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SCCHN (n =137) NSCCHN (z=17)

ORR, % (95% CI) 72.3 (64.0-79.6) 64.7 (38.3-85.8)
Best overall response
CR, n (%) 63 (46.0) 8(47.1)
PR, 1 (%) 36 (26.3) 3(17.7)
SD, n (%) 31 (22.6) 5(294)
PD, 1 (%) 6(4.4) 0
NE, 1 (%) 1(0.7) 1(5.9)
100

= —+ SCCHN

g 80 —+ NSCCHN

=

=

-E 60—

=)

e

?: 40+

)

3 20

0 T I T | T | T | T
0 6 12 18 24 30
N at risk Time (months)

SCCHN 138 137 126 108 70 40 35 29 13 1 0
NSCCHN 17 17 16 15 11 6 3 1 0 0 0

Sato et al, Safety of Boron Neutron Capture Therapy with Borofalan(10B) and Its
Efficacy on Recurrent Head and Neck Cancer: Real-World Outcomes from
Nationwide Post-Marketing Surveillance.Cancers 2024,76(5),86 9
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Applied Radiation and Isotopes

ELSEVIER

journal homepage: www.elsevier.com/locate/apradiso

Extended follow-up of recurrent glioblastoma patients treated with boron
neutron capture therapy (BNCT): Long-term survival from a Phase II trial
(JG002) using Cyclotron Neutron Source and Boronophenylalanine

Shinji Kawabata® ©, Hiromi Goto ®, Yoshitaka Narita “, Motomasa Furuse ",

Naosuke Nonoguchi®, Rina Shidoh-Kazuki *, Kenichiro Eza ®, Katsumi Hirose 41 Makoto Ohno*,
Natsuko Kondo °, Minoru Suzuki “, Hiroki Tanaka °, Koji Ono ', Keiji Nihei ',

Masahiko Wanibuchi®, Shin-Ichi Miyatake '

* Department of Newrosurgery, Osaka Medical and Pharmaceutical University, Tokatsuki, Osake, Japan

v Deparment of Neurosurgery, Southern Tofoke Research Insritute for Neuroscience, Koriyama, Fukushima, Japan
* Deparmment of Newrosurgery and Neuro-Cncology, National Cancer Center Hospital, Chuo-ku, Tokyo, Japan

4 Deparmment of Radiation Oncology, Southern Tohoku BNCT Research Center, Koriyama, Fukushima, Japan

* Kyote University Institute for Integrated Radiation and Nuclear Science, Kumatori, Gsake, Japan

! Kansai BNCT Medical Center, Osaka Medical and Pharmaceutical University, Takatsuki, Osaka, Japan

ARTICLE INFO ABSTRACT

Keywords: Purpose: The Phase I clinical trial (JGO0Z2) investigating accelerator-based boron neutron capture therapy (AB-
Accelerator-based BNCT
Boronophenylalanine

Boron neutron capture therapy (BNCT)
Cyclotron neutron source

Long-term survival

BNCT) using a cyclotron-based epithermal neutron source for recurrent malignant gliomas has since concluded.
The trial demonstrated favorable survival outcomes during the 1-year evaluation period defined in the protocol
for patients with recurrent glioblastoma, a population with notoriously poor prognosis. Follow-up was originally
limited to up to two years. This study extends the follow-up period to explore the long-term outcomes of AB-
Phase 11 clinieal trial BNCT in the same patient population.

Recurrent malignant gliomas ials and methods: This 1 observational study collected survival data from patients who participated
in the JGOO2 trial, focusing on long-term clinical outcomes. Patients with recurrent glioblastoma, previously

treated with standard radiotherapy and chemotherapy but without prior bevacizumab exposure, were included.
Bevacizumab was administered only after imaging-confirmed progression. Kaplan-Meier survival analysis was
performed, and exponential and Weibull models were used to estimate long-term survival trends.

Results: Kaplan-Meier analysis showed a 1-year survival rate of 79.2 % (95 % Cl: 63.3-88.7) for glioblastoma
patients, with a median overall survival of 19.2 months (95 % CI: 13.1-24.8). The 2-year and 3-year survival
rates were 33.3 % and 20,8 %, respectively. The fitted survival models provided additional context, with the
exponential model estimating a slightly lower median survival. However, the Weibull model, which better re-
flects the progressive nature of glioblastoma, produced more closely aligned with the observed Kaplan-
Meier survival outcomes.

Conclusion: AB-BNCT showed long-term survival benefits and acceptable safety in recurrent glioblastoma pa-
tients. Extended follow-up confirms the durability of BNCT s efficacy, particularly in extending survival. Future

research should investigate bevacizumab's role post-BNCT and refine imaging assessment methods to better
evaluate treatment response.
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Clinical and Translational Radiation Oncology 33 (2022) 128-133 uBLISHED 13 October 2023
2110.3389/fonc. 20231272507
Contents lists available at ScienceDirect
Clinical and Translational Radiation Oncology
& -
ELSEVIER journal homepage: www.sciencedirect.com/joumal/clinical-and-translational-radiation-oncology
Case Report 1)
Scalp angiosarcoma treated with linear accelerator-based boron neutron G RS SR Acral cutaneous mali gna nt
capture therapy: A report of two patients i i
P py: £ 1ep P melanoma treated with linear
Hiroshi Igaki ™', Naoya Murakami®', Satoshi Nakamura™®", Naoya Yamazaki‘, EDITED B
roshi Igaki * , Naoy i . Satoshi Nakamua * * , Naoya Yama: Minors Suzid accelerator-based boron
Tairo Kashihara®, Akira Takahashi®, Kenjiro Namikawa “, Mihiro Takemori %, Kyoto University, Japan
. . b,c . c . . c,e L c,e .
Hiroyuki Okamo_t? . Kotaro lijima - Takahito Clnba_ " Hl.l.Okl Nalfayama o v - neutron ca ptu re th era py System :
Avaka Takahashi®, Tomova Kaneda “, Kana Takahashi®, Koji Inaba®, Kae Okuma®, Koichi Yasuda,
a ; : Eorr : £ :a,b Hokkaido University, Japan . 1
Yuko Nakayama “, Kazuaki Shimada ‘, Hitoshi Nakagama ', Jun Itami ey a case report Of ﬁ rst p atleﬂt
* Department of Radiation Oncology, National Cancer Genter Hospital, Tsukiji 5-1-1, Ghuo-ku, Tokyo 104-0045, Japan Shonan Kamakura General Hospital, Japan
® Division of Research and Development for Boron Neutron Capture Therapy, Natienal Cancer Center Exploratory Oncology Research & Clinical Trial Center, Tsukiji 5-1- - R
I Chuo-ku, Tokyo 104-0045, Japan e et H H 12 H 2.3 ,4% =5
¢ Deparmment ofJMsdfcai Physics, National Cancer Center Hospieal Teukiji 5-1-1 Chuo-ku, Tokye 104-0045, Japan Satoshi Nakamura . HITOShI Igakl ’ SatOShl Nakamura ! Naoya Yamazakl ‘
4 Department of Dermatologic Oncology, National Gancer Center Hospital, Tsukiji 5-1-1 Chuo-ku, Tokyo 104-0045, Japan satonaka@ncc.go.jp Tomoya Kaneda 1’ Mihiro Takemori 2‘3’ Tairo Kashihara 1‘2’
® Deparmment of Radielogical Science, Graduate School of Human Health Sciences, Higashi-ogu 7-2-10 Arakawa-Ku, Tokyo 116-8551, Japan RECEVED 04 August 2023 .16 . . 5 R .2
 National Gancer Center Hospital, Tsukifi 5-1-1 Ghuo-ku, Tokyo 104-0045, Japan P sEgplemberzozs Naoya Murakami™®, Kenjiro Namikawa®, Tetsu Nakaichi®,
UBLISHED 13 October 2023 Hiroyuki Okamoto?, Kotaro lijima*®, Takahito Chiba®’,
ARTICLE INFO ABSTRACT e Yomaai Hiroki Nakayama®’, Ayaka Nagao', Madoka Sakuramachi®,
. . . Kaneda T. Takemori M, Kashinara T Kana Takahashi*, Koji Inaba®, Kae Okuma®, Yuko Nakayama®,
Keywords Purpose: This study reports the first-in-human use of a linear accelerator-based boron neutron caprure therapy WMy irabami ki hlamib e ¥ Klabaiebi T . L e - P B 4 e e 8 - .. .ia

Igaki, et al. Clin Transl Radiat Oncol. 2022 Feb 18:33:128-133.  https://creativecommons.org/licenses/by/4.0/
Igaki, et al. Front Oncol. 2023 Oct 13:13:1272507.  https://creativecommons.org/licenses/by/4.0/ 28
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