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2. BEER

ZEMEMBTRRER (79316 DBEERELUTITRLE[],

2K 65 i 65m% L L 75 K i 75 L L
(N=7931) (n =5024) (n = 2077) (n =830)
0 (7%) 58.7 £ 12.8 51.2+9.2 68.9+2.8 79.2+3.8
B ] 4996 (62.99) 3370 (67.08) 1184 (57.01) 442 (53.25)
& 2935 (37.01) 1654 (32.92) 893 (42.99) 388 (46.75)
K& (kg), n 75.56 + 16.54 80.68 £ 16.45 68.19 £ 12.10 62.08 1145
n=7294 n=4666 n=1895 n=733
BMI (kg/m?), n 28;11 =265953;04 29}12=04:i355§19 26.ns=11$ 54610 25.226173.03
<20 163 (2.06) 52 (1.04) 62 (2.99) 49 (5.90)
220 to <25 1688 (21.28) 809 (16.10) 607 (29.22) 272 (32.77)
225 to <30 2962 (37.35) 1905 (37.92) 787 (37.89) 270 (32.53)
230 1980 (24.97) 1593 (31.71) 300 (14.44) 87 (10.48)
BRI (E), n 4803 3170 1213 420
<1 617 (7.78) 452 (9.00) 119 (5.73) 46 (5.54)
>1t05 1424 (17.95) 1077 (21.44) 267 (12.86) 80 (9.64)
>5t0 10 1189 (14.99) 826 (16.44) 270 (13.00) 93 (11.20)
>10 1573 (19.83) 815 (16.22) 557 (26.82) 201 (24.22)
e 0.
<7.0 1710 (21.56) 1015 (20.20) 455 (21.91) 240 (28.92)
27.0 to <8.0 2766 (34.88) 1674 (33.32) 812 (39.09) 280 (33.73)
28.0 to <9.0 1698 (21.41) 1081 (21.52) 454 (21.86) 163 (19.64)
29.0 1552 (19.57) 1144 (22.77) 297 (14.30) 111 (13.37)
22 BB 3 (mg/dl). n 1625233575.7 162;5130518.1 152r.]5= 714;16.6 1586221928.9
AFaERE DIZE
£ 5698 (71.72) 3367 (67.02) 1619 (77.95) 702 (84.58)
BE 1841 (23.21) 1376 (27.39) 369 (17.77) 96 (11.57)
hEE 121 (1.53) 105 (2.09) 12 (0.58) 4 (0.48)
BE 7 (0.09) 7 (0.14) 0 0
EN: 274 (3.45) 169 (3.36) 77 (3.71) 28 (3.37)
eGFR (J-MDRD) (ml/min/1.73 m2) 82.43 + 24.57 88.31 = 25.13 74.57 + 19.78 66.84 + 19.00
290 2394 (30.19) 1950 (38.81) 363 (17.48) 81 (9.76)
260 to <90 3845 (48.48) 2295 (45.68) 1143 (55.03) 407 (49.04)
245 to <60 911 (11.49) 323 (6.43) 357 (17.19) 231 (27.83)
230 to <45 131 (1.65) 36 (0.72) 49 (2.36) 46 (5.54)
<30 21 (0.26) 8 (0.16) 5 (0.24) 8 (0.96)
EN: 629 (7.93) 412 (8.20) 160 (7.70) 57 (6.87)
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MBI RER (793145 DEEFEE=RZLTIZRLE=[1],

=073 657 K i 657% AL 758% K i 75 E
(N=7931) (n = 5024) (n = 2077) (n = 830)
aHERY 6672 (84.13) 4158 (82.76) 1808 (87.05) 706 (85.06)
BmEE 4614 (58.18) 2665 (53.05) 1389 (66.88) 560 (67.47)
IRERAE 4561 (57.51) 2897 (57.66) 1228 (59.12) 436 (52.53)
0 B 1089 (13.73) 430 (8.56) 413 (19.88) 246 (29.64)
S 319 (4.02) 125 (2.49) 106 (5.10) 88 (10.60)
BRABMEE 790 (9.96) 476 (9.47) 222 (10.69) 92 (11.08)
HRAEEE 441 (5.56) 305 (6.07) 120 (5.78) 16 (1.93)
BREME =2 —0/$F— 430 (5.42) 241 (4.80) 144 (6.93) 45 (5.42)
BHLLSE 137 (1.73) 25 (0.50) 51 (2.46) 61 (7.35)
BB 92 (1.16) 46 (0.92) 33 (1.59) 13 (1.57)
T Y 11 (0.14) 8(0.16) 3(0.14) 0
RER L 8 (0.10) 3 (0.06) 3 (0.14) 2 (0.24)
M #ERE T E D B FAEFIS
0 1835 (23.14) 1198 (23.85) 416 (20.03) 221 (26.63)
1 2114 (26.65) 1278 (25.44) 500 (28.84) 237 (28.55)
2 1874 (23.63) 1183 (23.55) 504 (24.27) 187 (22.53)
3Bt 1661 (20.94) 1075 (21.40) 457 (22.01) 129 (15.54)
T 447 (5.64) 290 (5.77) 101 (4.86) 56 (6.75)
M5 TEDIESE
DPP-4fEEH 4199 (52.94) 2532 (50.40) 1206 (58.06) 461(55.54)
B 7F AR REA] 3304 (41.66) 2342 (46.62) 780 (37.55) 182 (21.93)
RILRZILHLTH 1610 (20.30) 952 (18.95) 484 (23.30) 174 (20.96)
2R B 954 (12.03) 618 (12.30) 257 (12.37) 79 (9.52)
FFIYS L RER 715 (9.02) 436 (8.68) 209 (10.06) 70 (8.43)
GLP-12EAEBHE 377 (4.75) 255 (5.08) 91 (4.38) 31 (3.73)
a-F LA — LR 607 (7.65) 347 (6.91) 185 (8.91) 75 (9.04)
HU=RREH 261 (3.29) 141 (2.81) 85 (4.09) 35 (4.22)
zott 233 (2.94) 137 (2.73) 68 (3.27) 28 (3.37)
RAF L REH 2796 (35.25) 1633 (32.50) 862 (41.50) 301 (36.27)
;é/ ATov o REWERRIACER 2112 (26.63) 1251 (24.90) 651 (31.34) 210 (25.30)
RIS LERE 1625 (20.49) 868 (17.28) 540 (26.00) 217 (26.14)
FIRE 412 (5.19) 201 (4.00) 127 (6.11) 84 (10.12)
L—TRIRE 179 (2.26) 80 (1.59) 55 (2.65) 44 (5.30)
BHEMIE 351 (4.43) 185 (3.68) 124 (5.97) 42 (5.06)
RHRDOHUEITAZ (%), LT T HE LIEEFE=TRL =, 3

ACE: angiotensin-converting enzyme; BMI: body mass index, DPP: dipeptidyl peptidase; eGFR: estimated glomerular filtration rate; GLP:
glucagon-like peptide; HbA1c: glycated hemoglobin; J-MDRD: Japanese version of the Modification of Diet in Renal Disease study
equation.
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T MRENT R (79316 IZHITHARFIDRZBER U LI DODNVTUTIZTRLEZ[1],

=073 657 K i 657% AL 758% K i 75 LAk
(N=7931) (n = 5024) (n = 2077) (n = 830)
EERBRORE
10 mg 7525 (94.88) 4758 (94.71) 1983 (95.47) 784 (94.46)
25 mg 353 (4.45) 238 (4.74) 75 (3.61) 40 (4.82)
ZDith 53 (0.67) 28 (0.56) 19 (0.91) 6 (0.72)
RERESHORAE
10 mg 7068 (89.12) 4437 (88.32) 1885 (90.76) 746 (89.88)
25 mg 812 (10.24) 559 (11.13) 174 (8.38) 79 (9.51)
Dt 51 (0.64) 28 (0.56) 18 (0.87) 5 (0.60)
AEDEHEHE (HA)
FHECZERE 28.10 = 13.38 28.10 £ 13.27 28.44 = 13.46 26.35 = 13.75
hRiE 36.53 36.53 36.53 36.53
XEDEHMHA)
>0to 6 1005 (12.67) 610 (12.14) 271 (13.05) 124 (14.94)
>6 to 12 517 (6.52) 340 (6.77) 114 (5.49) 63 (7.59)
>12 to 24 983 (12.39) 613 (12.20) 250 (12.04) 120 (14.46)
>24 to 36 704 (8.88) 437 (8.70) 181 (8.71) 86 (10.36)
>36 4722 (59.54) 3024 (60.19) 1261 (60.71) 437 (52.65)
Tk o=
FEER 516 (6.51) 244 (4.86) 188 (9.05) 84 (10.12)
TE-Eik 263 (3.32) 171 (3.40) 70 (3.37) 22 (2.65)
AR -ER 157 (1.98) 113 (2.25) 27 (1.30) 17 (2.05)
BEOFRE 601 (7.58) 363 (7.23) 168 (8.09) 70 (8.43)
Z Dt 1215 (15.32) 829 (16.50) 249 (11.99) 137 (16.51)

RAPDBUESHFICEREDLGUVORY . A (%) TRLT=.
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REMREHTRRT931451H 1024451 (12.91%) [CEMERAAROHoNT-, FEEBADEERALERRE
BEREORBKREUTIZTRT (1],

x2 BIMFALERRAEEBORENRR

L% 65 A 65RE Ll L 75RE K 75U E
(N =7931) (n =5024) (n =2077) (n =830)
?Igg%fﬁg? 1024 (12.91) 594 (11.82) 310 (14.93) 120 (14.46)
ERFAERAORFREHR
(RBBNE%)
{E Ifn 32 35 (0.44) 18 (0.36) 9 (0.43) 8 (0.96)
PRER R b 85 (1.07) 47 (0.94) 26 (1.25) 12 (1.45)
PR R e 52 (0.66) 34 (0.68) 12 (0.58) 6 (0.72)
(ggy;’ﬁ%%ﬁgdzﬁaﬁ?é$% 40 (0.50) 25 (0.50) 13 (0.63) 2 (0.24)
DIIERA R ke 53 (0.67) 25 (0.50) 18 (0.87) 10 (1.20)
BrEES 22 (0.28) 9 (0.18) 7 (0.34) 6 (0.72)
AFpEES 44 (0.55) 34 (0.68) 8 (0.39) 2 (0.24)
B 10 (0.13) 5(0.10) 3(0.14) 2 (0.24)
EHES 36 (0.45) 7 (0.14) 21 (1.01) 8 (0.96)
8K - Z R 102 (1.29) 63 (1.25) 31 (1.49) 8 (0.96)
TROKEMIZK B EERK 39 (0.49) 35 (0.70) 4 (0.19) 0
WRAIETITOR—V R 0 0 0 0
TR 3 (0.04) 2 (0.04) 1 (0.05) 0

MedDRA: Medical Dictionary for Regulatory Activities version 23.1 ; SMQ: Standardized MedDRA Query.

aBased on narrow SMQ Hypoglycemia.

bBased on 66 MedDRA preferred terms; 7 were reported overall, of which Urinary tract infection (0.52%) and Cystitis (0.44%) were the most frequent.

cBased on 89 MedDRA preferred terms; 7 were reported overall, of which Vulvovaginal candidiasis (0.19%) and Genital infection (0.18%) were the most frequent.
dBased on 15 MedDRA preferred terms; 4 were reported overall, of which Dehydration (0.43%) and Blood pressure decreased (0.06%) were the most frequent.
eBased on the following narrow SMQs: Central nervous system vascular disorders; Ischemic heart disease; Cardiac failure; Torsade de pointes/QT prolongation.
Based on narrow SMQ Acute renal failure.

9Based on the following narrow sub-SMQs: Liver related investigations, signs and symptoms; Cholestasis and jaundice of hepatic origin; Hepatitis, noninfectious;
Hepatic failure, fibrosis and cirrhosis and other liver damage-related conditions.

"Based on 251 MedDRA preferred terms; 8 were reported overall, of which Spinal compression fracture (0.04%) was the most frequent.

iBased on the following narrow SMQs: Malignant or unspecified tumors (excluding the preferred term Acanthosis nigricans); Malignancy related conditions.
iBased on the following MedDRA preferred terms: Polyuria; Pollakiuria; Nocturia.

kBased on 18 MedDRA preferred terms; 6 were reported overall, of which Urine ketone body present (0.39%) and Blood ketone body increased (0.11%) were the
most frequent.

'Based on the following MedDRA preferred terms: Diabetic hyperglycemic coma; Diabetic ketoacidosis; Diabetic ketoacidotic hyperglycemic coma; Euglycemic
diabetic ketoacidosis; Ketoacidosis. 5
mBased on adjudication by sponsor physicians of cases with the following MedDRA preferred terms: Foot amputation; Toe amputation; Limb amputation; Leg
amputation; Amputation; Hip disarticulation; Calcanectomy; Metatarsal excision; Spontaneous amputation.
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653K 4427 4082 3650 3219 2863 2474 4427
658 Ll E 755 ki 1801 1678 1475 1361 1208 1006 1801
75m L 689 638 535 468 405 346 689
HbA1c (%), R—RF4Y R=ZSL> BT R-ZS(DLOEER ., EEEM
THE + BRERE EPN THELEERESE (%) FYHEREREE (%) TFHHELRERE (%) lEmZIE
37 6917 803 % 145 728+ 114 -075+134 078, -0.72
65i% K i 4427 8.156 £ 152 733+ 1.19 -082 =141 -0.86, -0.78
658% LU L 758% K it 1801 7.83% 123 720+ 102 -063=117 —0.68 -058
758 L L 689 7.76 = 1.40 712+ 108 -064 128 —0.73,-0.54
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50.0 e 21K —— 65K
= 657% L1 E 755 K —*—75% LIk
25.0 - T T - S

TEBOEDOR—RSIUMOOELLRE
(mg/dl)

-50.0 1
-75.0 4 T =& 1
1 } 1
-100.0 . . . ; ; HA)
0 3 6 12 24 36 BRTEA
B
o 2329 1831 1384 1199 1028 885 2329
. 1516 1184 886 762 664 570 1516
658 LA L7585k 593 469 359 326 270 235 593
[ 2> 220 178 139 111 94 80 220
LRERFMEEme/d) =251V R—=R54Y RTEA R—ZFApEDEER 95 EHEM
T OB P LRERE (6) FOERERE () FOELRREE (%)
21k 2329 1613561 13056£383 -309%561 -332 -286
658 Kt 1516 16455682 1308 387 -337 579 -367.-308
658 Ll L 758 K 593 1537 £463 1295369 -242 %500 -282 -20.2
758 L 220 1603 £632 1312+387 -291%575 -368 -215
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5. 51 FAXER

[1] Kaku K, Yamamoto K, Fukushima Y, Lliev H, Yasui A. Safety and effectiveness of empagliflozin
in Japanese patients with type 2 diabetes: final results of a 3-year post-marketing surveillance
study. Expert Opin. Drug Saf. 2022 Oct; 21(10): 1315-1328.



