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AFIZ—§2/Medicine in general

85 (11.8%)

131 (8.5%)

168 (8.7%)

222 (9.8%)

197 (9.9%)

;HIEZS RIS CH1EE ) /Gastroenterology

77 (10.7%)

183 (11.9%)

230 (12.0%)

275 (12.1%)

281 (14.2%)

EAE 23RS (BF - BB - %) /Hepato-biliary—pancreatic medicine

77 (10.7%)

115 (7.5%)

169 (8.8%)

188 (8.3%)

165 (8.3%)

EIREE N El ="/ Cardiology

94 (13.1%)

192 (12.5%)

203 (10.6%)

209 (9.2%)

187 (9.4%)

I IR 233 A EL S /Pneumology

87 (12.1%)

182 (11.8%)

223 (11.6%)

241 (10.6%)

166 (8.4%)

R 5 itk - 42 3B R £ 2 /Endocrinology and Metabolism

79 (11.0%)

129 (8.4%)

176 (9.2%)

193 (8.5%)

175 (8.8%)

1% - B RN ELF/Hematology and clinical oncology

108 (15.0%)

172 (11.2%)

203 (10.6%)

235 (10.3%)

204 (10.3%)

i N F122/Nephrology 57 (7.9%) 90 (5.9%) 79 (4.1%) 118 (5.2%) 108 (5.4%)
#BIRAEZ/Neurology 29 (4.0%) 48 (3.1%) 56 (2.9%) 97 (4.3%) 75 (3.8%)
BE%& 7L J/LEX—KR%E2E/Clinical immunology 22 (3.1%) 52 (3.4%) 48 (2.5%) 68 (3.0%) 53 (2.7%)
IR EE/Psychosomatic Internal Medicine 5 (0.7%) 12 (0.8%) 1 (0.1%) 7 (0.3%) 7 (0.4%)
B fE R R /Infectious disease 17 (2.4%) 36 (2.3%) 53 (2.8%) 49 (2.2%) 28 (1.4%)
ZEREZ/Geriatrics 13 (1.8%) 26 (1.7%) 26 (1.4%) 49 (2.2%) 32 (1.6%)
5 %5 —f%/Surgery in general 20 (2.8%) 47 (3.1%) 45 (2.3%) 86 (3.8%) 59 (3.0%)
SHAE B EICHIE ) /Gastrointestinal surgery 56 (7.8%) 154 (10.0%) 194 (10.1%) 228 (10.0%) 170 (8.6%)
SE1EER 5L Fl (BF- BB - f%) /Hepato—biliary—pancreatic surgery 49 (6.8%) 74 (4.8%) 116 (6.0%) 130 (5.7%) 100 (5.0%)
1 & 4} %52/ Vascular surgery 7 (1.0%) 22 (1.4%) 28 (1.5%) 28 (1.2%) 25 (1.3%)
PRI 284} 52/ Chest surgery 25 (3.5%) 55 (3.6%) 51 (2.7%) 79 (3.5%) 51 (2.6%)
R4 ihsh E 52 /Endocrine surgery 8 (1.1%) 11 (0.7%) 7 (0.4%) 19 (0.8%) 15 (0.8%)
ZLARSL R/ Breast surgery 29 (4.0%) 45 (2.9%) 63 (3.3%) 94 (4.1%) 73 (3.7%)
R AFLZ/Obsterics and gynecology 19 (2.6%) 46 (3.0%) 57 (3.0%) 82 (3.6%) 70 (3.5%)
INRELE/Pediatrics 21 (2.9%) 43 (2.8%) 66 (3.4%) 72 (3.2%) 62 (3.1%)
o . EE%l=:/Ophthalmolo 21 (2.9%) 49 (3.2%) 54 (2.8%) 111 (4.9%) 93 (4.7%)
KBRS/ Classification by spaciafty J"x"l§ﬂ$/pDermatolog TED 32 (2 1%) 21 (2.1%) 55 (2.4%) 29 (25%)
iR E2/Psychiatry 34 (4.7%) 44 (2.9%) 61 (3.2%) 93 (4.1%) 72 (3.6%)
H EIFMERELZE/Oto-rhino—laryngology 21 (2.9%) 51 (3.3%) 43 (2.2%) 75 (3.3%) 72 (3.6%)
B9 ELZE/ Orthopedics 26 (3.6%) 63 (4.1%) 58 (3.0%) 86 (3.8%) 81 (4.1%)
| PR 28 %l %/ Urology 21 (2.9%) 81 (5.3%) 94 (4.9%) 79 (3.5%) 78 (3.9%)
RS R E S /Radiology 38 (5.3%) 65 (4.2%) 102 (5.3%) 88 (3.9%) 84 (4.2%)
BRELELF/ Anesthesiology 7 (1.0%) 21 (1.4%) 35 (1.8%) 65 (2.9%) 87 (4.4%)
ARESLELF/Oral surgery 4 (0.6%) 19 (1.2%) 9 (0.5%) 22 (1.0%) 17 (0.9%)
A #£% 51 £l /Neurosurgery 14 (1.9%) 46 (3.0%) 43 (2.2%) 73 (3.2%) 55 (2.8%)
DI & 4 &1 52/ Cardiovascular surgery 29 (4.0%) 22 (1.4%) 22 (1.1%) 29 (1.3%) 25 (1.3%)
T2 B oh EL 22 /Plastic surgery 5 (0.7%) 13 (0.8%) 18 (0.9%) 17 (0.7%) 13 (0.7%)
E RS ELEE/ Aesthetic surgery 0 (0.0%) 3 (0.2%) 1.(0.1%) 3 (0.1%) 1.(0.1%)
B E/Laboratory medicine 4 (0.6%) 10 (0.7%) 5 (0.3%) 13 (0.6%) 15 (0.8%)
F#iEZ/Operative medicine 1.(0.1%) 9 (0.6%) 8 (0.4%) 13 (0.6%) 23 (1.2%)
A EZ/Emergency medicine 15 (2.1%) 25 (1.6%) 24 (1.2%) 24 (1.1%) 24 (1.2%)
i B= %2 /Blood transfusion 1 (0.1%) 2 (0.1%) 1 (0.1%) 5 (0.2%) 4 (0.2%)
=k # /Intensive care medicine 1% 9% 1% 1% 7 (0.9%
EhABBEER/ 8 (1.1%) 23 (1.5%) 32 (1.7%) 26 (1.1%) 17 (0.9%)
1J/\E))F— 3> E/Rehabilitation medicine 8 (1.1%) 31 (2.0%) 30 (1.6%) 52 (2.3%) 41 (2.1%)
%% /Dental medicine 3 (0.4%) 29 (1.9%) 22 (1.1%) 44 (1.9%) 37 (1.9%)
FE &% /Nursing 6 (0.8%) 6 (0.4%) 14 (0.7%) 15 (0.7%) 17 (0.9%)
=% %+ 9 /Not applicable 7 (1.0%) 32 (2.1%) 41 (2.1%) 37 (1.6%) 22 (1.1%)
B A/Adult 0 (0.0%) 0 (0.0%) 59 (3.1%) 172 (7.6%) 161 (8.1%)
/B /Child 0 (0.0%) 0 (0.0%) 9 (0.5%) 26 (1.1%) 18 (0.9%)




=21 /Safety 46 (6.4%) 98 (6.4%) 125 (6.5%) 129 (5.7%) 134 (6.8%)

£ #hE/Efficacy 251 (34.9%) 586 (38.1%) 639 (33.2%) 808 (35.5%) 703 (35.4%)

F L - BN/ Safety Efficacy 331 (46.0%) 606 (39.4%) 851 (44.3%) 976 (42.9%) 818 (41.2%)

Eiig—&fﬂ'*]'Eﬁrﬁ;‘]lﬁl%'ﬁ/Bio—equivalence 9 (1.3%) 15 (1.0%) 21 (1.1%) 29 (1.3%) 28 (1.4%)

. . =28 F 1% /Bio—availability 1.(0.1%) 18 (1.2%) 19 (1.0%) 28 (1.2%) 27 (1.4%)

H #12/Basic objectives? W) B8 /Pharmacokinetics 4(0.6%) 37 (2.4%) 40 (2.1%) 30 (1.3%) 24 (1.2%)

Z 1% /Pharmacodynamics 6 (0.8%) 15 (1.0%) 14 (0.7%) 16 (0.7%) 13 (0.7%)

EYENRE - FE HF/PK,PD 4 (0.6%) 10 (0.7%) 11 (0.6%) 19 (0.8%) 19 (1.0%)

%@;&/Others 67 (9.3%) 152 (9.9%) 203 (10.6%) 239 (10.5%) 218 (11.0%)

FER 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

[#2 RS/ Confirmatory 257 (35.7%) 480 (31.2%) 532 (27.7%) 598 (26.3%) 519 (26.2%)

RERDMEH1/Trial characteristics_1 % % B/Exploratory 228 (31.7%) 414 (26.9%) 526 (27.4%) 605 (26.6%) 487 (24.5%)
&R 234 (32.5%) 643 (41.8%) 865 (45.0%) 1071 (47.1%) 978 (49.3%)

ERBARY/Explanatory 95 (13.2%) 136 (8.8%) 188 (9.8%) 208 (9.1%) 176 (8.9%)

RERD1EE 2/ Trial characteristics_2 E 784/ Pragmatic 293 (40.8%) 574 (37.3%) 661 (34.4%) 778 (34.2%) 628 (31.7%)
FEIR 331 (46.0%) 827 (53.8%) 1074 (55.9%) 1288 (56.6%) 1180 (59.5%)

% I 48/Phase | 28 (3.9%) 46 (3.0%) 75 (3.9%) 60 (2.6%) 58 (2.9%)

% I - I#8/Phase LI 42 (5.8%) 45 (2.9%) 76 (4.0%) 62 (2.7%) 50 (2.5%)

% 1 48/Phase Il 128 (17.8%) 242 (15.7%) 270 (14.0%) 328 (14.4%) 219 (11.0%)

s _ % I - I 48/Phase ILII 9 (1.3%) 17 (1.1%) 20 (1.0%) 19 (0.8%) 16 (0.8%)
BERD Tz —X/Developmental phase %5 I 48,/Phase 1II 42 (5.8%) 58 (3.8%) 58 (3.0%) 82 (3.6%) 63 (3.2%)
E IV48/Phase IV 49 (6.8%) 83 (5.4%) 69 (3.6%) 70 (3.1%) 47 (2.4%)

5% %9 /Not applicable

177 (24.6%)

404 (26.3%)

513 (26.7%)

620 (27.3%)

541 (27.3%)

SAERDFEFE/Study type

E A TH A2 /Basic design

524 Ln{t/Randomization

FER 244 (33.9%) 642 (41.8%) 842 (43.8%) 1033 (45.4%) 990 (49.9%)
1t A/Interventional 618 (86.0%) 1282 (83.4%) 1585 (82.4%) 1858 (81.7%) 1535 (77.4%)
£RZ2/Observational 101 (14.0%) 255 (16.6%) 338 (17.6%) 416 (18.3%) 449 (22.6%)
ES! 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
A 47 EE R EL 8/ Parallel 329 (45.8%) 565 (36.8%) 668 (34.7%) 748 (32.9%) 694 (35.0%)
IO RA—/\—5AE&/Cross—over 29 (4.0%) 77 (5.0%) 94 (4.9%) 105 (4.6%) 90 (4.5%)
ZERATH A2 /Factorial 6 (0.8%) 4 (0.3%) 8 (0.4%) 18 (0.8%) 18 (0.9%)
B /Single arm 253 (35.2%) 633 (41.2%) 809 (42.1%) 983 (43.2%) 729 (36.7%)
#EET - H K 3% 5 /expanded access 1.(0.1%) 3 (0.2%) 6 (0.3%) 4 (0.2%) 4 (0.2%)
KER 101 (14.0%) 255 (16.6%) 338 (17.6%) 416 (18.3%) 449 (22.6%)
52% Lk/Randomized 330 (45.9%) 567 (36.9%) 694 (36.1%) 779 (34.3%) 710 (35.8%)
JES 4 Lik/Non-randomized 288 (40.1%) 715 (46.5%) 891 (46.3%) 1079 (47.4%) 825 (41.6%)

SEIN 101 (14.0%) 255 (16.6%) 338 (17.6%) 416 (18.3%) 449 (22.6%)

437 (60.8%)

994 (64.7%)

1249 (65.0%)

1458 (64.1%)

1156 (58.3%)

E
Z—7>/0pen —no one is blinded
FT—TUENAIEEMN TSRS TLVS/Open —but

assessor(s) are blinded

83 (11.5%)

130 (8.5%)

143 (7.4%)

165 (7.3%)

127 (6.4%)

HERSMEMNITSA VRSN TS EF#R/Single blind -

954> R4E/Blinding bartioipants are blinded 25 (3.5%) 45 (2.9%) 61 (3.2%) 76 (3.3%) 99 (5.0%)
== [ 9=, = . .
NARMEE - ARENITTVFESH TNSEER/ Single blind - 9 (1.3%) 18 (1.2%) 21 (1.1%) 28 (1.2%) 26 (1.3%)
investigator(s) and assessor(s) are blinded
— & 51 /Double blind —all involved are blinded 64 (8.9%) 95 (6.2%) 111 (5.8%) 131 (5.8%) 127 (6.4%)
RER 101 (14.0%) 255 (16.6%) 338 (17.6%) 416 (18.3%) 449 (22.6%)
T5tR v LXER/Placebo 63 (8.8%) 107 (7.0%) 133 (6.9%) 153 (6.7%) 138 (7.0%)
LB B /No treatment 60 (8.3%) 121 (7.9%) 146 (7.6%) 176 (7.7%) 151 (7.6%)
EE - ZHE LB X HR/ Active 216 (30.0%) 388 (25.2%) 453 (23.6%) 530 (23.3%) 455 (22.9%)
arkBa—JL/Control FAEXt#8/Dose comparison 17 (2.4%) 34 (2.2%) 50 (2.6%) 42 (1.8%) 46 (2.3%)
EX k)AL /Historical 51 (7.1%) 136 (8.8%) 140 (7.3%) 147 (6.5%) 128 (6.5%)
| #E%¢ B8/ Uncontrolled 211 (29.3%) 496 (32.3%) 663 (34.5%) 810 (35.6%) 617 (31.1%)
FRER 101 (14.0%) 255 (16.6%) 338 (17.6%) 416 (18.3%) 449 (22.6%)

SRERSE R ) A B4k iR /Publication of results

* /2% /Unpublished

581 (80.8%)

1343 (87.4%)

1776 (92.4%)

2137 (94.0%)

1909 (96.2%)

| A2 AT & D 7% 1 22 B8/ partially published 74 (10.3%) 106 (6.9%) 90 (4.7%) 91 (4.0%) 58 (2.9%)
RIEEENNTRINTLVS/Published 64 (8.9%) 88 (5.7%) 57 (3.0%) 46 (2.0%) 17 (0.9%)
IR 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)




