- P=0.028
5.093
Number of 0 1195 15 Reference - -
concomitant 1 2000 28 1.070 0.568- P=0.833
antidiabetic 2.016
agents at baseline 2 2250 52 1.774 0.992-  P=0.053
3.175
3 1309 32 1.834 0.984- P=0.056
3.418

Abbreviation: ADRs, adverse drug reactions.

calculation of Odds ratios.

Note: *Reference refers to the base case used for

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)

Wald chi-




ADR Factors Category Total ADRs Odds ratio* 95 % squared

class CI test
Skin >4 471 18 2.984 1.484- P=0.002
compli- 6.001
cations
Hepatic Classification of  Inpatient 159 6 Reference - -
disorder consultation at Outpatient 8405 97 0.381 0.163- P=0.026
the start of 0.891
administration of
this drug
Smoking history  No 5644 53 Reference - -
Current 1728 28 1.500 0.942-  P=0.088
smoker 2.388
Former smoker 1192 22 1.715 1.035- P=0.036
(not current 2.841
smoker)
No
Complications Yes 1326 4 Reference - -
7238 99 3.265 1.188- P=0.022
Normal 8.977
Hepatic function  Mild 6602 57 Reference - -
status impairment 1709 42 2.432 1.619- P<0.001
Moderate 3.653
impairment 245 4 1.536 0.550- P=0.413
Severe 4.293
impairment 8 0 <0.001 - -

Abbreviation: ADRs, adverse drug reactions. Note: *Reference refers to the base case used for

calculation of Odds ratios.

Table 4. Multivariable regression analyses for factors associated with adverse drug reactions of

special interest (continue)



Wald chi-

ADR Factors Category Total ADRs Odds ratio* 95 % squared
class CI test
Hepatic Daily dose of Dose initiated 793 5 Reference - -
disorder ipragliflozin at25 mg

and retained

Dose initiated

at25 mg 274 3 1.503 0.355-  P=0.580
and 6.355
increased
to 50 mg

Dose initiated
at 50 mg 7356 89 1.658 0.669- P=0.275
and retained 4.106

Dose initiated
at 50 mg
and 141 6 5.611 1.676-  P=0.005
increased 18.78

to 100 mg

Abbreviation: ADRs, adverse drug reactions. Note: *Reference refers to the base case used for

calculation of Odds ratios.
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Efficacy analysis set (n=8763 ) Mean=SD(n)
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Figure. 3 Change from baseline in (a) HbAlc , (b) FPG and/or (c) body weight
*P <0.001 vs baseline (one-sample t-test) HbAlc, glycated hemoglobin; FPG, fasting plasma glucose;

SD, standard deviation
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EVERENT S GIER] 11051 Bl 9 B 65 mAdiX 71.4% (7894/11051 i) . 65 kLAl Bi
28.6% (3157/11051 f§l) Toh o7z, 65 AN OFEOFEE + R (LLTFFEER) 1% 51.2
+9.0 %, 65 LA BIE 713 £ 55 i Th o7, AAIKGBAMFFOMKEIL 65 skl € 81.92 +
17.35kg, 65 mLL T 67.57 £12.01 kg, BMI I 65 A T 29.90 + 5.44 kg/m?, 65 bl T
26.76 +4.07kg/m> TH V| WFiLh 65 Al CHEICHE < (p<0.001), BMI25.0kg/m? UL I
DEFHEGI D 5 8 2 FIE1E 65 bl E23 39.7% (1254/3157 i) ToH V| 65 A Tl 59.1%

(4 665/7894 f5) LA EIZE o7 (p<0.001),

ENERRAT S SIEBN I 1T D AFI G-BRAARF O4FEls 7 T U Bl (THE : 65 mcARl ., IHRE @ 65
EEU\J: 75 A . IIRE @ 75 melh ) TIPS GUER] 11051 Bl 5 6| 65 Al
71.4% (7894/11051 i), 65 kLA b 75 mEATHIX 21.8% (2405/11051 #i) . 75 m&lh EiX 6.8%

(752/11051 ) Toh o7z, 65 AT OFEDOVEIE + HHERAE (LLTFRER) 13512 +£9.0
k. 65 LA B 75 BRI 68.7 £ 2.9 7%, 75 kbl BIX 794 £ 395 Th o7, AFIE G
IR DIREIT 65 AT C 81.92+ 17.35 kg, 65 mklh = 75 miAii C 68.74 £ 11.89kg. 75 iwklh I
T 63.27+11.46kg, BMI X 65 A T 29.90 +5.44 kg/m?, 65 mkLh b 75 s A T 26.95+4.06
kg/m?, 75wl T 26.02+4.03kg/m> TE BIZARE TH -7 (p<0.001), BMI 25.0 kg/m? LA |-
DEFHEFI D 5 8 2 FIE1E 75 bl E2S 31.0% (233/752 f5) . 65 kLA b 75 mEARI A 42.5%

(1021/2405 f5i) TH Y. 65 A TIiX 59.1% (4665/7894 fil) L HETH -7 (p<0.001),

242 Tt

BIVE R 58 BUE B RIT 65 mEAT A 19.36% (1528/7894 1)) .65 1% LA E2Y 19.04% (601/3157 f51])
Th W HETIE o7 (p=0.701), EELREIEHRBUERZRIL 65 A2 1.55% (122/7894
Bil) . 65 LA 23 2.79% (88/3157 i) & 65 mklh b CHEEZRRIVEHIEBUEFIHENA BT &)
~7= (p<0.001),

HEHITREREHORBRI T 65 miAiii, 65 Wbl L CHE LR 2713, (Kinh
(p=0.048) . ZJK « IR (p=0.002) ., BEFEE (p=0.005) . JTFEE (p=0.004) . HNENELL; (p<0.001)\
g (p=0.033) Thol-, ABETH-STZVRAI DI L, LR - R, FEEEZRE, 65

ik LA EORIVERFBUEFIZ A3 5 22> 72 (Table 5)

Table 5 Adverse drug reactions in the safety analysis population (first age category analysis) of
STELLA-LONG TERM, in pre-approval clinical trials, and STELLA-ELDER
ADRs, n(%)  Pre- STELLA-LONG TERM STELLA-




approval ELDER

(n = 1669) All <65years =65years P value® (n = 8505)
[14-24] (n=11051) (n=7894) (n=3157) [49]
Any ADR 549 (32.89) 2129 1528 601 (19.04) 0.701 1438 (16.9)
14 (0.8) (19.27) (19.36) 88 (2.79) 127 (1.5)
Serious ADR 210 (1.90) 122 (1.55) <0.001
ADRs of
special
interest
168 (10.0) 141 (4.47) 170 (2.0)
Polyuria/ 612 (5.54) 471(5.97) 0.002
Pollakiuria
73 (4.5) 76 (2.41) 266 (3.1)
Volume 243 (2.20) 167 (2.12) 0.345
Depletion
59 (4.0) 70 (2.22) 269 (3.2)
Skin 198 (1.79) 128 (1.62) 0.033
Complications
76 (4.8) 72 (2.28) 118 (1.4)
Renal disorder 191 (1.73) 119 (1.51) 0.005
29 (1.8) 55(1.74) 118 (1.4)
Urinary tract 170 (1.54) 115(1.46) 0.271
Infection
32 (2.0) 35(1.11) 166 (2.0)
Genital 161 (1.46) 126 (1.60) 0.053
Infection

No. of patients (%) are shown
ADR adverse drug reaction

# Chi-squared test for difference between BMI subgroups

Table 5 Adverse drug reactions in the safety analysis population (first age category analysis) of
STELLA-LONG TERM, in pre-approval clinical trials, and STELLA-ELDER (continue)

ADRs, n(%) Pre- STELLA-LONG TERM STELLA-




approval ELDER

(n = 1669) All <65years =65years P value? (n = 8505)
[14-24] (n=11051) (n=7894) (n=3157) [49]
Hepatic 17 (1.0) 133 (1.20) 110(1.39) 23 (0.73) 0.004 19 (0.2)
disorder
Cardiovascular 16 (1.0) 67 (0.61) 50 (0.63) 17 (0.54) 0.562 24 (0.3)
Disease
Hypoglycemia 22 (1.4) 57 (0.52) 34 (0.43) 23 (0.73) 0.048 58 (0.7)
Malignant 4(0.2) 51 (0.46) 19 (0.24) 32 (1.01) <0.001 11 (0.1)
Tumor
Cerebrovascular 4 (0.2) 48 (0.43) 29 (0.37) 19 (0.60) 0.090 36 (0.4)
Disease
Ketone body 11 (1.0) 7 (0.06) 6 (0.08) 1 (0.03) -b 2 (0.02)
related events
Fracture 0 4(0.04) 4 (0.05) 0 -b 2 (0.02)
Lower limb 0 0 0 0 -b 0

amputation

No. of patients (%) are shown
ADR adverse drug reaction
# Chi-squared test for difference between BMI subgroups

® No P value was calculated when at least one element of the contingency table was<10

L RVERRIT S GUE BN 31T 2 AR HI$ 5-BRaaRE O 7 7 =2V BIOEIVE R OFBUEFIH 1T 65
kLA B 75 AR OIHEAS 20.04% (482/2,405 f1l) & i b i < (IRVNT 65 miATili OIFEDS 19.36%

(1528/7894 f5i]) . 75 kLA EDOIIEEMN 15.82% (119/752 ) TH Y, FHnh 7 2V —EHDOE
IFAETH -7z (p=0.035), HELRRIERFBUERFIZIT 65 bl | 75 R DI L 75 el
L OMEENRS 2.79% (ZILZEL 67/2, 405 B, 21/752 f) Efb @<, RWT 65 Al DI
HEDY 1.55% (122/7894 f3) Toh V| Fhnh 7 Y —HOEWIAETH-o72 (p<0.001),

BMI 25.0 kg/m?* A DFEGNZ DV TRACIER T X Z (X & EE C, @l [ ZWmE O = kL ¥



—BEHIREZRND E VL a =TT LA VOBK LR . EEICRDIE EMEB O IG
WETH D S0, 22T, RlEIT AR OZAMIZET 5 BMI OEZEIZOWT, AHA
P 5-BAAARIE 65 1ELL E 65 kLA | 75 R KON 75 LA BT 2B UK H-BRAARE BMI
Bl (25.0 kg/m? Aiii, 25.0 kg/m? LA k) ITHET LT,
65 LA LD mElnE AR 1944 FlORIVERFBEGIF, BMI 25 kg/m? K 17.68% (122/690
). BMI 25 kg/m?> LA LAY 24.40% (306/1254 i) & BMI 25 kg/m2 LA ECHEIZEN- T
(p<0.001) 23, FEFEZRIWEHRRBERILE BMI [ CHE CTIdeno7 (p=0.247), 65 i%
LA L 75 3w oD 1536 IO @EIVEMF BUERF] =%, BMI 25 kg/m? AKifis 19.81% (102/515 1) .
BMI 25 kg/m? LA 2% 25.27% (258/1021 ) & BMI25kg/m? LA L CHEIZE - 72 (p=0.017)
25, B2 RNWERZBUEFRILE BMI ] THE TIX o7 (p=0.362), 75 mLLl LD 408 fi
O EIWERZEBUERI 21T, BMI 25 kg/m? A A3 11.43% (20/175 1)) . BMI 25 kg/m? LL_E723 20.60%
(48/233 f5l) & BMI 25 kg/m? UL E CHEIZE > T- (p=0.014), EEZLFEIVEMAEIVEFI=R I
FEBIELD D 7 < MRt T & 72 o 72 (Table 6),
Table 6. Adverse drug reactions by BMI and age in the safety analysis population

Type Elderly patients, by BMI category

of

ADRS 2 65 years (n = 1944) 65 to <75 years (n = 1536) 2 75 years (n =408)
BMI P BMI P BMI P
< 25 > 25 value® < 25 > 25 value? < 25 > 25 value®
kg/m*  kg/m? kg/m*  kg/m? kg/m? kg/m?
n = (n = n = (n = (n = (n=233)
690) 1254) 515) 1021) 175)
n (%) n (%) n(%) n(%) n (%) n (%)

All 122 306 < 102 258 0.017 20 48 (20.60) 0.014
(17.68) (24.40) 0.001 (19.81) (25.27) (11.43)

Serious 19 47 0.247 15 39 0.362 4(2.29) 8(3.43) —°
2.75)  (3.75) (2.91) (3.82)

ADRs, Adverse drug reactions; BMI, body mass index. Note: Number and % of patients are shown as
Hn (%)H'
# Chi-squared test for difference between BMI subgroups.

® No P value was calculated when at least one element of the contingency table was less than ten (< 10).
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