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fizk 246 4 LV [EIER G LN (EELY
Bx<), THSCT-PLD O@Z#ERERNH 5 |
CEEL-FERIT 4 4 (17.9%) Th
V| [EI#E S AEER L7- HSCT-PLD H##
DREIT 8T 4 ThH T,

- R

2025 43 A 31 HE T2z —
KRB ROV TRT, KFAE~D
WANE LT 15 gk b 24 FlD
HSCT-PLD JEf ZINE L=, 2o DR

BHaaR 1R, BUEOFi T 9l
% 25.4 %, BIX 13 &R E)
o To, JRE BT MAEME S S e b £
<AV voMMEfRmsE (ALL) & &rEE
BEME I (AML) 28 7# %2 507, K

#£1. Characteristics of HSCT-PLD patients (N=24)

Age (y) 25.4 [18.3-40.0]
Female (n) [%)] 18 [75]
BMI (kg/m2) 18.5 [13.8-24.0]

Malignancy (n) [%] 22 [91.6]
ALL (n) [96] o [37.5]

[

AML (n) [%] 8 [33.3]

NEB (n) [%] 2 [&.3]

ML (n) [%] 1 [4.2]

ES (n) [%] 1 [4.2]

Other (n) [%] 1 [4.2]
Non-malignancy (n) [%a] 2 [8.3]
FA (n) [%0] 2 [8.3]

Onset of primary illness (y) 3.8 [0.1-15.0]
Age at 1st HSCT (y) 5.9 [0.5-26.3]
TBI (n) [%] 18 [85.7] (of n=21)
Total TBI (Gy) 12 [3-16] (of n=21)
C€GVHD (n) [%] 12 [50] (of n=21)

Duration from 1st HSCT to PLD (y) 10.9 [2.1-24.8]
Diabetes (n) [%0] 20 [83.3]
HbAlc* (%0) 7.4 [5.9-11.2] (ofn=18)
Insulin resistance** (n) [%] 22 [91.7]
HOMA-R 5.9 [2.8-32.0] (of n=10)
Hyperlipidemia (n) [%6] 20 [83.3]
TG* (mg/dL) 385 [150-7680] (of n=18)
NAFLD (n) [%] 22 [91.7]
AST* (IU/L) 44  [23-260] (of n=22)
ALT* (IU/L) 63  [19-598] (of n=22)

HSCT, hematopoietic stem cell transplantation; PLD, partial
lipodystrophy; BMI, body mass index; ALL, acute lymphoid
leukemia; AML, acute myeloid leukemia; NB, neuroblastoma;
ML, malignant lymphoma; ES, Ewing sarcoma; FA, Fanconi
anemia; TBI, total body irridation; cGVHD, clonic graft versus
host disease; NAFLD, non-alcoholic fatty liver disease

* value at each diagnosis

** Including cases diagnosed with diabetes
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#&2. Glucose metabolism management of HSCT-PLD patients

Diagnosis of HbA1lc at . . Latest
No. Sex Total TBI _ . . HOMA-R Insulin Oral medicine
diabetes diagnosis HbAlc
1 M 0 No NA 4.8 No No 5.4
2 F 4 No NA NA NA No 5.5
3 F 12 No NA 2.8 No No 5.9
4 F 12 No NA NA No No 6.5
5 M 12 Yes 7.1 NA No No 5.7
6 F NA Yes 11.2 16 No GLP-1RA, SGLT2i 59
7 F 12 Yes 6.8 NA No MT 6.5
8 F NA Yes 7.9 5.7 No MT, SGLT2i 6.6
9 F 10 Yes 6.1 13.3 No MT, SU 6.6
10 F 12 Yes 8.9 3.1 No MT, GLP-1RA, SGLT2i 6.6
11 F NA Yes 9.9 NA Yes No 6.7
12 M 3 Yes 5.9 4.7 No MT 6.7
13 M 12 Yes 6.5 NA No MT, TZD 6.9
14 F 12 Yes 6.4 NA No MT, SGLT2i 6.9
15 F 12 Yes NA 4.8 Yes MT, SGLT2i 7.1
16 M 12 Yes 9.5 20.3 No MT 7.1
17 F 12 Yes 6.6 8.6 No MT, GLP-1RA, DPP-4i 7.9
18 F 0 Yes 7.1 6.1 No MT, DPP-4i, TZD 8.0
19 F 12 Yes 7.3 3.8 No MT, DPP-4i, SGLT2i, aGI 8.5
20 F 0 Yes 7.5 10.1 Yes MT 8.6
21 F 16 Yes 7.4 NA No MT, GLP-1RA, TZD 9.1
22 M 12 Yes 9.9 32 No MT, DPP-4i, SGLT2i, aGI = 9.5
23 F 12 Yes 7.9 NA No MT, IM, SGLT2i, TZD 10.1
24 F 12.8 Yes NA NA Yes MT, GLP-1RA, SGLT2i 10.8

NA, not available; GLP-1RA, GLP-1 receptor agonist; SGLT2i, SGLT2 inhibitor; MT, metformin; SU, sulfonylurea; TZD,
thiazolidine; DPP-4i, DPP-4 inhibitor; aGI, alpha-glucosidase inhibitor; IM, imeglimin
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Development of long-term follow-up system for childhood cancer survivors in Japan
~Toward preemptive medicine~

Miho Kato™, Tetsuya Takimoto

Department of Childhood Cancer Data Management, Childhood Cancer Center, National Center for Child Health and Development

Abstract

The main purposes of long-term follow-up for childhood cancer survivors (CCS) include prevention, early detection, and appropriate
management of late complications to achieve long-term survival with a high quality of life. For this purpose, it is necessary to generate
original evidence in Japan. To address the issues, the establishment of a nationwide long-term follow-up system is currently underway as
a part of the Comprehensive Research Project for the Promotion of Cancer Control, known as the “Long-Term Follow-Up Matsumoto
Group”. In this framework, we play a major role in the development of information infrastructure as a data center.

We intend to utilize a bidirectional database that enables both physicians and CCS to access and enter data. These data can be used to
develop a prediction model to allow for long-term follow-up as a preemptive medicine.

In addition, we would like to establish a system to enable precision survivorship according to the individual risk of CCS by linking
CCS’s clinical information and genomic data. Importantly, long-term follow-up should not be initiated after the completion of treatment
but should begin with a cancer registry to recognize the presence of each case of CCS.

This article describes the progress of developing an information infrastructure for the Long-Term Follow-Up Matsumoto Group. Regard-
ing the project, we discuss the strategy of the database and prospects for international collaboration.

Key words: childhood cancer, long-term follow-up, prediction model, preemptive medicine
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Informed consent and information security for long-term follow-up research of
childhood cancer survivors in Japan (Part 2)
Miho Kato'*, Tetsuya Takimoto', Shimon Tashiro?, Kimikazu Matsumoto'

'Childhood Cancer Center, National Center for Child Health and Development
“Department of Sociology, Graduate School Faculty of Arts and Letters, Tohoku University

Abstract

Although the approaches to obtaining informed consent in clinical research have diversified, a method for long-term follow-up research
of childhood cancer survivors remains to be established. Typically, legal guardians provide consent for children’s participation in child-
hood cancer research. However, for long-term follow-up research, obtaining informed consent directly from the participants once they
have reached the age of autonomous decision-making is essential. Achieving this necessitates considering a method that enables obtain-
ing non-face-to-face informed consent. Specifically, implementing “informed consent by electronic method,” as outlined in the Ethical
Guidelines for Medical and Health Research Involving Human Subjects, would be desirable, depending on the research content and secu-
rity strength of the electronic system used. Moreover, obtaining informed consent through electronic data capture entails the management
of personal information within an electronic system, thereby necessitating robust information security infrastructure. In this context, we
developed a “Safe Server” to ensure data security. To address the abovementioned issues, we, “the Long-term Follow-up Matsumoto
Group,” are in the process of establishing a nationwide long-term follow-up system as part of the Comprehensive Research Project for
the Promotion of Cancer Control. In this paper, we propose an approach for obtaining informed consent and describe the information
security system that underpins this proposal.

Key words: childhood cancer, long-term follow-up, informed consent, personal information, information security
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