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Abstract

About 10 years have passed since the sharing of Individual Participant/Patient Data (IPD) of clinical
trials data started in earnest, mainly in Europe and the US, and various IPD sharing platforms are now in
operation. In recent years, new initiatives have been launched in addition to data sharing with researchers.
For example, TransCelerate shares de-identified data of Placebo/Standard-of-Care arms of clinical trials
among member companies to improve the efficiency of drug development. The FACILITATE project in
Europe is exploring the possibility of Returning Clinical Trial Data to Patients. On the other hand, there are
still some challenges such as how to ensure the protection of privacy of clinical trial participants and
immature data governance for data sharing, especially in Japan. For example, the sharing of clinical data on
rare diseases and small populations has not progressed due to the high risk of individual identification, and
PhUSE is currently preparing a white paper to promote the sharing and utilization of such data.

In Japan, the Data Science Expert Committee of the Japan Pharmaceutical Manufacturers Association
has been supporting the sharing and utilization of IPD in clinical trials since 2015. The report “Issues to Be
Solved to Promote Sharing of Clinical Trial Data,” published in December 2022, lists the major hurdles for
each company to develop a system for sharing IPD and lack of industry-wide structure for sharing IPD and
established business models using clinical trial data as major challenges in Japan. As measures to address
these challenges, the report states that IPD sharing can be promoted if each company implements a data-
sharing system as its corporate responsibility, an industry-wide IPD sharing relationship is established, and
the provision of pseudonymized information to third parties is allowed. The 2023 amendment to the Next
Generation Medical Infrastructure Act established a mechanism for the utilization of pseudonymized
medical information. In addition, the Regulatory Reform Implementation Plan approved by the Cabinet in
June 2023 discusses a system that allows the use of medical data with a certain level of pseudonymization
without the consent of the individual in research of high public interest, such as medical research and drug
discovery/development. These movements are expected to promote data sharing and utilization.
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Table 1 IPD sharing platform
IPDEETZv b7 +—L

TIv M7+ —L% IPD DiESE a) FIFA&HIER
b) FIAAE
DataCelerate™ o 7T v AR K ORI a) TransCelerate % 7=1% BioCelerate ® X ¥ /3 — DA
(TransCelerate) c JEEEROHMFE B LUy 2 b)) T4 4T ua—F
JyYyRFavyra—JLy—4
Clinical Study Data o FERER a) 7 — 2 G54 (Data Sharing Agreement)
Request (CSDR) b) SAS Clinical Trial Data Transparency system (SAS
LSRR Efk A4 2 7 b o = 7 23R AT 6E)
Vivli c[H, Z2XRVY—, BEEME, a) 7 — 2K (Harmonized Template Agreements)
FEMRENFEE L2, &5 b) X a7 AERBE T CSAS, RAEMALY 7 bYx
W 2 5 R DR GRS THHAB IR TWS, (f, 7—4 49y vua—F
MWH[RE) F7z, Wi T — 4 % upload L CHFA AT}
] HE.
Project Data Sphere™  « HiAtAFI a) 77 v b7 x—oFHEK (Platform Agreement)
b) T4 & rya—F, tF a7 EERET TSASH
iz 5.
ImmPort Shared Data o F&YYiE a) L —FIHHOE
b) F—g&HyH—F
freeBIRD o 115, SME a) 1 — RO B
b) F—g &Y f
Medidata Rave e RAVE 22 S it & h 7= @@ﬁ?‘?ﬁ MEDIDATA #f & OIS IED <.
Clinical Cloud™ ¥ (Synthetic Control Arm™)
Flatiron Health * OncoEMR "0 7 — & Flatiron Health #1: & OFEFHIZZFIZFHED <.
database

Source: B 7 — &2 4 4 TV AEREHL 3 (R T — 4 OIAH &1L 2 720 I R EEIc>n T Y %21
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TransCelerate 2B F 2T — 2 GO D T 54 3y —{REDOH D #HlA (Privacy Methodology for
Data Sharing) (Fig. 1) &, KMESEFAHES S (EFPIA) KEFZEHIE T W2 (PhRMA) 28 [E{TdH
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DAL T2 EXRAENS, BBRBIMED T I A3y — (R4 0B L 5 HikamD T O nrge iz
DWW & L, 2020 EICERIR T — 2 OMAHOWHEMEZ R 5 Z L 2 HIN L L7zl ADRE TA
Privacy Framework for Clinical Data Reuse: Secondary Data Use in the Pharmaceutical Industry | Vrzh
IZRIDT YT U= EED) Y —AH AR
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Fig.1 TransCelerate Solutions in Data Privacy / Transparency
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RTORER, BARMEEOEEZML T, AHIZH T 2 HERRBOIPD A LERFEHE S K-+ ¢
B ARG LT 5.

EOE T, [HRRERT — 2 OLE 2 EET 5 720 ISR T R EFEIZOWT] Y OWME#RE, 20224
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Fig. 2 An initiative of the Japan Pharmaceutical Manufacturers Association
for Clinical Trial Data Sharing (CTDS)
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Fig.3 The 2023 amendment to the Next Generation Medical Infrastructure Act:
establishment of a mechanism for the utilization of pseudonymized medical information
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Fig. 4 Difference between anonymized and pseudonymized medical information
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