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It is with great honor that | write this message in celebration of the 10th
anniversary of JDCHCT. This organization has leveraged the expertise from
collaborators worldwide, adapting and advancing them for Japan. This model
started with the development of the Japanese transplantation database extending to the APBMT and in
the last 5 years expanded to the rapid evolving field of cellular immunotherapies. The recognition of the
emergence of these therapies and the health regulatory in Japan, the JDCHCT has developed a framework
to align industry and health authority needs, at the same time establishing a database that can be utilized
by the community at large for research. The collaboration with the CIBMTR cellular therapy registry, led to
the development of a robust Japanese cellular immunotherapy registry in time for the approval of the first
commercial CAR T cell products in Japan. The utilization of the CIBMTR data capture infrastructure has
also helped the CIBMTR optimize its structure in the true sense of a collaborative effort. Looking in the next
10 years and beyond, the work to date has laid the ground for exploration of the activity and outcomes
of cellular immunotherapies in Japan and for collaborative research with other regions. JDCHCT has
demonstrated to be a highly important resource to the transplant and cell therapy field and responsible for
the advancement in the field not only in Japan but worldwide.

[RERZ RRREHRER AR IR
MR - EEARFTRIE / RIERS/ ARSI R FTHEE

Bz
— F K X
BAEMEREBIET -5 > 5 —IEET 27 —7 EalklE. 5 - 2MAOFER%
WUT, BREET 2BANEBANDOERICHEVO DOCHBEN D TRWIEEBEICT VU K
Ty hULTED, DHEICE T BIEM - SBEMIEEED "BDm L ICZRAEMERL T
ZEH U, 10FBOHBICHD. COEBMICEEBMULLIY ANV EZSISICHKESE
37z, ROBBEULTONAANY IPT ) AT —IR—2 & DEHE, QFAKIFIBHE
OEELEEEl. @FNERRIT ZRERAMOBRZHIFf-WEBNET,
INEOFYAY NZ—=IXANOEDBHICED, T—=F VI =0T+ TH+A TV RDHESE,
ICENWTZDEZREKT 2MRZIEEENE—BORREZZIT 2 EZ2R<IRFLTVET,

49



A K E 2

50

| Gratitude upon the JDCHCT s 10th Anniversary and the future prospects

In the field of hematopoietic cell transplantation (HCT), activities to generate real world evidence
(RWE) using real world data (RWD) have been enthusiastically pursued long before the term “RWD”
or "‘RWE” began to be used.

Finding a donor for allogeneic hematopoietic cell transplantation is by chance. In the area of HCT, the
existence of many clinical questions difficult to be addressed in randomized clinical trials lead to the
promotion of observational studies. The HCT outcome registry is the accumulation of the passion and
efforts of many people in related organizations, as seen in the history of the registry since its early
days.

The “Act for Appropriate Provision of Hematopoietic Stem Cells to be Used in Transplantations”
came into effect in 2014, in which emphasized the importance of efforts to collect and analyze outcome
information of donors and recipients of HCT, required HCT centers in Japan to submit HCT outcome
information, and thus clearly stated that the government will support to collect RWD of HCT for RWE

generation.

Since 1985, HCT outcome registry data utilization has resulted in more than 500 publications.
Unification of the four domestic registries operated by the Japanese Society of Pediatric Hematology
and Oncology, the Japan Marrow Donor Program, cord blood banks, and the Japanese Society for
Transplant and Cellular Therapy (JSTCT) by using Transplant Registry Unified Management
Program (TRUMP) in 2006, the establishment of JSTCT Working Groups in 2010, and the registry
study promotion activity led by the JSTCT and JDCHCT in the past decade accelerated registry

research activities.

The Center for International Blood and Marrow Transplant Research
(CIBMTR) in the US and the European Society for Blood and Marrow
Transplantation (EBMT) in Europe are well known for their prospective
and observational research activities in the field of HCT, based on their
large outcomes registries.

In the US, Stem Cell Therapeutic Outcomes Database (SCTOD)

as part of C.W. Bill Young Cell Transplantation Program, authorized
e e by the Stem Cell Therapeutic and Research Act of 2005 required US

transplant centers to submit outcomes data on all allogeneic transplants, whose contract was awarded
to CIBMTR in 2006. HCT outcome registry international forms harmonization meetings were held
from 2006 to 2007. Participation in the form harmonization discussions as one of representatives from
HCT outcome registry in Japan as well as from the Asia-Pacific Blood and Marrow Transplantation
Group (APBMT) opened the door for international collaborations at the global level. JSTCT/JDCHCT
actively participates in the activities of the APBMT and contributes to the activities of the Worldwide
Network of the Blood and Marrow Transplantation (WBMT), of which the APBMT is a founding
member society. International collaborative research is not only valuable scientific activity, but also a
valuable opportunity to learn about practice and regulatory differences. Japan is unique In maintaining
a high level of activity of unrelated cord blood transplantation. The international comparison in joint
studies with Eurocord have provided valuable information.

In 2017, when gene-modified T-cell therapy products were being developed as novel immuno-cell
therapies for important indications of HCT, the harmonization of basic HCT items was followed by
the launch of a registry of novel cell therapies such as gene-modified T-cell therapy and its forms
harmonization. This was the catalyst for the JDCHCT to develop the registry from a HCT registry
to a registry of TCT, ie., transplant and cellular therapy with Japanese version of FormsNet
in collaboration with the CIBMTR, released to centers in 2020. This process culminated in the
development of a shared patient registry for research on, as well as post-marketing surveys of, novel

immuno-cellular therapies in Japan.

Considering the future of JDCHCT, the organization mission to contribute to the development of the
field of hematopoietic cell transplantation and cell therapy is once again recognized.

The challenges for the JDCHCT to continue to meet the expectations include widening of registry
data sources including patient reported information and data sharing capabilities with or without data
linkage to other data sources, decreasing the burden of massive data entry at centers, maintaining
and improving data quality including meeting requirements for data use for regulatory purposes. We
hope to overcome these challenges by taking advantage of the recent rapid progress in information

technology.

I am grateful for the opportunity to work with this excellent HCT and cellular therapy community
both locally as well as internationally. Heartfelt gratitude is to be extended to all the dedicated staffs,
partners, researchers, centers, and donors/patients. Together, we look forward to a future of continued

challenges and passion.
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