EsmbetE  RERJIBILVERE X —

g ¥ E A=
'ﬁ/ 7"L47K/,§\z<

(2023 %)

aical ¢
N\e /;/@

7~

@
N
3
C
o
2
[©)
e
0
O

Anmnals of Clinical Research
In

National Hospital Organization
Osaka Toneyama Medical Center

2023 Fiscal Year

P e KEUMRLERE Y ¥ —



H 7k

INBRBRIRIITFEAR oo 3
OB BERITEZE, oottt h ettt ettt n st n et a e ae et enenenes 4
FERIBFZE (BORIEFRT 2 B Um0 ) e 6
FDMIATIIIFTEEL ..ottt 8

BB BUBIFTRZEAR ..o 9
IR IETEE I ¢ ettt ettt n ettt a e bt et 10
TR TR ettt sttt et e naeenns 19
PSPPSR 23
B A PSP SUR SRS 39
FETEIMEL © U 0 T B ettt e 44
U N U T 8 B e et 48
TEERTEE <ottt ettt ettt ettt bbb enis 50
BT« XA LT U S0 TR ettt 51
FRAETTEE etttk ek ke bbbk b kb bbb bk h b bbb bbbk b ettt b bbb e et nes 52
FEFUT <.ttt s e 53
FE RN ottt A RS A s 54



5% ( ’))S (E Frx

2023 £

B BRIRAIT L

v




INB R IR T

R FREEA B EE ) s
paga!
ST EE. A%V B OEE)
A BRI | BRI RBRIE | T, RO L SRR | A | R
B %) i
BRI ERE . % R O
P ( (RRERF | R R i | 3. ARORE LSRR DD | S | (e m
JeHE 4 i
Ty ;
g;ﬁﬁizz Vo B TP £ 1 - 2 WA 2
%&gg%ﬁ BRI EE | Lo OO RBE | EIL | SARE
P RS B D P
TR
W RO | | MLST BRI U iR | ‘
e | T ORI | e s 2 e | o | N
&)
R
HIE CEWIITE | s e e | NTIVEMERWL =R \ g
STy AR L S e S PN EE | ERRAT
&)
TR
B CEORE | o | AR EREAE =Ry | -
e p g | S ot | et =
&)
| 2ETTE e -
Q;ﬁiizz S R D R I
%&ﬁ;%ﬁ RIERFZe BBk 2 | IRFEE OFRERM O - » OMEIRFFAE | 20 | % LI
P B — 4 g
Ty ;
g;ﬁiigz NPT 5~ 257 #— - En
%&gg%ﬁﬂ Rtk i | VEOREL S—% 0 Y UmIcET | FE | BB
% L%
&)
ZOMEES | s s
WAL ﬁggiwﬁﬁ% P NS E i | T
i
BUESIEE | RERMRREEOE | X b ORI | |
i W FE D 7= O FHEFIE
N o
ke C | RN | R E AL i ||
ot Mo 2 b w7 4 — 0 RIERA RS A




FfE-

S s, R RS, | EREA
& == ADORISE
AARERME | #7277 A AART LA X7 %y FIBBN)IZ
B (Rt - SRRRIRER | L 2Kkl RREIREBIERAN YV — % | sy | LT
gt A= R AR T | B oA B B FF T
HT‘}Iﬁ ]\)
J A=
%g@ﬁﬁ” ERORHEZE « 1BBRHE | i A b 7 ¢ —IZ%4 5 TRPV2 T AR
%%% HERF 7 3 BELSE 4 00 35 T1 A P2 i 3 8 15 5k .
AR | vowrror s TREIED A 0 1 — 0 B ATE &
P 7 g ﬁgiﬁﬁ*m“ S A B R S 5 | syin | Rk
WFoete Py
| mR - MR
P O SO | SRR NTM) SEORRREL | |
gt LSRRI HEERT | 5 AR A (POCT)IE DB 3% I
= e
. N R EIE DT — A 5
; . RRAY
B AR ﬁﬁﬁiiﬁzg 2. 4 MR A B R
B 6 S ey | PRI, GRG0 - 20| AR | A
Wrses WQ% WO HEST e O BB L DO BIFE I
v &I B
o BOA b7 1 — DRk D
DA E T YL e N T
i FeBH R 0o —ibkE . BEEhRoREY | 7T -

AT DEFEOIRET)




FEEFE (BORERRY hU—7)

PR B4, i | uwRmE

FAEMHIBRF IR 2 13 IE RSB AERE Y 7 5 & 23
NSRRI S BRI U 7 F o it & 23 e i
B REREE D 7 7 R O G Mo ki — —EEMREES | o e R — BB
b b ek —
(BRPGE 5 - H27-EBM (i A) -01) —CPT Study-
55 AR BGFR-TKT A A L F = 7R HRIT I 1T % il SFE08 BR 5

NP T 1) == — = DORE B2
ﬁ;&%utm%m@%@@m%xyu =2 T Onim X B4 sy .
(BRIRE 7=« H28-EBM (#1%%) -01) -ELUCIDATOR-
A NRLEY—F (MTX) BHH Y > BT B O REARA O 7=
D D %t sk AL [FIAF AL i) e R — BB
(BL4RE B« H28-NHO (%4k) -02)
YA ba 7 0 —LHREEIC KR % TRPV2 FHEFK D 2 sk [
B MR FET FART
(BRI =« H28-NHO (##%) -01) -Tranilast-MD-
FEEN « AUE SKYEIRTG MAC JiE 2% 3 2 B R AOTEHE & 3E B 1B O
ik LFIEEMR T o & 2L R sy A H1E
(BRARFE S - H30-NHO (FEWE) -01) —iREC MAC-
BAf U U~ Ik 5 50 TAERI SRR IZ 31T D 0yE P EL AR O
~— T — DR SaRi:) e R — BB
(BN E S H31-NHO ($57 L) —03)
AN BRLEH—F (MTX) BHEE Y > ~BEHMER R OBEE AR T
o 7 7 A LD 4 e A S — BB
(BRARF : H31-NHO (%4k) -02)
Eﬁﬁﬁﬁﬁmmgﬁbtﬁﬁ@@?*yhv~7jmiéz
CHNRY =T oo IR T VT =y 7 DEB S o g =
s A
(BRARFE -« H31-NHO (&%) —04)
VG B SRR 70 AT IR/ N B A BB 2B T 2 T = v 7 R
4y%m%ﬂwﬁi%wg%&Lf@%%ﬁ&%%%&@%% syt BT
HIE R ICBE T 2 Al = BLZ2mE ot
(BRARFE 5 H31-NHO (J&PFE) -02) —ICI-PREDICT-
FREREME Y 2 b a7 ¢ — BT 2 NP ZE R EAAE & CHADS2
Z a7 LD FRMOARAPEIZHOWT ORI SR ERE s FAAT ]

5 H31-NHO (#%) -01)




FfE -

W4 sy W R I
PD-L1 388 50% 2L D IR - bRz I/ ISRt 23 AZ kb2 R AT
Lt ROHRED T o # MU 3 R 7 e
(BRIRF 5 : H31-EBM (/T A) —02) -NHO-Pembro-NSCLC -
MR BRI A O LT SIE BN 3 1 DR # & 1RPGE
OFIMIX Y 7 LT —)L RF — XA R TN SERE
(B4R 2 - H31-NHO (FRERE) —01)
AKIOEIEMEBFICBITL 7 ) 24T ZEETT A AZR
7 — AfEHT AR it dB R
(BN FE - - R2-NHO (427 L) —-01) -NHOM—metabolomics—
Liquid biopsy & H\ 7= MTX-LPD D2 K OV e Tl DO ke it ———
(B4R F 2 - RA-NHO (£3L) -01) i iF B — 1S
FAPEZ 80D 7 COPD K& O S AT B T Ik 34 = KR
(B4R F 2 - RA-NHO (FEDE) -01)
PR < EENERIE RO KBIBRE T — & _X— A5 L N THHefif g e
Br o0 7 0 0 % ik S 7R b sy | R
(B4R F 2 - R5-NHO (‘FiE) -01) JHE— e
s 2 %82 & U7z Deep learning I XA BNAMEREICER LT
HET R R RIE N R T > AT A DRESL R TS
(LR FE 5 - R5-NHO (MICOBIOME) -01)
RIS U o~ FIZRE S RVEMEE BRI xE9 5 JAK BLEIR DA Zhit
& M DO RMT AR ich bl — R
(AR FE - - R5-NHO (#27 L) —-02) —-THE JAK-RAIL STUDY-
B =2V RO T4 IZEET D Sk R R A & A5 o AT

(B4R 5 - R5-NHO (%) —01) —NHON-LSPD-




Z DS D> b DR

] - | UG
MR E 4 e %

Tx ) ZAT e REATIHE R LA O BBEIZR T e .

M H \+. e
% 3 AT %O A AL
IR RE 20 B/ N i R BT AIREAZ — 2 1BET Y
k1 A R ONEREE TR AR BE 3 2 S hiak SR E 29T « H AR i) ARHEFS
RITEBIT AREEREE AL O Y 7 VT —/L RAFFSE (JEWEL-IN)
PROFILE-] :PROspective sarilumab (preFILed
syringe/pen)obsErvational study-Japan(BAEiV v~ F & x5 e ———
LT R FISH U 59 ) L~ 7 Ol BEH) oL R

(AKP-SAR-0BS001/SARTLL09426)

ZhiaxdFE LA VI K DB ZENEE R G ORI 7 ’~ -
o —7 < 7% (JREACT-SMA) it PEHEAIRE
BHEREAS THEITIER T BRI/ N a2 st & Lim v iR~
FF v4nab— X7 Y A X NA+T TV AT HAEEOSE ITHE | S RS
B% (LOGIK2002)
BB ME 7 = ) XA TINLEREWE T = ) 2 A T ~D s g
(TR 5 5 B | EL
ALK BT HAFE/ NI 28 A2 695 7 U 7 F =7 129 5 4540 ST
% a2 FE R X BIEHFZE (WJOG11919L « ABRATD Study) = ARAETS
UIBRABE 72 ST « PR3 DI/ INBE fTE (NSCLC) & 7= 13t AL N
Jia fifiges (ED-SCLC) R4 2 7 7 V' U X~ 7 Of 1L D % i i%
(R Ai A & BT SARiEl eSS

J-TAIL-2 : Japanese-Treatment with Atezolizumab In Lung
Cancer—2 (J-TAIL-2)




o a2

2023 £

- BB BB FESERR




PR RERS

@ mzny

1Y)

2)

3)

4)

Shimokawa M, Kanazu M, Saito R, Mori M, Tamura A, Okano Y, Fujita Y, Endo T,
Motegi M, Takata S, Kita T, Sukoh N, Mizuki F, Takenoyama M, Atagi S

Clinical benefit of platinum doublet combination therapy in older adults with advanced
non-small cell lung cancer: A prospective multicenter study by the National Hospital
Organization in Japan

Thorac Cancer. 2023 Jun;14(17):1597-1605. doi: 10.1111/1759-7714.14904. Epub 2023 Apr
18. PMID: 37073452
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Kuge T, Shiroyama T, Tamiya A, Tamiya M, Kanazu M, Kinehara Y, Tanaka T, Morimura
O, Taniguchi Y, Niki T, Tetsumoto S, Hayashi K, Nishino K, Nagatomo I, Kumanogoh A
Impact of Lymphopenia Recovery After Chemoradiotherapy on Durvalumab Consolidation
Therapy in Stage III NSCLC

JTO Clin Res Rep. 2023 Mar 23;4(5):100505
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Naito Y, Koyama S, Masuhiro K, Hirai T, Uenami T, Inoue T, Osa A, Machiyama H,
Watanabe G, Sax N, Villa J, Kinugasa-Katayama Y, Nojima S, Yaga M, Hosono Y, Okuzaki
D, Satoh S, Tsuda T, Nakanishi Y, Suga Y, Morita T, Fukushima K, Nishide M, Shiroyama
T, Miyake K, Iwahori K, Hirata H, Nagatomo I, Yano Y, Tamiya M, Kumagai T, Takemoto
N, Inohara H, Yamasaki S, Yamashita K, Aoshi T, Akbay EA, Hosen N, Shintani Y,
Takamatsu H, Mori M, Takeda Y, Kumanogoh A

Tumor-derived semaphorin 4A improves PD-1-blocking antibody efficacy by enhancing
CD8+ T cell cytotoxicity and proliferation

Sci Adv. 2023 May 19;9(20):beade0718. doi: 10.1126/sciadv.ade0718. Epub 2023 May 19.
PMID: 37205755
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Katakami N, Nishimura T, Hidaka Y, Hata A, Nishino K, Mori M, Hirashima T, Takase N,
Kaneda T, Ohnishi H, Morita S, Hatachi Y

Randomized phase II study of zoledronate dosing every four versus eight weeks in patients
with bone metastasis from lung cancer (Hanshin Cancer Group0312)

Lung Cancer. 2023 Aug;182:107261. doi: 10.1016/j.Jlungcan.2023.107261. Epub 2023 May
26. PMID: 37307753
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Hasegawa T, Ariyasu R, Tanaka H, Saito R, Kawashima Y, Horiike A, Sakatani T, Tozuka T,
Shithara J, Saiki M, Tambo Y, Sonoda T, Mivazaki A, Uematsu S, Tsuchiya-Kawano Y,
Yanagitani N, Nishino M

Subsequent treatment for locally advanced non-small-cell lung cancer that progressed after
definitive chemoradiotherapy and consolidation therapy with durvalumab: A multicenter
retrospective analysis (TOPGAN 2021-02)

Cancer Chemother Pharmacol. 2023 Jul;92(1):29-37. doi: 10.1007/s00280-023-04547-2

Epub 2023 May 27. PMID: 37243795
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Yonesaka K, Hayashi H, Nakamura A, Sato Y, Azuma K, Sakata S, Tachihara M, Ikeda S,
Yokoyama T, Ito K, Yano Y, Matsumoto H, Daga H, Hata A, Sakai K, Chiba Y, Nishio K,
Yamamoto N, Nakagawa K

Alternating Therapy With Osimertinib and Afatinib Blockades EGFR Secondary Mutation
in EGFR-Mutant Lung Cancer: A Single-Arm Phase II Trial

Clin Lung Cancer. 2023 Sep;24(6):519-527.e4. doi: 10.1016/j.cllc.2023.05.008. Epub 2023
Jun 3. PMID: 37344331
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Kinehara Y, Shiroyama T, Tamiya A, Tamiya M, Minami S, Kanazu M, Morimura O, Niki T,
Tetsumoto S, Taniguchi Y, Kuge T, Nishino K, Nagatomo I, Kumanogoh A, Tachibana I.
Pneumonitis During Durvalumab Consolidation Therapy Affects Survival in Stage 111
NSCLC

JTO Clin Res Rep. 2023 Oct 12;4(11):100586. doi: 10.1016/j.jtocrr.2023.100586. eCollection
2023 Nov. PMID: 38029024
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Masuda T, Miura S, Sato Y, Tachihara M, Bessho A, Nakamura A, Miyawaki T, Yoshimine
K, Mori M, Shiraishi H, Hamai K, Haratani K, Maeda S, Tabata E, Kitagawa C, Tanizaki J,
Imai T, Nogami S, Yamamoto N, Nakagawa K, Hattori N

Significance of micro-EGFR T790M mutations on EGFR-tyrosine kinase inhibitor efficacy
in non-small cell lung cancer

Sci Rep. 2023 Nov 13;13(1):19729. doi: 10.1038/s41598-023-45337-3. PMID: 37957228
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Sakata Y, Saito G, Sakata S, Oya Y, Tamiya M, Suzuki H, Shibaki R, Okada A, Yokoyama T,
Matsumoto H, Otsuki T, Sato Y, Uchida J, Tsukita Y, Inaba M, Ikeda H, Arai D, Maruyama
H, Hara S, Tsumura S, Morinaga J, Sakagami T

Osimertinib as first-line treatment for elderly patients with advanced EGFR mutation-
positive non-small cell lung cancer in a real-world setting (OSI-FACT-EP)

Lung Cancer. 2023 Dec;186:107426. doi: 10.1016/j.lungcan.2023.107426. Epub 2023 Nov 19.
PMID: 37992594
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Hazama D, Nakahama K, Kodama H, Miyazaki A, Azuma K, Kawashima Y, Sato Y, Ito K,
Shiraishi Y, Miura K, Takahama T, Oizumi S, Namba Y, Ikeda S, Yoshioka H, Tsuya A,
Yasuda Y, Negi Y, Hara A, Toda M, Tachihara M

Effectiveness and Safety of Immune Checkpoint Inhibitors Alone or in Combination with
Chemotherapy in Pulmonary Sarcomatoid Carcinoma

JTO Clin Res Rep. 2023 Nov 27;5(1):100613. doi: 10.1016/j.jtocrr.2023.100613. eCollection
2024 Jan. PMID: 38229769

20234 11 A 27 H

Murata Y, Tanzawa S, Misumi T, Yoshioka H, Miyauchi E, Ninomiya K, Takeshita M, Ito K,
Okamoto T, Sugawara S, Kawashima Y, Hashimoto K, Mori M, Miyanaga A, Hayashi A,
Tanaka H, Honda R, Nojiri M, Sato Y, Hata A, Masuda K, Kozuki T, Kawamura T, Suzuki T,
Yamaguchi T, Asada K, Tetsumoto S, Tanaka H, Watanabe S, Umeda Y, Yamaguchi K,
Kuyama S, Tsuruno K, Misumi Y, Kuraishi H, Yoshihara K, Nakao A, Kubo A, Yokoyama T,
Watanabe K, Seki N

Multicenter, Retrospective Study to Evaluate Necitumumab Plus Cisplatin and
Gemcitabine After Immune Checkpoint Inhibitors in Advanced Squamous Cell Lung Cancer
in Japan: The NINJA Study

JTO Clin Res Rep. 2023 Oct 20;4(12):100593. doi: 10.1016/j.jtocrr.2023.100593. eCollection
2023 Dec. PMID: 38046378
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Sakamoto T, Matsubara T, Takahama T, Yokoyama T, Nakamura A, Tokito T, Okamoto T,
Akamatsu H, Oki M, Sato Y, Tobino K, Tkeda S, Mori M, Mimura C, Maeno K, Miura S,
Harada T, Nishimura K, Hiraoka M, Kenmotsu H, Fujimoto J, Shimokawa M, Yamamoto N,
Nakagawa K

Biomarker Testing in Patients With Unresectable Advanced or Recurrent Non-Small Cell
Lung Cancer

JAMA Netw Open. 2023 Dec 1;6(12):e2347700. doi: 10.1001/jamanetworkopen. 2023.47700.
PMID: 38100106
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Matsumoto K, Shiroyama T, Tamiya M, Minami T, Kinehara Y, Tamiya A, Suga Y, Kuge T,
Mori M, Suzuki H, Tobita S, Ueno K, Namba Y, Tetsumoto S, Niki T, Morimura O, Osa A,
Nishino K, Nagatomo I, Takeda Y, Kijima T, Kumanogoh A

Real-world outcomes of nivolumab plus ipilimumab and pembrolizumab with platinum-
based chemotherapy in advanced non-small cell lung cancer: A multicenter retrospective
comparative study

Cancer Immunol Immunother. 2024 Jan 4;73(1):4. doi: 10.1007/s00262-023-03583-4
PMID: 38175294
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Tanaka I, Yano Y, Mori M, Manabe S, Fukuo K

Impact of serum eicosapentaenoic acid/arachidonic acid ratio on overall survival in lung
cancer patients treated with pembrolizumab: a pilot study
Sci Rep. 2024 Jan16;14(1):1384. doi: 10.1038/s41598-024-51967-y. PMID: 38228757
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15) Shiraishi Y, Kishimoto J, Sugawara S, Mizutani H, Daga H, Azuma K, Matsumoto H,
Hataji O, Nishino K, Mori M, Shukuya T, Saito H, Tachihara M, Hayashi H, Tsuya A,
Wakuda K, Yanagitani N, Sakamoto T, Miura S, Hata A, Okada M, Kozuki T, Sato Y,
Harada T, Takayama K, Yamamoto N, Nakagawa K, Okamoto I
Atezolizumab and Platinum Plus Pemetrexed With or Without Bevacizumab for Metastatic
Nonsquamous Non-Small Cell Lung Cancer: A Phase 3 Randomized Clinical Trial
JAMA Oncol. 2024 Mar 1;10(3):315-324. doi: 10.1001/jamaoncol.2023.5258.PMID: 38127362
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1)  Mizumori Y, Tamiya A, Osuga M, Isa S, Taniguchi Y, Nakamura K, Harada D, Shinohara T, Yanai H,
Nakatomi K, Oki M, Mori M, Kuwako T, Yamazaki K, Tamura A, Ando M, Koh' Y
First report of ELUCIDATOR study: A prospective observational multicenter study on resistance
mechanisms in patients with early disease progression during osimertinib
2023 ASCO Annual meeting, Chicago, USA
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2)  Akazawa Y, Yoshikawa A, Kijima R, Miyamoto S, Ameku K, Yano Y, Mori M, Uchida J

Toxicity and efficacy of EGFR-TKI for poor performance status or elderly patients of non-small cell lung
cancer with EGFR driver mutation: a retrospective analysis in a single institution

KSMO 2023 The 16th Annual Meeting of the Korean Society of Medical Oncology & 2023 International
Conference Seoul, South Korea
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Akazawa Y, Miyamoto S, Ameku K, Yano Y, Mori M, Uchida J

Association of the benefit of durvalumab consolidation therapy and driver mutation status for locally
advanced non-small lung cancer
IASLC 2023 World Conference on Lung Cancer Singapore
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Hata A, Tamiya M, Nishimura T, Hidaka Y, Mori M, Hirashima T, Takase N, Kaneda T, Onishi H,

Nishino K, Morita S, Katakami N

Randomized phase II study of zoledronate dosing every 4 versus 8 weeks in patients with bone metastasis
from lung cancer (Hanshin Cancer Group 0312)

TIASLC 2023 World Conference on Lung Cancer Singapore
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Harada D, Mizumori Y, Tamiya A, Osuga M, Isa S, Taniguchi Y, Nakamura K, Shinohara T, Yanai H,
Nakatomi K, Oki M, Mori M, Kuwako T, Yamazaki K, Tamura A, Ando M, Koh' Y

Mechanisms of osimertinib resistance using circulating tumor DNA analyses for EGFR-mutated non-small
cell lung cancer, results from ELUCIDATOR, a prospective observational multicenter study

ESMO Asia Congress 2023 Singapore
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