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1,017 new drugs were approved in Japan
between FY2007 and FY2015

896 drugs were excluded according to the exclusion
criteria

- Bridging studies (23 drugs)

- Japanese-only studies (873 drugs)

121 drugs/175 studies were approved
based on data from GCTs
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Figure 4
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#1 ET7 T ROKEBET V7 HEOERFEIC X % BWERESREEE
(2020/10/04 K50 VigiBase £ V)

—M4 o at=l)) Japan Korea China Philippines Thailand  Malaysia
Insulin A2 322 850 515 215 105 1310
Insulin glargine  4¥&Yy7+ny 893 7279 485 409 nd 160
Sitagliptin DPP-4BEZE & 1,707 nd 207 751 nd 153
Metformin 774 RK%R 1,615 5461 5588 137 1518 4006
nd: not determined (N<50)

(A) RIVERERS] & OEEEIE B O &S5k
2,000,000
1782014 = Non-serious
500000 = Serious
R 1314473 = Unknown
1,000,000
500000 448416 397645
. 35026 -

Japan Korea

Philippines  Thailand

Malaysia Singapore

(B) HEHESEN(Serious) i A DEIE

=

=

=

E  Japan Korea
L 448416 1782014

1314473

Philippines  Thailand
35026

m Non-serious ® Serious = Unknown

100%
75
50
25

0%

Malaysia Singapore

397645 136162 251855

M1 BEEROEET V7 5EOBIERREHEE CEEIES(serious) DEIE O LBk

(2020/10/04 I 15 > VigiBase & v )
Serious (EFEHI) : death, life threatening, caused/prolonged hospitalization,

disabling/incapacitating, congenital anomaly/birth defect, other medically important condition
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100% 0
80%
9%
60%
0% 0%
20% 2%
o "
®

Chir Phllippnet Thialiand mlmh Sk‘lg‘pﬁf! = Jaoan China Philiooines Thailind Halavsia

(B) )=
Xl
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5 o20% II|
i
H
i || | ||
’“ h L
Japan Korea China Philippines Thailand Malaysia Singapore
HEEH
40%
= 0%
@
b
= 205
&
i"!‘
< ol ol i el el S
Japan Korea China Philippines Thailand Malaysia

0-27 days 28 daysto 23 months m2-11years m12-17years m18-44years md5-64years m65-Tdyears m=T75years ®Unknown

(C) #wi#H
SE B
Korea Philippines Thailand Malaysla Singapore
%m
- Korea Philippines Thailand Mdzysia

B2 REROKM7 V7% EOBIWERBEEG OEARMER O E O EM gk
fEdh < BB AAER] £ 7L EIEH] O 2 IS T 58S (%)
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I b I?'-JLi MJ tn IIJL... IJ ] ld i

Japan Korea China Philippines Thailand Malaysia
® A: ALIMENTARY TRACT AND METABOLISM = B: BLOOD AND BLOOD FORMING ORGANS uC: CARDIOVASCULAR SYSTEM
u D: DERMATOLOGICALS B G: GENITO URINARY SYSTEM AND SEX HORMONES u.J: ANTIINFECTIVES FOR SYSTEMIC USE
L: ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS ~ m M: MUSCULO-SKELETAL SYSTEM = N: NERVOUS SYSTEM
® R: RESPIRATORY SYSTEM | §: SENSORY ORGANS
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# 1 BEARRBROMASLYE & BRI EYE

Inclusion Exclusion

Study design Randomized clinical trial (RCT) Pooled analysis of multiple
RCT, Pre-clinical study,
rationale of study design

without results

Participants Rheumatoid arthritis, RA Healthy volunteers, non-RA

Intervention Methotrexate combination therapy with | Non-biologics, biologics
other DMARs monotherapy, DMARSs

Comparators Methotrexate monotherapy Placebo, no-comparator
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#* 3 HAGBR

RERELS BE5E (mg) g; ACR20 | ACR50 | ACR70
H

CDP870-041 6-8 12 28.6 7.8 0
JNS012-JPN-03 | 6-8 12 27.3 9.1 2.3
A3921039 6- 12 14.3
TA-650-P3-01 6- 12 25.6 9.3
EFC14059 6-16 12 6.2 1.2
14V-JE-JADN 12 30.6 8 0

REE 22.2 6.8
Fa4 TUTRINEBVRER
= = = = Byg B
RERELS BEE (mg) ACR20 | ACR50 | ACR70 ACR20 | ACR50 | ACR70

AR HARS

CO524T02 10 mghBLL £ 12 37.1 37.1 8.6
CO524T05 10-20 24 49.4 29.4 15.6
CO524T06 15 mg ~ 25 mg/& 12 33.1 9.8 3.8 24 27.8 13.5 5.3
14V-MC-JADA | 15mg/B K 12 41 10 2
14V-MC-JADV | 15mghBK 12 40.2 16.8 4.7 24 36.7 19.3 8
14V-MC-JADZ | 10-20, 7.5-12.5 24 61.9 43.3 21.4

REE 38.9 15.6 29.8 16.1
#E5 A —IT URNDBVERER
T —m = | = E’q_' E’q_.
HERiES BEE (mg) ACR20 | ACR50 | ACR70 ACR20 | ACR50 | ACR70

FAR HARS

LRO301 10-25 12 40.8 28.6 16.3
IM101-100 10~30 24 35.3 11.8 1.7
IM101-102 10~30 24 39.7 16.8 6.5
IM101-043 15 mg MUt 24 41.8 20 9.1
CDP870-014 | 15~25mg 24 22.9 5.9 2
CDP870-027 | 10mg 2 E 24 13.6 7.6 3
CDP870-050 | 10mg Ut 24 8.7 3.1 0.8
CDP870-077 | 10mg~25mg 12 92.8 56.5 24.6
16.0014 15 mg ~ 25 mg 12 33 0 0 24 27 3 0
A3921025 7.5~25mg 12| 34.78
C0O168T15/17 | 10mg 12 14.3
C0O168T41 25mghBLLTF 24 25.5

REE 26.5 7.7
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