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1. Survey Results Monitoring Performance
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@ 1lI-4-3-1-2-2 Number of Sites per Monitoring (FTE) by Affiliation (Mean) [ Remove outliers] = p6
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lI1-4-3-1-2-1 Number of Sites per Monitoring (FTE) by Affiliation (Mean)
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lI1-4-3-1-2-2 Number of Sites per Monitoring (FTE) by Affiliation (Mean)
[ Remove outliers* ]
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1. Survey Results Global

EINEET 2 [ 1AV 0iRSES#Z B A EBA TILE]

B EMNETNRE -
I11-5-8-1-1 Number of Enrolled Subjects per Site in Global Studies (2013-2022) (Japan vs Target Country) =>p9

n ENBRITE
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@ 1I-5-8-6  Number of Enrolled Subjects per Site in Global Studies (2013-2022) [ Heat map with focus on
“Japan > Target Country/Area” ] = p 10

@ 1I-5-8-6-1  Number of Enrolled Subjects per Site in Global Studies (1) [ Heat map with focus on “Japan >
Target Country/Area” ] =»p 11

3 1I-5-8-6-2  Number of Enrolled Subjects per Site in Global Studies (2 ) [ Heat map with focus on “Japan >
Target Country/Area” ] =»p 12

@ 111-5-8-6-3  Number of Enrolled Subjects per Site in Global Studies (3 ) [ Heat map with focus on “Japan >
Target Country/Area” ] =»p 13

® 1I-5-8-6-4  Number of Enrolled Subjects per Site in Global Studies (4) [ Heat map with focus on “Japan >

Target Country/Area” ] =»p 14
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111-5-8-6-5 Number of Enrolled Subjects per Site in Global Studies [ Line graph with focus “Japan > Target
Country/Area” by target region/country] =»p 15

111-5-8-6-6 Number of Enrolled Subjects per Site in Global Studies [ Line graph with focus on “Japan > Target
Country/Area” by clinical trial type] =»p 16

111-5-9-1 Number of Enrolled Subjects per Site in Global Studies (2013-2022) =»p 17
111-5-9-2 Number of Enrolled Subjects per Site in Global Studies (2013-2015) =»p 18
111-5-9-3 Number of Enrolled Subjects per Site in Global Studies (2016-2018) =»p 19
111-5-9-4 Number of Enrolled Subjects per Site in Global Studies (2019-2022) = p 20
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I11-5-8-1-1 Number of Enrolled Subjects per Site in Global Studies (2013-2022)
(Japan vs Target Country)
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I11-5-8-6  Number of Enrolled Subjects per Site in Global Studies (2013-2022)
[ Heat map with focus on “Japan > Target Country/Area” ]

inferior - 21~30% 31~40% 41~50% 51~60% - superior

Target Country * USA EUROPE ASIA CHINA
# of Protocols 165 139 129 112 30
Japan > Target Country/Area** 38.2% 54.7% 41.9% 39.3% 26.7%
Target Country * USA EUROPE ASIA CHINA
Onco./Non-Onco.
Onco. Non-Onco. Onco. Non-Onco. Onco. Non-Onco. Onco. Non-Onco. Onco. Non-Onco.
# of Protocols 43 122 34 105 29 100 33 79 5 25
Japan > Target Country/Area** 32.6% 40.2% 55.9% 54.3% 41.4% 42.0% 33.3% 41.8% 28.0%
Target Country * USA EUROPE ASIA CHINA
Rare/Non-Rare
Rare Non-Rare Rare Non-Rare Rare Non-Rare Rare Non-Rare Rare Non-Rare
# of Protocols 21 144 20 119 16 113 1 101 5 25
Japan > Target Country/Area** 38.1% 38.2% - 52.9% 37.5% 42.5% 36.4% 39.6% 28.0%
Trial Scale Target Country * USA EUROPE ASIA CHINA
Small/Large ** Small Large Small Large Small Large Small Large Small Large
# of Protocols 69 96 56 83 46 83 35 77

[(e]
N
e

Japan > Target Country/Area** 44.9% 33.3% - 50.6% 50.0% 37.3% 40.0% 39.0% 33.3%

* Target Country: KE, BIN (TFVRA FAYATUT ARV AFVR) (TIT (BH EE, 87E) . FE
** Trial Scale: Small(3#3 BAZAERIZR299L  F SOV, Largeld#s BAZFERF #5300 Lo ORI

*** Japan > Target Country/Area: 1H85% 47U DI SEFIEIC DOV T, BANKRE i) & LEATEVWEN TN SOV EIE (%) Japan > Target Country/Areabl4h(3p17~20%5 88 10/ 23



111-5-8-6-1  Number of Enrolled Subjects per Site in Global Studies (1)
[ Heat map with focus on “Japan > Target Country/Area” ]
inferior <20% 21~30% 31~40% 41~50% 51~60% > 60% superior
All
Target Country * USA EUROPE ASIA CHINA
# of Protocols ‘(J;aozanr:r;/;fégff # of Protocols é%%i',:r;/;zg*ef # of Protocols éiﬁr:r;/lfégff # of Protocols Jciiiqr;/lfggff # of Protocols é%%i',:r;/;zg*ef

2013-2022 165 38.2% 139 54.7% 129 41.9% 112 39.3% 30 26.7%

2013-2015 62 33.9% 50 54.0% 46 43.5% 50 40.0% 6 16.7%

2016-2018 61 34.4% 52 50.0% 52 32.7% 44 34.1% 13 30.8%

2019-2022 42 50.0% 37 62.2% 31 54.8% 18 50.0% 11 27.3%

* Target Country: KE., BN (ITVA PV AFUT ARV AFYR) [ TIT (BE R, 578) . FE

** Japan > Target Country/Area: 1HE:% =Y DR SREFIEICOVT, BANN RE (Hhigh) & LA TEWENTWZ) TOMIEDEIE (%)

Japan > Target Country/ArealA A\ ($p17~20%5 18
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I11-5-8-6-2  Number of Enrolled Subjects per Site in Global Studies (2) e
M 1 n v =
[ Heat map with focus on “Japan > Target Country/Area” ] EEE
inferior < 20% 21~30% 31~40% 41~50% 51~60% > 60% superior
Oncology
Target Country * USA EUROPE ASIA CHINA
Japan > Target Japan > Target Japan > Target Japan > Target Japan > Target
# of Protocols Country/Area** # of Protocols Country/Area** # of Protocols Country/Area** # of Protocols Country/Area* # of Protocols Country/Area**
2013-2022 43 32.6% 34 55.9% 29 41.4% 33 33.3% 5 20.0%
2013-2015 30 30.0% 23 60.9% 21 47.6% 27 29.6% 4 25.0%
2016-2018 10 40.0% 8 50.0% 6 16.7% 5 40.0% 1 0.0%
2019-2022 3 33.3% 3 33.3% 2 50.0% 1 100.0% 0 -
Non-oncology
Target Country * USA EUROPE ASIA CHINA
Japan > Target Japan > Target Japan > Target Japan > Target Japan > Target
# of Protocols Country/Area™ # of Protocols Country/Area™ # of Protocols Country/Area™ # of Protocols Country/Area™ # of Protocols Country/Area™
2013-2022 122 40.2% 105 54.3% 100 42.0% 79 41.8% 25 28.0%
2013-2015 32 37.5% 27 48.1% 25 40.0% 23 52.2% 2 0.0%
2016-2018 51 33.3% 44 50.0% 46 34.8% 39 33.3% 12 33.3%
2019-2022 39 51.3% 34 64.7% 29 55.2% 17 47.1% 11 27.3%

* Target Country: KE., BN (ITVA PV AFUT ARV AFYR) [ TIT (BE R, 578) . FE

** Japan > Target Country/Area: 1HEE% H2Y QIR SREFEICDOVT, BAN T RE (i) L LR TEWEN TVW2) TO IO EIE (%)

Japan > Target Country/ArealA A\ ($p17~20%5 18
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11I-5-8-6-3  Number of Enrolled Subjects per Site in Global Studies (3)
[ Heat map with focus on “Japan > Target Country/Area” ]

inferior - 21~30% 31~40% 41~50% 51~60% - superior

Rare
Target Country * USA EUROPE ASIA CHINA
# of Protocols ‘é‘(‘)ﬁ?&&ggf} # of Protocols | ‘(J:ao%ir,:r;/;zg*ef # of Protocols éaozanr:r;&zgff # of Protocols ‘(J:?)ﬁrt'r;/;fgg*ef # of Protocols | ‘(J:ao%ir,:r;/;zg*ef
2013-2022 21 38.1% 20 16 37.5% 1 36.4% 5
2013-2015 10 40.0% 10 9 33.3% 6 50.0% 2
2016-2018 7 57.1% 6 5 60.0% 4 25.0% 2
Non-rare
Target Country * USA EUROPE ASIA CHINA
# of Protocols é?)ﬁ]rtlr;/lzg?f # of Protocols éizir:r;/;zgff # of Protocols ‘Jciﬁrt‘r;&zg*e*t # of Protocols Jciﬁr:r;/;:gff # of Protocols éizir:r;/;?;gff
2013-2022 144 38.2% 119 52.9% 113 42.5% 101 39.6% 25 28.0%
2013-2015 52 32.7% 40 50.0% 37 45.9% 44 38.6% 4 -
2016-2018 54 31.5% 46 45.7% 47 29.8% 40 35.0% 11 27.3%
2019-2022 38 55.3% 33 - 29 58.6% 17 52.9% 10 30.0%

* Target Country: KE., BN (ITVA Y ATUT ARIMY AFYR) [ TIT (HE R, 878) . FE
*** Japan > Target Country/Area: 158E% 47U DI SFEFIZIC DN T, BRSNS RE (i) & EATHVWENTWE) TORINEDOEIE (%)

Japan > Target Country/Areal{#}\ [3p17~20% 588 13/ 23



I11-5-8-6-4

Number of Enrolled Subjects per Site in Global Studies (4)

[ Heat map with focus on “Japan > Target Country/Area” ]

inferior - 21~30% 31~40% 41~50% 51~60% - superior
Trial Scale Small***
Target Country * USA EUROPE ASIA CHINA
# of Protocols ‘é‘:)ﬁ?;&fggf} # of Protocols | ‘(J:ao%ir,:r;/;zg*ef # of Protocols éaoﬁr:r;/;zgff # of Protocols ‘é?)ﬁrt'r;/;fgg?f # of Protocols | ‘(J:ao%ir,:r;/;zg*ef
2013-2022 69 44.9% 56 46 50.0% 35 40.0% 9
2013-2015 24 41.7% 17 14 50.0% 16 50.0% 2
2016-2018 24 41.7% 19 19 47.4% 12 41.7% 3
2019-2022 21 52.4% 20 13 53.8% 7 - 4
Trial Scale Large***
Target Country * USA EUROPE ASIA CHINA
# of Protocols é?)ﬁ]rtlr;/lzgs*t # of Protocols éizir:r;/;zgff # of Protocols ‘éiﬁ?r;/lzgit # of Protocols Jciﬁr:r;/;:gff # of Protocols éizir:r;/lzgff
2013-2022 96 33.3% 83 50.6% 83 37.3% 77 39.0% 21 33.3%
2013-2015 38 28.9% 33 48.5% 32 40.6% 34 35.3% 4 -
2016-2018 37 29.7% 33 48.5% 33 24.2% 32 31.3% 10 40.0%
2019-2022 21 47.6% 17 58.8% 18 55.6% 11 - 7 28.6%

* Target Country: KE., BN (ITVA PV AFUT ARV AFYR) [ TIT (BE R, 578) . FE
** Japan > Target Country/Area: 1HEE% Y DR SEFEICOVT, BAN R RE (bish) & LATEWENTNZ) TORIVEDEIE (%)
**+ Trial Scale: SmalllZ#8 B=ZEEFIZR299 U T DO M)V, Largeld s BAZREHIZR300 L ORIV

Japan > Target Country/ArealA#\[$p17~20%5 18



I11-5-8-6-5 Number of Enrolled Subjects per Site in Global Studies

[ Line graph with focus on “Japan > Target Country/Area” by target region/country ]

All

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0%

Target Country =~ sececeeee USA = === EUROPE
- = =ASIA

LN
LN
......
...........
...........
............
......

2013-2015 2016-2018 2019-2022

Oncology

100% .
80% 7
60%

.......
.......

40% .~ Z e "::

~ ~ d
20% ‘~ . \\\"

0% - -
2016-2018

2013-2015

Rare
100%

2019-2022

80%
60%
40%

20%

0%
2013-2015 2016-2018

Tl;(i)g/l Scale Large

2019-2022

80%
60%
40%

20%

0%
2013-2015

2016-2018

2019-2022

E NIRRT ITOT-IRAY M I TUINE D D BVNEDHH D, ET-IR1Y O IIp17~2052 S 18,

Non-Oncology

100%
80%
60%
40%
20%

0%
2013-2015

Non-Rare
100%

2016-2018 2019-2022

80%
60%
40%

20%

0%
2013-2015 2016-2018

'I:g(i]gll Scale Small

2019-2022

80%
60%
40%
20%

0%

2016-2018

2013-2015 2019-2022

15/ 23



I11-5-8-6-6 Number of Enrolled Subjects per Site in Global Studies
[ Line graph with focus on “Japan > Target Country/Area” by clinical trial type ]

vs Target Country vs USA vs EUROPE
AL eeeees Onco. 100% 100%
...... Non-Onco. -mee Rgre 90% 90%
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111-5-9-1 Number of Enrolled Subjects per Site in Global Studies (2013-2022)

Number of Enrolled Subjects per Site in
USA EUROPE ASIA China Target Country
% N % N % N % N %

Total 139 129 112 30 165
ALL Japan > Target Country/Area 76 54.7% 54  41.9% 44  39.3% 8 26.7% 63 38.2%
Japan < Target Country/Area 61 43.9% 75 58.1% 67 59.8% 22 73.3% 102 61.8%
Japan = Target Country/Area (within =20%) 30 21.6% 25  19.4% 23 20.5% 6 20.0% 30 18.2%

Total 34 29 33 5 43
Onco. Japan > Target Gountry/Area 19  55.9% 12 41.4% 11 33.3% 1 20.0% 14  32.6%
Japan < Target Country/Area 14  41.2% 17 58.6% 22  66.7% 4  80.0% 29 67.4%
Japan = Target Country/Area (within =20%) 7 20.6% 4 13.8% 4 12.1% 1 20.0% 9  20.9%

Total 105 100 79 25 122
Non-Onco. Japan > Target Country/Area 57 54.3% 42  42.0% 33  41.8% 7 28.0% 49  40.2%
Japan < Target Country/Area 47  44.8% 58 58.0% 45 57.0% 18 72.0% 73 59.8%
Japan = Target Country/Area (within =20%) 23 21.9% 21 21.0% 19  24.1% 5 20.0% 21 17.2%

Total 20 16 11 5 21
Rare Japan > Target CGountry/Area 13 65.0% 6 37.5% 4  36.4% 1 20.0% 8 38.1%
Japan < Target Country/Area 7 35.0% 10 62.5% 7 63.6% 4 80.0% 13 61.9%
Japan = Target Country/Area (within =20%) 3 15.0% 5 31.3% 0 0.0% 0 0.0% 2 9.5%

Total 119 113 101 25 144
Non—Rare Japan > Target Country/Area 63 52.9% 48  42.5% 40 39.6% 7 28.0% 55 38.2%
Japan < Target Country/Area 54 45.4% 65 57.5% 60 59.4% 18  72.0% 89 61.8%
Japan = Target Country/Area (within =20%) 27  22.7% 20 17.7% 23 22.8% 6 24.0% 28  19.4%

Total 83 83 77 21 96
Trial Scale |Japan > Target Country/Area 42  50.6% 31 37.3% 30 39.0% 7  33.3% 32  33.3%
Large Japan < Target Country/Area 40 48.2% 52  62.7% 47 61.0% 14 66.7% 64 66.7%
Japan = Target Country/Area (within =20%) 19  22.9% 16 19.3% 16 20.8% 6 28.6% 19 19.8%

Total 56 46 35 9 69
Trial Scale |Japan > Target Country/Area 34 60.7% 23 50.0% 14  40.0% 1 11.1% 31 44.9%
Small Japan < Target Country/Area 21 37.5% 23 50.0% 20 57.1% 8 88.9% 38 55.1%
Japan = Target Country/Area (within +20%) 11 19.6% 9 19.6% 7 20.0% 0 0.0% 11 15.9%

N : Number of Protocols

EUROPE :
France, Germany, Italy, Spain, UK

ASIA :
Hong Kong, South Korea, Taiwan

Target Country :

USA, China,

France, Germany, Italy, Spain, UK
Hong Kong, South Korea, Taiwan

Trial Scale Large :
300 or more Objective Cases

Trial Scale Small :
Under 300 Objective Cases

17/ 23



111-5-9-2 Number of Enrolled Subjects per Site in Global Studies (2013-2015)

Number of Enrolled Subjects per Site in
USA EUROPE ASIA China Target Country
% N % N % N % N %

Total 50 46 50 6 62
ALL Japan > Target Country/Area 27  54.0% 20 43.5% 20  40.0% 1 16.7% 21 33.9%
Japan < Target Country/Area 22  44.0% 26 56.5% 30 60.0% 5 83.3% 41 66.1%
Japan = Target Country/Area (within =20%) 15  30.0% 9 19.6% 8 16.0% 1 16.7% 15 24.2%

Total 23 21 27 4 30
Onco Japan > Target Gountry/Area 14  60.9% 10  47.6% 8 29.6% 1 25.0% 9 30.0%
' Japan < Target Country/Area 8 34.8% 11 52.4% 19 70.4% 3 75.0% 21 70.0%
Japan = Target Country/Area (within =20%) 7 30.4% 3 14.3% 3 11.1% 1 25.0% 8 26.7%

Total 27 25 23 2 32
Non-Onco Japan > Target Country/Area 13 48.1% 10 40.0% 12 52.2% 0 0.0% 12 37.5%
" [Japan < Target Country/Area 14  51.9% 15  60.0% 11 47.8% 2 100.0% 20 62.5%
Japan = Target Country/Area (within =20%) 8 29.6% 6 24.0% 5 21.7% 0 0.0% 7  21.9%

Total 10 9 6 2 10
Rare Japan > Target CGountry/Area 7 70.0% 3 33.3% 3 50.0% 0 0.0% 4  40.0%
Japan < Target Country/Area 3 30.0% 6  66.7% 3 50.0% 2 100.0% 6 60.0%
Japan = Target Country/Area (within =20%) 2 20.0% 3 33.3% 0 0.0% 0 0.0% 2  20.0%

Total 40 37 44 4 52
Non—Rare Japan > Target Country/Area 20  50.0% 17  45.9% 17  38.6% 1 25.0% 17 32.7%
Japan < Target Country/Area 19  47.5% 20 54.1% 27 61.4% 3  75.0% 35 67.3%
Japan = Target Country/Area (within =20%) 13 32.5% 6 16.2% 8 18.2% 1 25.0% 13 25.0%

Total 33 32 34 4 38
Trial Scale |Japan > Target Country/Area 16 48.5% 13 40.6% 12 35.3% 1 25.0% 11 28.9%
Large Japan < Target Country/Area 16 48.5% 19  59.4% 22 64.7% 3 75.0% 27 71.1%
Japan = Target Country/Area (within =20%) 9 27.3% 5 15.6% 4 11.8% 1 25.0% 7 18.4%

Total 17 14 16 2 24
Trial Scale |Japan > Target Country/Area 11 64.7% 7 50.0% 8 50.0% 0 0.0% 10 41.7%
Small Japan < Target Country/Area 6 35.3% 7 50.0% 8 50.0% 2 100.0% 14 58.3%
Japan = Target Country/Area (within =20%) 6 35.3% 4 28.6% 4  25.0% 0 0.0% 8 33.3%

N : Number of Protocols

EUROPE :
France, Germany, Italy, Spain, UK

ASIA :
Hong Kong, South Korea, Taiwan

Target Country :

USA, China,

France, Germany, Italy, Spain, UK
Hong Kong, South Korea, Taiwan

Trial Scale Large :
300 or more Objective Cases

Trial Scale Small :
Under 300 Objective Cases
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111-5-9-3 Number of Enrolled Subjects per Site in Global Studies (2016-2018)

Number of Enrolled Subjects per Site in
USA EUROPE ASIA China Target Country
% N % N % % N %

Total 52 52 44 13 61
ALL Japan > Target Country/Area 26 50.0% 17 32.7% 15 34.1% 4 30.8% 21 34.4%
Japan < Target Country/Area 26 50.0% 35 67.3% 29  65.9% 9 69.2% 40 65.6%
Japan = Target Country/Area (within =20%) 7 13.5% 9 17.3% 10 22.7% 2 15.4% 8 13.1%

Total 8 6 5 1 10
Onco Japan > Target Gountry/Area 4 50.0% 1 16.7% 2 40.0% 0 0.0% 4 40.0%
' Japan < Target Country/Area 4 50.0% 5 83.3% 3 60.0% 1 100.0% 6 60.0%
Japan = Target Country/Area (within =20%) 0 0.0% 1 16.7% 1 20.0% 0 0.0% 1 10.0%

Total 44 46 39 12 51
Non-Onco Japan > Target Country/Area 22  50.0% 16 34.8% 13 33.3% 4 33.3% 17 33.3%
" [Japan < Target Country/Area 22  50.0% 30 65.2% 26 66.7% 8 66.7% 34 66.7%
Japan = Target Country/Area (within =20%) 7 15.9% 8 17.4% 9 23.1% 2  16.7% 7 13.7%

Total 6 5 4 2 7
Rare Japan > Target CGountry/Area 5 83.3% 3 60.0% 1 25.0% 1 50.0% 4 57.1%
Japan < Target Country/Area 1 16.7% 2 40.0% 3 75.0% 1 50.0% 3 42.9%
Japan = Target Country/Area (within =20%) 0 0.0% 2  40.0% 0 0.0% 0 0.0% 0 0.0%

Total 46 47 40 11 54
Non—Rare Japan > Target Country/Area 21 45.7% 14  29.8% 14  35.0% 3 27.3% 17  31.5%
Japan < Target Country/Area 25  54.3% 33 70.2% 26 65.0% 8 72.7% 37 68.5%
Japan = Target Country/Area (within =20%) 7 15.2% 7  14.9% 10 25.0% 2  18.2% 8 14.8%

Total 33 33 32 10 37
Trial Scale |Japan > Target Country/Area 16 48.5% 8  24.2% 10 31.3% 4  40.0% 11 29.7%
Large Japan < Target Country/Area 17 51.5% 25 75.8% 22  68.8% 6 60.0% 26 70.3%
Japan = Target Country/Area (within =20%) 7 21.2% 7  21.2% 9 28.1% 2  20.0% 8 21.6%

Total 19 19 12 3 24
Trial Scale [Japan > Target Country/Area 10  52.6% 9 474% 5 41.7% 0 0.0% 10 41.7%
Small Japan < Target Country/Area 9 47.4% 10 52.6% 7 58.3% 3 100.0% 14 58.3%
Japan = Target Country/Area (within =20%) 0 0.0% 2 10.5% 1 8.3% 0 0.0% 0 0.0%

N : Number of Protocols

EUROPE :
France, Germany, Italy, Spain, UK

ASIA :
Hong Kong, South Korea, Taiwan

Target Country :

USA, China,

France, Germany, Italy, Spain, UK
Hong Kong, South Korea, Taiwan

Trial Scale Large :
300 or more Objective Cases

Trial Scale Small :
Under 300 Objective Cases
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111-5-9-4 Number of Enrolled Subjects per Site in Global Studies (2019-2022)

Number of Enrolled Subjects per Site in
USA EUROPE ASIA China Target Country
% N % N % N % N %

Total 37 31 18 11 42
ALL Japan > Target Country/Area 23  62.2% 17 54.8% 9 50.0% 3 27.3% 21 50.0%
Japan < Target Country/Area 13 35.1% 14  45.2% 8 44.4% 8 72.7% 21 50.0%
Japan = Target Country/Area (within =20%) 8 21.6% 7 22.6% 5 27.8% 3  27.3% 7 16.7%

Total 3 2 1 0 3
Onco Japan > Target Gountry/Area 1 33.3% 1 50.0% 1 100.0% - - 1 33.3%
' Japan < Target Country/Area 2  66.7% 1 50.0% 0 0.0% - - 2 66.7%
Japan = Target Country/Area (within =20%) 0 0.0% 0 0.0% 0 0.0% - - 0 0.0%

Total 34 29 17 11 39
Non-Onco Japan > Target Country/Area 22  64.7% 16 55.2% 8 47.1% 3 27.3% 20 51.3%
" [Japan < Target Country/Area 11 32.4% 13 44.8% 8 47.1% 8 72.7% 19 48.7%
Japan = Target Country/Area (within =20%) 8 23.5% 7  24.1% 5 29.4% 3 27.3% 7  17.9%

Total 4 2 1 1 4
Rare Japan > Target CGountry/Area 1 25.0% 0 0.0% 0 0.0% 0 0.0% 0 0.0%
Japan < Target Country/Area 3 75.0% 2 100.0% 1 100.0% 1 100.0% 4 100.0%
Japan = Target Country/Area (within =20%) 1 25.0% 0 0.0% 0 0.0% 0 0.0% 0 0.0%

Total 33 29 17 10 38
Non—Rare Japan > Target Country/Area 22  66.7% 17  58.6% 9 529% 3 30.0% 21 55.3%
Japan < Target Country/Area 10  30.3% 12 41.4% 7  41.2% 7 70.0% 17  447%
Japan = Target Country/Area (within =20%) 7 21.2% 7  24.1% 5 29.4% 3 30.0% 7 18.4%

Total 17 18 11 7 21
Trial Scale |Japan > Target Country/Area 10 58.8% 10 55.6% 8 72.7% 28.6% 10 47.6%
Large Japan < Target Country/Area 7 41.2% 8 44.4% 3 27.3% 5 71.4% 11 52.4%
Japan = Target Country/Area (within =20%) 3 17.6% 4 22.2% 3 27.3% 3 42.9% 4  19.0%

Total 20 13 7 4 21
Trial Scale |Japan > Target Country/Area 13 65.0% 7 53.8% 1 14.3% 1 25.0% 11 52.4%
Small Japan < Target Country/Area 6 30.0% 6 46.2% 5 71.4% 3 75.0% 10  47.6%
Japan = Target Country/Area (within =20%) 5 25.0% 3  23.1% 2 28.6% 0 0.0% 3  14.3%

N : Number of Protocols

EUROPE :
France, Germany, Italy, Spain, UK

ASIA :
Hong Kong, South Korea, Taiwan

Target Country :

USA, China,

France, Germany, Italy, Spain, UK
Hong Kong, South Korea, Taiwan

Trial Scale Large :
300 or more Objective Cases

Trial Scale Small :
Under 300 Objective Cases
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Working Group Members

Performance Working Group members (%50 /B)
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