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Alzheimer’s
Disease

Data Correction

Type || DM

Data Correction

Data Correction Rate

Data Correction

Solid Tumor

Data Correction

Data Correction

Breast Gastroesophageal Colorectal
Cancer Cancer Cancer

Data Correction

Data Correction

Data Correction

) Rate (%) country Rate (%) Rate (%) ) ) Rate (%) Rate (%)

China 24 China 70 Taiwan 6.2 Japan 71 Japan 74 Japan 6.4 Japan 74 Japan 69

South Korea 58 I Japan 75 I I Japan 6.4 Taiwan 75 Taiwan 75 Taiwan 7 Taiwan 78 Taiwan 79

I Japan 5.9 Hungary 786 China 6.6 Canada 76 China 79 South Korea 74 South Korea 8.1 South Korea 79
Poland 6.0 South Korea 80 South Korea 6.7 South Korea 79 South Korea 8.0 Canada 74 Canada 82 China 84
United States 6.3 Taiwan 8.4 Poland 6.9 Belgium 8.3 Canada 8.3 Belgium 77 Netherlands 84 Canada 88
France 6.4 United States 9.0 Canada 74 United States 86 Belgium 85 China 7 China 9 Netherlands 88

Italy 6.6 Poland 91 Belgium 75 Brazil 88 Spain 88 ltaly 8.1 United States 93 United States 9

Taiwan 6.8 Canada 9.2 France 77 Poland 88 Germany 9.2 Brazil 8.1 Belgium 96 Spain 9.1
Canada 69 Australia 92 Netherlands 78 Italy 8.8 United States 92 France 83 Spain 96 Poland 92
Belgium 7.0 United Kingdom 98 taly 79 Spain 838 Australia 93 Spain 84 France 9.8 Australia 94
Australia 71 Czechia 10.1 United States 8.0 China 89 France 95 Poland 87 Germany 99 Belgium 95
Germany 71 Germany 104 Germany 83 Australia 93 Poland 95 United States 9 ltaly 10.4 Italy 96
Spain 72 Spain 105 Spain 84 France 93 Italy 96 Australia 9.1 Poland 106 United Kingdom 1041
United Kingdom 79 Italy 10.6 Australia 86 Germany 9.6 Netherlands 97 United Kingdom 95 United Kingdom 10.7 Gemany 10.1
Netherlands 8.2 Denmark 19 United Kingdom 88 United Kingdom 9.9 United Kingdom 10.0 Germany 95 Australia 10.8 France 10.5

Data Correction Rate: The average data correction rate across all study-sites located in the country. Each study-site's data correction
rate is calculated by dividing the number of user-entered data points that were modified 4 hours or more after the initial entry time at
the study-site by the number of user-entered data points at the study-site.
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Alzheimer’s
Disease

Type || DM

Lung Cancer

Query Cycle Time

Gastroesophageal
Cancer

Breast
Cancer

Colorectal
Cancer

Country Query(gz;:)a Time 0 e o ° Country Query([():zl;:)e UL 0 e = Country Query(tc)::;:; Time ; Que o e Time G Query( g:;:)e Time Country Query( g:;slz)e Time
China 28 Japan 6.3 China 93 Japan 9.5 Germany 106 Japan 8.1 Netherlands 9.8 Canada 10.7
France 9.4 Denmark 6.9 Germany 11.0 Brazil 10.1 South Korea 107 Brazil 9.7 Taiwan 100 China 114
Spain 94 Italy 7.1 Spain 1.1 Australia 1.3 Australia 107 Australia 98 Japan 103 Netherlands 116
Japan 9.6 Spain 8.7 Netherlands 1.2 Canada 1.3 Japan 10.9 Canada 1.2 Germany 109 Australia 1.7
Taiwan 96 Taiwan 9.0 Taiwan 1.3 Germany 1.8 China 16 Belgium 1.5 Belgium 14 Japan 1.8
Poland 10.7 United Kingdom 9.0 Italy 11.4 Taiwan 11.9 Spain 1.7 Taiwan 1.8 Canada 119 Belgium 12.0

Australia 10.8 United States 9.2 Japan "7 Belgium 12 Netherlands 119 South Korea 1.9 Italy 13.2 Taiwan 12.0
Canada 109 Czechia 9.9 Poland 138 South Korea 12.2 Italy 120 China 12.1 Spain 140 South Korea 136

Belgium 12.0 Canada 1.0 Belgium 1.8 China 124 Taiwan 121 United Kingdom 12.2 Korea 14.1 Spain 13.6

Netherlands 1241 China 12.0 Canada 121 Spain 12.7 Canada 12.6 Italy 13.2 China 154 Germany 14.3
laly 126 Poland 121 France 127 lialy 129 Belgium 127 Germany 132 United Kingdom 159 Poland 145
United Kingdom 132 Hungary 122 United Kingdom 13.7 United Kingdom 137 France 135 Spain 13.3 Australia 16.1 France 145
United States 185 Australia 122 Australa 137 France 144 United Kingdom 138 France 4.1 Poland 166 United Kingdom 158
Germany 198 South Korea 11 United States 144 Poland 154 Poland 154 United States 145 France 17.1 kaly 158
South Korea 210 Germany 151 South Korea 170 United States 157 United States 158 Poland 145 United States 172 United States 16.0

Query Cycle Time: The average query cycle time across study-site located in the country. Each study-site's

HA : EDCT®DQuery openh »nClose £ TOHAFE X F Uy =High quality

query cycle time is calculated as the mean time between a query opens and closes for all closed queries at the
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Enrollment Rate

Alzheimer’s Gastroesophageal Colorectal
Disease [y I Db Cancer Cancer

Country Enrollment Rate Country Enroliment Rate Country Enrollment Rate Country Enroliment Rate Country Enrollment Rate Country Enroliment Rate Country Enroliment Rate Country Enroliment Rate

Lung Cancer

Breast
Cancer

China 0.87 China 0.56 China 0.35 China 0.2 China 0.21 South Korea 0.35 South Korea 031
Taiwan 0.42 South Korea 0.55 Taiwan 0.34 South Korea 0.21 South Korea 0.19 Brazil 0.23 Japan 0.22 China 0.28
Poland 0.40 Italy 0.39 Poland 0.29 Spain 0.17 Spain 0.14 South Korea 0.22 China 0.18 Japan 0.27
United Kingdom 0.34 United States 0.38 South Korea 0.24 Brazil 0.16 France 0.12 Spain 02 Spain 0.16 Taiwan 0.2
Spain 0.31 Czechia 0.34 WT Canada 0.16 Australia 0.12 Poland 0.19 France 0.16 Spain 0.19
South Korea 0.29 Canada 0.31 Canada 017 France 014 Netheriands 0.12 Taiwan 0.17 et ——l — Australia 0.17
United States 0.27 Germany 0.30 Japan 017 Japan 0.14 Japan 0.11 Canada 0.15 Netherlands 0.16 Canada 0.15
Canada 0.26 I Japan 0.29 I Spain 0.17 Poland 013 Belgium 0.10 Japan 0.15 Australia 0.14 Belgium 0.14
Netherlands 0.24 Hungary 0.28 Netherlands 0.16 Australia 0.13 Canada 0.10 France 0.14 Poland 0.12 France 013
Italy 0.23 Poland 0.23 United Kingdom 0.14 Taiwan 0.13 Italy 0.09 Australia 0.13 United Kingdom 0.1 ltaly 0.13
France 0.21 Denmark 0.19 Germany 0.14 Belgium 0.12 Taiwan 0.09 Belgium 0.13 Canada 0.1 Poland 0.13
Germany 0.17 United Kingdom 0.18 France 0.14 ltaly 0.1 Poland 0.09 Italy 0.12 Belgium 0.1 United Kingdom 0.12
Belgium 0.16 Taiwan 017 Belgium 0.14 United Kingdom 0.10 United Kingdom 0.08 United Kingdom 0.10 Italy 0.09 Netherlands 0.1
Australia 0.13 Spain 0.18 ltaly 0.14 Germany 0.08 Germany 0.07 Germany 0.09 Germany 0.08 United States 0.07
Japan 0.12 Australia 0.13 Australia 013 United States 0.05 United States 0.04 United States 0.07 United States 0.06 Gemany 0.06

A7 BRENA « KEBH A DEnroliment Rateld = Uy = High performance
HOEEBBE D R L TELIZRWLAY

APACOEE kB L TEE & 4> T b =Need improvement

Enrollment Rate: The average enrollment rate across all study-sites located in the country. Each study-site's enrollment rate is calculated by
dividing the number of participants enrolled at the study-site by the enrollment duration of the study-site. 51/ 1 BADBRY £ —LNEXT TOKYORER 7 1
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ICCC (In country Clinical Care-taker EERERNEEA)

https://www.jcroa.or.jp/english/essential-considerations-for-iccc/

Essential Considerations for Requesting 7\/@% E B P ’_':L'-I U— (/: N EI 2!: D | CCC%U }_E

a Clinical Trial In-Country Representative =1 H
<For Foreign Sponsor> % nﬁ/ ﬂ

Safety Operations for ICCC E ZIKC ROE%/Z_; %EEH'&WG bSite T\\

in Clinical Trials J\
INE

Explanation to Sponsors

Japan CRO Association

We assume no responsibility whatscever for any troubles, losses, or damages
arising from the use of this document. Additionally, when quating any part or
the entirety of this document, please clearly indicate the source as the Japan
CRO Association and include the website.

Date of Issue: June 30, 2017
Date of Revision: March 01, 2020

Second Edition Revision: January 27, 2025 Introduction o ) ) ) .
In 2023, the Japan CRO Association established a new working group to Fhar PV
including exploring issues and standardization related to safety operations for the In-Country Clinical Caretaker
{ICCC). As part of this effort, we have created = P i to explain Japan-specific safety
ions to
Please note that this document is based on information as of January 2025. Contents may be subject to change
due to new noti i or other d I ts, so please keep this in mind whan referencing.

We assume no responsibility whatsoever for any troubles, losses, or damages
arising from the use of this document. Additionally, when quoting any part or
the entirety of this document, please clearly indicate the source as the Japan
CRO Association and include the website.

Prepared in February 2025
Japan CRO Association (General Incorporated Association)
PV Working Group

Japan CRO Asst
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