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l Beamion LUNG-1i#8&. &£Ib48. O/k—MRUI7R—B1-5

diR—k1 dik—b1-5
120mg QD& 120mg QD%
(n=75) (n=236)
£Grade Grade 3l E £Grade Grade 3 E
Fr#&aeRE 28(37.3) 7(9.3) 83(35.2) 19(8.1)
ZEERTIEE 0(0.0) 0(0.0) 4(1.7) 4(1.7)
E T REEDEEL 1(1.3) 1(1.3) 1(0.4) 1(0.4)
SEUILE VA 0(0.0) 0(0.0) 1(0.4) 0(0.0)
£ 0(0.0) 0(0.0) 1(0.4) 1(0.4)
RERRAT 0(0.0) 0(0.0) 1(0.4) 0(0.0)
Bk 1(1.3) 0(0.0) 1(0.4) 0(0.0)
ALTIENN 17(22.7) 7(9.3) 43(18.2) 14(5.9)
ASTHENN 19(25.3) 4(5.3) 43(18.2) 8(3.4)
mepEy )L E V00 9(12.0) 0(0.0) 20(8.5) 0(0.0)
Y- ZIWIZIWNS VR TS —EIENM 7(9.3) 1(1.3) 21(8.9) 4(1.7)
E7 LT = VIMmAE 8(10.7) 0(0.0) 19(8.1) 0(0.0)
M7 )LAYKRR T79—E1Eh 6(8.0) 1(1.3) 18(7.6) 1(0.4)
SEVILEVIEN 5(6.7) 0(0.0) 7(3.0) 0(0.0)
BES+ELIENN 3(4.0) 0(0.0) 7(3.0) 0(0.0)
BhSVRAT7=F—CMAE 1(1.3) 1(1.3) 2(0.8) 2(0.8)
FTiETE 0(0.0) 0(0.0) 1(0.4) 0(0.0)
m-ASTEN 0(0.0) 0(0.0) 1(0.4) 0(0.0)
FSUAT7ZF—ELEE 0(0.0) 0(0.0) 1(0.4) 0(0.0)
MedDRA ver. 27.1 n(%)

EBIR—PDOFRBEFUTDEBITY,

OR—M1 SAEREN B DHER2 TKDZEERMIFRF ERNSCLCERE™

TIR—B2  RBEDHER2 TKDZ R MIFRF _EENSCLCESE

Jh—R3 SAEEN GBS TKDER LN DHER2Z B HENSCLCEE R UHER2 TKDZ R IHRE FRNSCLCEE ™ (1IBR)
JiRk—M4 EENEDRNERRR #8  DHER2 TKDZEERMENSCLCEE (B3R1Y)

7R—K5 : HER2ZEAZI & LIz ADCIC K BAEREN S DHER2 TKDZE EG 4 IERmTE EENSCLCEE™

¥ PSFFREINREEEEESVLSBREN LD 54 VRIFILES,

16



FIRFH

l Beamion LUNG-1:#8&. &£Ib48. O/k—M RV I7R—B1-5

Beamion LUNG-15HERDSBIbIBICH WV T FHEAERESCEHE T 2R T HOFIRIFHAD P IRYE (E0H]) (F. J/R—
M1 D120mg QDEF¢21.5H(1.0-462.0) . Jh—K1-50120mg QDEF¢21.0H(1.0-462.0) TLTZ,

e R—H1 J—h1-5
g;g;ggzggsagu@gw 12(2;n=g7(§)D§¥ 120mg QD
Day 1~7 2(2.7) 6(2.5)
Day 8~14 7(9.3) 23(9.7)
Day 15~21 5(6.7) 13(5.5)
Day 22~42 3(4.0) 93.8)
Day 43~63 0(0.0) 5(2.1)
Day 64~84 3(4.0) 7(3.0)
Day 85~105 1(1.3) 2(08)
Day 106~126 0(0.0) 2(08)
Day 127~147 0(0.0) 2(08)
Day 148~168 1(1.3) 6(2.5)
Day 169~ 6(8.0) 8(3.4)

n(%)

FHEREREICRE T 2BROVIOEIRFHAEHIRR

(%)
25+

W JR—M
B JR—pM1-5

20+

1~7 8~14  15~21 22~42 43~63 64~84 85~105 106~126127~147148~168 169~ (H)
FEIRBTHA

17
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[l SELEEREZ DR

BEEBN U (FHEERES) | £EHZRE (30H) DB THER

l Beamion LUNG-1i#8&. &£Ib48. O/k—MRUI7R—B1-5

dik—M1 J/k—bM1-5
120mg QD& 120mg QD&

ARG

thik 1(1.3) 4(1.7)

WE 3(4.0) 8(3.4)

RZE 6(8.0) 19(8.1)

BETEITD 10(13.3) 26(11.0)
LI

oifE 14(18.7) 47(19.9)

ROoiE 14(18.7) 36(15.3)

OHELTh &IiEES 0(0.0) 0(0.0)

BT 0(0.0) 0(0.0)

R 0(0.0) 0(0.0)

n(%)
FEIRGDOXFUNE

ALTIEND. ASTIBIIR UHEE V)L E VBN Grade S U TARI DR Sk, AE(FPIEZHIRTLTIEE W,
RS EREICE60Mg THERAL T IEEV, 1TH1E60mMgI[CHEL CHRBMNRDONBRWVES(F. AF DR S
ZPIELTLIEE L,

Fe. ICIICKRDBEEN DY EFRMREEEGESBERNRNNBIHEICIE. [RET TV IRA VMEEEICKD
REEEAEERNRY 27 IVIFESRO L BUBNEZIT O TIEE W,

FEEFBE BT TvIRA U NEERICKDREHEEETERNRY 27 )L (HF4F28)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1905.pdf (20254 10FIR1E)

wevey

BEHEBED
1.5 ZLF
(Grade 1)

1.5-2= 2-3(= 3-10f= 1012 £
(Grade 2) (Grade 2) (Grade 3) (Grade 4)

OEITBET

EEE —

AR
1.5-3¢ o B 18 % 1260
(Grade 1) RSt mgCHE™

ASTXIE | 3-5f8
ALT (Grade 2)
5-201&%
(Grade 3) | @ET2ETHE
201zl | OE#IF60mg CHERT*
(Grade 4)

¥ Grade TATNEN—RS5A VICOHET 2E THREL. OERIFE0MgTHIITE S, 181@60mMgIIREL CHRBMNBOSNBRVEE(F. FEDIRS
ZRIETBHE,



8 ALTIEN. ASTISN. MPEVILEVBIIDGrades 48

ALTIEN

Grade 1
R=ASAVHE
HZEHERNDIB S >
ULN-3.0XULN ;
R=ATAVH'EE
fEDHZE 1.5-3.0%
R—RSA

Grade 2
NR=RSAVHEEE
#FEARDIBE>3.0-
5.0XULN';
R—=2ATAVHEE
BD%H&>3.0-5.0
XN—RSAY

Grade 3
R—=ATA VHE#
EHEANDIBE>5.0-
20.0XULN;
R=ATAVHEE
EDOHEE>5.0-20.0
XR—=X5A

Grade 4
R—=ATAVHE#
FHEADHE>20.0
XULN';
R—ASAVHES
B D H & >20.0X
R—=ZA

‘ Grade 5

ASTIEN

R—RATAVHE
EHEANDBEE>
ULN-3.0XULN ;
R—=ATAVH'EE
BODHBE 1.5-3.0X
N—RTA

N—25A VHE%E
ELHADHBE>3.0-
5.0XULN;
N—RSAVNDEE
ED % E>3.0-5.0
XNR—RSAY

R—=ATA VHE#E
HEADIBE>5.0-
20.0XULN;
R=—ATAVHEE
BDOEHE>5.0-20.0
XR—=25A

RN—=RASA VHE#E
EHRNDIHE>20.0
XULN;
R=—ATAVHEE
B D 1§ & >20.0X
R—RS5A

meeyib
E>/1E

R—RASAVHE
EEHHRANDBEG>
ULN-1.5XULN ;
R—ATAVH'EE
BDHE>1.0-1.5
XR—=2Z5A

N—25A VHE%E
HFHANDHE>1.5-
3.0XULN;
N—=RASAVNER
BEDHZE>1.5-3.0
XN—=25A

N—=R5A VHE%E
FHANDHE>3.0-
10.0XULN;
N=—RASAVNER
EDHE>3.0-10.0
XR—=25A

R—=RASA VHE#E
FHEARDEHE>10.0
XULN';
R—ATAVH'EE
EDHE>10.0%
N—=RS5A

ULN @ (FE5%) BE2E(E LBR
BESRILBEAERZE v5.084BRICOGHRKS5IH
JCOGR—LR—Y  https://jcog.jp/index.html (20254 10F187%)

£ Z Beamion LUNG-1558. SEIbMEDIRER &I a1 —)U (—EBHR#R)

AIU— BALII11

-0
(28BA)

FrikaetesE™ ] [ ] [ [ [ J [ ] [ ] [ [ ] [

19427)L=318[(218)
¥ D ALT.AST.GGT.ALP. EUJLE>(INR

19



20

A SELEEREZ DS

11.1 EXZEIER

11.1.3 MERRS
FERMELFOPIRORAME (BEEANA) | i PERRAME (0.8%) « B (17.8%) . M/IRIGAME (0.8%) Fh e 510
NadaZEN 3, [8.255]

HREBFAX1. BIEAILY

® AF|D/ZSICKY, MKFMDHSONBIENHIET,

® KRR SHIERIN RS PEERNICIIRIREZITV. BEOREZ T (CHERLTIIEE L,

o RENROSNIZEICE. [RIRFORWE] (21 R—V) ZSE(C, ARE. BEXIH LR EDE R
BZToTLIEE L,

Beamion LUNG-1:8& Cld. L FDEBFRAEINTVET,

— HERIFERER (ANC) <1.5x10%/L(<1.5x10%/uL. <1500/mm?)
— ANEJOE<9.0g/dL(<90g/L. <5.6mmol/L)

— IM/)REI<100x10°/L(<100X10°/uL. <100x10°/mm?)

¥ I ALRT VA R R SRIARIABRLAOSMARRT OFERFFS TR,

BESHHEREKR
H Beamion LUNG-1:{E&. $IbtE. J/R—M1 KU aK—BM1-5
dRk—M1 JRk—BM1-5
120mg QD& 120mg QD%
(n=75) (n=236)
£Grade Grade 3L E £Grade Grade 3L/ E
MR 31(41.3) 7(9.3) 72(30.5) 14(5.9)
& 16(21.3) 0(0.0) 42(17.8) 5(2.1)
BMmERBUEA 13(17.3) 1(1.3) 22(9.3) 1(0.4)
SFChIRECRIS 12(16.0) 3(4.0) 17(7.2) 3(1.3)
U INERERA 10(13.3) 4(5.3) 18(7.6) 4(1.7)
/) \REGRES 8(10.7) 0(0.0) 13(5.5) 1(0.4)
BB AME 1(1.3) 1(1.3) 2(0.8) 1(0.4)
U2 JNERRIAME 1(1.3) 1(1.3) 2(0.8) 1(0.4)
YF RERIBIAME 1(1.3) 0(0.0) 2(0.8) 1(0.4)
/)RR AME 0(0.0) 0(0.0) 2(0.8) 0(0.0)
IRIMERBIAME 0(0.0) 0(0.0) 1(0.4) 0(0.0)
MedDRA ver. 27.1 n(%)

BFF—IWNEY AT LCANSNEBRBICEDETEARE (Preferred Term) TSt LI,

EIR—bDOHRFBEFUTDESITT,

JR—M1 SEEEN S DHER2 TKDERG IR ERNSCLCEE™

TIR—b2  RIBEDHER2 TKDZEBZ4IFRF EENSCLCES

JR—h3 EEEN D D TKDERUNDHER2ZEEBBMNSCLCEE N UHER2 TKDZEEBERF_EENSCLCEE™ (IFF5EN)
Jih—h4 BB DREE ZH I DHER2 TKDEERGIHENSCLCES (R3RM)

Ji—h5 t HER2ZIZM E LI ADCIC K BB EREN 3 DHER2 TKDZE R IR FENSCLCEE™

¥ PSFFREINREEEEE SV BRENBLED 1 51 VRIITIES,



FIRFH

l Beamion LUNG-1:#8&. &£Ib48. O/k—M RV I7R—B1-5

Beamion LUNG-1EHERDSEIDABICHWN T, MEKFENCEHET 2BREHDFERIFRIOHRE (EH) (. IRh—
M1 D120mg QDEF¢22.0H(1.0-428.0) . J7h—~1-50120mg QDEF¢22.0H(1.0-428.0) TLTZ,

FEIRBF DXFIN;

FAMF PIORANENFIRUIS G, Grade TRIIXIEN—XS5A VICOE T 2FE THREL. OE#%(F60mg
THRALTLEEWV, 22U BBV TIRSZPIETHTEHERLTIIEE L,

FEEEIF OPBORAMEIAN D MR D FRIBUICHE(F, Grade TITXIER—Z 54 V(ICEET HF THREL,
RIS U CEYIBRZIFEEZIT O TIEE W, BHER(IFO0METHEAL CTLZE W, 12U, BEICRUTRSZ
PIETBREHERULTLES L,

Fe, ICIICKRDBEEN DY EFRMREEEGSERNRNNDIHGICIE. [RET TV IRA VMEEFEICKD
REEEAEERNRY 27 IVIFESRO L BUBNEZIT > TIEE W,

EEFEHE  REF Ty IR VNEERICLDRBEEEEEERNRY — 17 )L (HFI4E28)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1905.pdf (20255 108187E)

& Z Hi. QMR SFPEREURD . U2 NEREGED . IVIVREGRIS . EREIFPERRIAMED Grade 7348

‘ Grade 1 ‘ Grade 2 ‘ Grade 3 ‘ Grade 4 ‘ Grade 5
&l ANEJOEY ~NEJOE Y ~NEZJOEY EEEZNT ; (A
<LLN-10.0g/dL; <10.0-8.0g/dL; <8.0g/dL; B2NBEZETD
<LLN-6.2mmol/L; | <6.2-4.9mmol/L; <4.9mmol/L;
<LLN-100g/L <100-80g/L <80g/L;
BIIZEITD
Bk <LLN-3,000/mm?; | <3,000-2,000/mm?; | <2,000—1,000/mm?; | <1,000/mm?; _
A <LLN-3.0X10e9/L | <3.0-2.0X10e9/L <2.0-1.0x10e9/L <1.0x10e9/L
SPOPERER | <LLN-1,500/mm?; | <1,500-1,000/mm?; | <1,000-500/mm?; | <500/mm?; B
A <LLN-1.5X10e9/L | <1.5-1.0X10e9/L <1.0-0.5%X10e9/L <0.5X10e9/L
U>ISEREL | <LLN-800/mm?; <800-500mm?; <500-200/mm?; <200/mm?; B
P <LLN-0.8X10e9/L | <0.8-0.5X10e9/L <0.5-0.2%10e9/L <0.2%X10e9/L
MMAMRER | <LLN-75,000/mm?; | <75,000-50,000/mm?; | <50,000-25,000/mm?; | <25,000/mm?; _
A <LLN-75.0%X10e9/L | <75.0-50.0x10e9/L | <50.0-25.0X10e9/L | <25.0%x10e9/L
HEE ANC<1,000/mm>T, | &£&HEEHT ; (A
gFrhEk D18 TH3833C | BRENEZET D
AN _ _ (101°F) Z#BZ 5. &=
(FEFEZEBR TR T
338CLL E(100.4°F)
DFH

LLN = (fiE5%) 22EB R
BEBRILBAFER%E v5.0BAFERICOGH K5 IA
JCOGHR—L_—=Y https://jcog.jp/index.ntml (2025510 FIR7E)
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El SESEIE

& ZDRTER

SRS

11.1 EXZEIERA
11.1.4 BMEMHEE (1.3%)
[8.32]

REBFAX. BWERIKY

® KEIDIRSICKY., BEEMEERNHS5HNDIENHIET,

o BB MR EBOYHER G I, BN, FIREH#, RARE) DESENUHEERIREDRAEE.
BEDREBZTRICHELTLIZE V), Fe. BHFISHUT, FIHERDHSONIHZEICIE. EPHIC
EEEEZZ529 DXL SFHALTIEE L,

o RENRHSNIIBEICIE. [RIRFORMUE] (24R—V) ZSE(C, AKE, HEX(EPLIEREDBEER
WEZToTLIEE L,

22

Beamion LUNG-1:88&ClE. U TDEZEFBRHASINTNET,
— JERR MR E MR R/ R 2B T DX FEHERED H D EE

W EFIMAEE O ERIFZE DTN

B5a

w5

BELBF

TER - SHAFRR
I (A58 1) - SN -
IR - FADHE,
SPO.ODIET. Bl

(RICRED) OLER
it e
BIEEXIR S
BIEBCT (HRCT)
IR - BHAPRS o
EHAPRSR AR (5132 - MAHRE gaL | PPURESRURE
SpO. - MEREEES BN - IFRAE - M. MR, CRP,
(EEEOETE) FEADER. SpO2 KL-6.SP-A.SP-D
BMEOER 5 ‘
BERRE RIS DIRE s | DEMEKE
WX REE BSRE (BIRFEH< LR
BIEBCT (HRCT) XIS E SARS-COV-2-#8 -
B9ERCT (HRCT) PERE B0
et oy A VDIV IUPRRGE FRZDEL
KL-6.SP-A.SP-D MR E (M)

KL-6.SP-A.SP-D

AN FHRES D2 -

B-DI LAY
HARXAODAILZTIR
BNP.NT-proBNP
[1Z%%]

MEEk - SRy
NBERK - 125 - RS
Za—EVAFRAKBIRE

(/K]
FAIREHUR
LI R SHIR

EIZKU?U&EE—?‘—% RS DOZHRT - BROFSIEHEIIRENEER .

SBEROF5|E 30 2025, X1 AlLbEa—4t, 2025, p14.



BEERERKR
l Beamion LUNG-15K5&. £1at8
BB MREERICRHET 2ER N, 360mgEE ¢ 14 (NSCLCEE) (CERHOHNFE U,

l Beamion LUNG-1:#8&. &£Ib48. O/Rk—M RV I7R—B1-5

BEMAERICEET 2ERN. JIR—H1D120mg QDEFT161(1.3%). Jh—h1-50120mg QDE T34
(1.3%) [CBHSNFE LTz,

dk—B1 dik—M1-5
120mg QD& 120mg QD&
(n=75) (n=236)
£Grade Grade 31 E £Grade Grade 31 E
R B AR R 1(1.3) 0(0.0) 3(1.3) 0(0.0)
R E AR R 0(0.0) 0(0.0) 1(0.4) 0(0.0)
Friifigishy 0(0.0) 0(0.0) 1(0.4) 0(0.0)
NG T ATN 1(1.3) 0(0.0) 1(0.4) 0(0.0)

MedDRA ver. 27.1

n(%)

EIAR—bDORRBEFUTDEBI T,

Jih—h1 AEREN B BDHER2 TKDZ R IERT _ENSCLCEE™

IR—B2  KBBEDHER2 TKDZEEG 4 IEmFE _EFNSCLCESE

Ik—R3 SAEREN $H 2 TKDERLNDHER2ZRRRMNSCLCEE R UHER2 TKDZE R MHRE FRENSCLCEE™ (=)
TJiRk—M4 BN DNERR Z B DHER2 TKDZEEFFENSCLCEE (R3R19)

7R—K5 : HER2ZAZM & LIz ADCIC K BAEEN B DHER2 TKDZEER M IERF EENSCLCEE™

% FSFFHAIGRL RSO SEEEDBLED 51 VBIEE,

FEIRBTHA

l Beamion LUNG-1&5%. 5Ib4H, J/k—b1-5

Beamion LUNG-1EBRDSEIOABICHNT. BEMMEZRICEET 2BREFDOHERREADPRE EEH) (F.
JR—h1-50120mg QDEFCT134.08(41.0-458.0) LTz,

6. HiERUHE
BE AR VSILFZTELTIHIE 20mgZRORS5 T 2. BH. BEEDREICKIVEERHET -

23



A SELEEREZ DS

FEIRIG DX HULE

GradelTIRU THREI DI Sk X FMEZEE(CHIKTL. BY)RMEZERL T,

Grade 1Tl BEDOREZT2ICHRL. BEOERUENBREZAEL LO2EHRISNIZBEDH. 5%
HEITDENTEFT,

Grade 2TlF. AFIZARREL, BURSZTHREEZT > TRV, 14HLAICGrade 1 FICEEULGWVEE.
AFND"SZPIEL T IV, 148RIAICGrade 1URCOHEL. BEOBERMN BRIEZ AT 02 M
SNEBEDH. BE5ZERTIEN TEEXT, IRSHERRICEFO0MgTERLTLIETV., BEELLIZES
[FAFI DTS ZEDIELTIEELY,

Grade 3X(F4DEEMMEENRIREUCIBEEF. AFIDRSZHIEL TS0,

==

Grade 1 Grade 2 Grade 3.4

AELLOB LIS NTAZE D
BREZH]ETTBENTED,

- thez
+

BEEREDEEICHKEST BSICILFIRFOAR
TSR EBEA DEEBRBEZRBL.ME
Fl:FIARFOARD [CIHCT. Z DMOFNAE
SEBE BEEITS
148BAIC THEE%. 14BAIC
Grade 1AFICEE Grade 1UTFICEEULERL

SEEOERMED R

ARELLOZLHEENIZE D
B’E5ZBEATZIENTES,

1% 5EBAISIC(360ME THERT B,
BAES(LEER5EDIET S,

7E) GradeldCTCAE v5.0([C#05%,

&£ MiENDGradesn s

Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
Brisfiisé FEIRDRLY ; FERN'D D ; SEDIEIX ; FHRZEBENT IR
RIRFTEEEBE | RREEZETS; | BOOYDOHEEE | B2RUBZET D
RN ; SOEUEHNOEE | EfEDHIER B [EYRYRE

BREESIEN FIEENEDHR BARRE5ZETD WiHE)

BEERLBABRE v5.084:85RICOGHK IS
JCOGHR—L—=Y https://jcog.jp/index.ntml (2025510 5187E)
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IDMEREREE (DA Z. EZBBFHZRET)

11.2 ZDfthDEHER
REMRE : BRHEEA (10%Kim)

® AEIDTSICKY ., EEFFHE(LVER) ETHHSHONBIENHIET,

HEEBFAX1. BERILY

® FEIR SRR UAEIRSHIFEE OMEEERE (DT 1—%) 21TV, BEDQRE (LVEFOEHZZD)

ZTHICHREULTLEE L,

o RENRHSNIIBEICIE. [RITFORUE] (26 R—V) ZSE(C, AKE, HEN(EPLIEREDBEEF

NEZ=TH>TLIEEW,
Beamion LUNG-1:88&TlE. L TDEZEFBRASINTNET,

— BARNICAECTH 2 Ll Nic, VMO IVARGEME. NYHAKRED TR S5 AMXIEN DS
IDARZ AREFRE. IV MO—ILARBAEIRGEDDMEREREZH I DNIBHEEDHDESE

— BRI (EF) <50% X (FEZE(E FIRKHDEE

FEERERINR

B Beamion LUNG-1{8&. $Ib#. J/k—M KU OKR—kM1-5

ak—M ah—R1-5
120mg QD& 120mg QD%
(n=75) (n=236)
£Grade Grade 3 E £Grade Grade 3 E

DEEE (QTHERERZRL) 7(9.3) 2(2.7) 35(14.8) 6(2.5)

it et S22 4(5.3) 2(2.7) 15(6.4) 5(2.1)

R EFE 2(2.7) 0(0.0) 17(7.2) 0(0.0)

i 1(1.3) 0(0.0) 2(0.8) 0(0.0)

Rk i 0(0.0) 0(0.0) 1(0.4) 1(0.4)

¥ EETNRESNICEROEST

MedDRA ver. 27.1

FIIR—FDWRBEFUTDESITY,

JR—N SEBEN B HHER2 TKDERBMIRT LRNSCLCEE?
IR—B2  KBBEDHER2 TKDZEEG 4 IEmFE _EFNSCLCESE

n(%)

OR—h3 EEEN DD TKDERUNDHER2ZEBMNSCLCEE N UHER? TKDEER MR _ERNSCLCEE™ (F5RN)

Jh—h4 EBEORER ZEH I DHER2 TKDZEERZIENSCLCES (RZRM)

J7R—h5 : HER2Z 1B E LT ADCIC K BB BEREN B HHER2 TKDZ RS H3IFRTE FEZNSCLCEE*?

X2 FSFFREIRR LR L E SV BRI D1 SA VREIFICESE.
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A SELEEREZ DS

FEIRIG DX HULE

BRI D HIRUICB G Grade I U TARI DR Sk X ISAEZ IR U @MU EZRBL C<IZE W,
188, Grade 3XIFADEREFBANFEIRL. AR ABRBLAICERBEHE N EN—R 51 US54 RUAIC
OELURRNSIZE. BREICN—XS/ NS 10RA VU HETUIEER FEIDZRSZRIELTZE 0,
R A DIDEBERRESE M RIBUICBE(E. Grade 1LITXNIENR—R 54 V(ICEE T HF THREL. FEIRIC
IO CEYIBR R EZIT O CLIEE W, @ERF60Mg THALTIEE W, 122U, AEBCMU TR SZDIET
BTEBHERLTLZE L,

BTN CTBIRSSARHTHER O L BB ZREL CT<IZE W,

‘ SERREADEEC ‘ SEREADEEC ’
(> THISROA A fE> T SRR R
R R
Grade TATFICEE Grade TATFICENE

EfE#(3120mg THETE 3, EfE#I360mg THEMTE 3.
T 12U, (R 4ERIAAIC U RS AERINAIC
EEHEARER—2S5A VH5 ERHEELEN—ZS 1 UHS

54 VY RUAICEELE DS TEIEE. 54 VRHUAICEERLEN S IEIBE.
BRRICN—ZS51UN5 BREICR—ZASAUH5
10iR1 VR EE R USSR 10K VR EE FUIESE
60mgICHET %, #5%hits 3,

;) GradeldCTCAE v5.0IC#0 %,
¥BERCldGrade 2(TEICRWVERHERF A ZGrade 1EEERUIT,

& Z BRHETERADDGrades %8

‘ Grade 1* Grade 2 Grade 3 Grade 4 Grade 5
BREHER R A TEAFENEER (EF) h'50-40% ;| 22 8% B BX L2 R (EF) H' <40- | REISER =R
— R—RS5A4HH510-<20% | 20%; (EF)<20% —
E R=SAVHHEZ20%EK T

BESRLBAGBRE v5.0845ERICOGHKSIA
JCOGIR—LR—Y  https://jcog.jp/index.html(202541081RE)

£ Z Beamion LUNG-15%88. SIbDRER Y V' 1—IU (—ZBikiE)

AIU— HAT)U1 HYALI)L2 HA1J)L3.4
-7
(28BHLIA)
nI3d—/ ® ®
] o CEe (3%
MUGA D) A7)

19427)L=338™(218)
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B Q&A

@ BREESZR I 3BEICHIT ASRABRBHUETITH?

FENFEFEAEBHESNBRVNTEND, BREREZEIIBREZNREUVCHRFERLTVE
B Ao

Beamion LUNG-1548MDEE1at8 K UFEIbiE (OD/R—~1-5) DEZE3966|DF— 9 Z B\ e FEE
YIBNEERRAT DI R, BEDBHLEERE (60mL/min/1.73m?<eGFR<90mL/min/1.73m?) [C k285
REYICREIRBE TR D R DIBRARIDEYFRENDEE(FH T EATUIC. CDRBRNS. BEDBHEERE
EHETDEECHITIHERMEAEEEZSNE T, PEEDOBHEEREE (30mL/min/1.73m?
<eGFR<60mML/Min/1.73m?) #H T 2EBE(C DV TIFXU T DIEAFD IR AEIDEYENRE(IC
W BDFECODVNTERIBSNTVEE e Tz, ARERICIFeGFRN50ML/min/1.73mLAED
BEDHDHEHF ANSNTzs. BE(15mL/min/1.73m?’<eGFR<30mL/min/1.73m?) K UKER
(eGFR<15mL/min/1.73m’) DB#EEEZE T 2EEDT —IFBESNTVEE A,

@ RS ZH I 2RBICH T IAEREIHETIN?

AENFECHE CRBIND 0. PEEL LD EERESZE T 2EE T MPEBEN RIS
OJREMN D UE T, BH. PEEL EDOEEEREEDH2EEZNREUCERKRABRIFIERLCVE
Th,

Beamion LUNG-15{EDEIatE R OEIbiE (T7R—~1-5) DEZE 3964 D7 — 9 Z B\ e HEME
YIBNRERRAT DI R, BEDITHAEREE (NCI-ODWGEHSE : ASTHFEREE LIRFIBZ 2h D
UIVEMED TEEREHEBE LRI, XI(FHBEUILE AMBN TEEREHEE EFRD 1.0 1. 5L TF) [CK
BDIRARNICRIBEIRD R D BARIDEYBANDEE(FHIEBATUIZ, CNOSDRBRNS. BED
THAERES 72 E 7 2BE(CH I 2HERAMIABELEZIONET,, PEE [NCI-ODWGEHE : #E'U
JVEMED MR EEE PR 1.5 #8325 K5 (ASTIFREER L) ] RUEE [NC-ODWGEHE : f57)
IWEVBED R BB LFRD3EB (ASTIFRERR L) ] D RS Z2E I 2BE(CHTDLR2MNR
OBERMERIILTVEE Ao

Z2MF—I IS/ TN TS EIbED Jk—M1-50120mg QDE$2364
[CEFNHIBFIR—PDEGFIFIDOAERZIR A TLLIEELY,

FIDABDIR—K1-50120mg QDEF(&. LU NDAEAIERR G UIcplige U TWNE T,

JR—M1 AERED S DHER2 TKDZE RS MIERT EENSCLCES (7561) *

JR—R2  RBEDHER2 TKDZ R IFRT _ERNSCLCEE (7441)

TR—R3 SEBEEN S D TKDZ B SN DHER2Z BRI MNSCLCERE K UHER2 TKDZ iR T
FRINSCLCEZE (26f) *

IR—h4 EENE DB 2 I DHER2 TKDZERZIENSCLCESE (3041)

JR—R5 | HER2ZZHIE U ADCIC K B3R EEN B HDHER2 TKDZE RIS MIERT ERNSCLCEE
(3141 *

X PSFFRBAIHREREAESTEEBEED B ED1 51 VR TEE,
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B Q&A

@ 75 LOEEHEBEEICIRSULRSEHUETH?

Beamion LUNG-15 8 DEIbHED 120mg QDEFICH WV T, 75U LD RE I T R—KMI(C6H]
(8.0%). JR—b2(C1361(17.6%). IR—b3(C4651(15.4%) . IR—bAC261(6.7%) . JR—K5
(Z561(16.1%) BFENTVEUIC, BlnEld. —RICEBHEEMETLTVDTENEL, 75mED
BETDT—YFRESNTNBIch, BEDKREZHRUBHSIES(CRSZBRLVZLET,

Jh—M1 EEEN $HBHER2 TKDE R MHIERF LENSCLCEE™

Th—h2 : RIBEDHER2 TKDZEG 4 IFRm T _EENSCLCEE

JR—R3 EEEN G B TKDEELANDHER2Z R IENSCLCEE R UHER2 TKDERBG MR _EENSCLCEE™ (1F5R1)
Jh—h4 EENEDRER ZH I DHER2 TKDEERGENSCLCES (RZRM)

JR—h5 t HER2ZAZI E LIz ADCIC K BB HEEN S HHER2 TKDZERERHIERTF EENSCLCEE™

X FSFFREIR R ZESULBEEED LD 54 VRIFIEE,

@ 120mg/HDREIRMZETZ T EE L

Beamion LUNG-1:8&DEa8 Tl HER2EEZH I ETNU/XIFEGEBEEF BEEZEWTRIC,
NIRRT # 2%15~150mg BIDKU'60~360mg QDDAE - AEZ#HETUELIZ. QDIRS
TlF. &AME (MTD) FHiHARI D241 (4.8%) CRERIRSEM (DLT) MRIRLE L. WITNDORE
BHMTDISGELE B AT,

SEBIbHHIR—N Tl AF)120mgZ 181 0% 59 3ERAEEE. £F1240mgx 181 0% 59 2=
ERCBEES VI MEIDAERBEL/V—FERELFE L. T—9HhvbATH(20245E8F29H)
R CT—9DAFH O REREEEN (120mg QDEE : 5841, 240mg QD2 : 5541) [CHWNT. B
MRUOZ2MZ BRI LEUC. ZORR. BHEOFEHBEE RS OCEIREHAES @t
BLILTVELRED, Z2MICOVTIE. TH. BIIBRED—BDEETER. NOFH DBHEX TR
([CESZASERDEEF. 120mg QDE TRWMBEAN HSNFE Uz, TNOSDIERNS., AFIDAE
RUOBERMER. RAICE. VUZILFZT7ELTIE1E1 20mgZRORS5 3 2. 8. BEDIRE
(CRWBERET D.]ELFEU,

BID:182@.QD: 181E.TKD: FOVYFF—ERAA Y
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6 i=te

BEERERNR

BEER
H Beamion LUNG-1:E&. SEIbtH (L\FNHh D IR— N TRITSEE10%L1E)

JR—M diR—hk2 JR—h3 J/k—k~4 JR—h5
120mg QD## 120mg QD2 120mg QD2# 120mg QD% 120mg QD&
(n=30)

£HESBR | 75(100.0) |35(46.7) | 73(98.6) | 28(37.8) | 26(100.0) | 9(34.6) | 30(100.0) | 14(46.7) |31(100.0) | 16(51.6)

(
18(60.0) | 1(3.3) |12(38.7) | 0(0.0
(

(

T 43(57.3) | 1013) |4560.8) | 4(5.4) [12462) | 13.8) 0.0)
& 16(21.3) | 0(0.0) 7(9.5) 2(2.7) 6(23.1) | 1(3.8) 6(20.0) | 2(6.7) 7(22.6) | 0(0.0)
ASTIEN 19(25.3) | 4(5.3) |13(17.6) | 3(4.1) 2(7.7) 0(0.0) 3(10.0) | 1(3.3) 6(19.4) | 0(0.0)
ALTEHD 17(22.7) | 7(9.3) |15(20.3) | 4(5.4) 3(11.5) | 2(7.7) 4(13.3) | 1(3.3) 4(12.9) | 0(0.0)
B 17(22.7) | 0(0.0) |14(18.9) | 0(0.0) 5(19.2) | 0(0.0) 7(23.3) | 0(0.0) 8(25.8) | 1(3.2)
T 8(24.0) | 1(1.3) |13(17.6) | 0(0.0) 2(7.7) 0(0.0) 5(16.7) | 0(0.0) 6(19.4) | 0(0.0)
A0S 5(20.0) | 0(0.0) |11(14.9) | 0(0.0) 2(7.7) 0(0.0) 2(6.7) 0(0.0) 7(22.6) | 0(0.0)
BARELR 11(14.7) | 0(0.0) |10(13.5) | 0(0.0) 4(15.4) | 0(0.0) 4(13.3) | 0(0.0) 1(3.2) 0(0.0)
YFehEREuEA | 12(16.0) | 3(4.0) 2(2.7) 0(0.0) 2(7.7) 0(0.0) 0(0.0) 0(0.0) 1(3.2) 0(0.0)
FEE 9(12.0) | 0(0.0) 6(8.1) 0(0.0) 3(11.5) | 0(0.0) 5(16.7) | 2(6.7) 1(3.2) 0(0.0)
&t 13(17.3) | 2Q2.7) 7(9.5) 0(0.0) 3(11.5) | 0(0.0) 4(13.3) | 1(3.3) 3(9.7) 0(0.0)
O - |140187)| 00.0) | 4G.4) | 000) | 30115 | 000 | 4(133)| 000 | 265 | 000)
IFIREREE 10(13.3) | 3(4.0 5(6.8) 1(1.4) 2(7.7) 0(0.0) 3(10.0) | 1(3.3) 6(19.4) | 3(9.7)
GEL 13(17.3) | 0(0.0) 6(8.1) 1(1.4) 1(3.8) 0(0.0) 5(16.7) | 0(0.0) 2(6.5) 0(0.0)
Z5%E  |11047 ( (

(6.
(8.
)| 0(0.0) |12(16.2) | 0(0.0) 5(19.2) | 0(0.0
UVNER¥ES | 10(13.3) | 4(5.3) 5(6.
BMmERECRA |13(17.3) | 1(1.3) 2(2.

MmeEy)L
e

mpoV7F>
RARFF—€ | 8(10.7) | 0(0.0) 3(4.1) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 1(33.2) 0(0.0)
1210

(
(
) 6(20.0) | 0(0.0) 2(6.5) 0(0.0)
8) 0(0.0) 1(3.8) 0(0.0) 2(6.7) 0(0.0) 1(3.2) 0(0.0)
7) 0(0.0) 1(3.8) 0(0.0) 3(10.0) | 0(0.0) 3(9.7) 0(0.0)

9(12.0) | 0(0.0) |10(13.5) | 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)

BEER  |12(160) | 000.0) |10(135) | 0000) | 27.7) | 000) | 8267) | 000 | 132 | 00.0)
i 7(93) | 0000) | 568 | 00.0) | 4(154) | 000.0) | 4(13.3)| 000) | 132 | 0(0.0)
HERE 6(80) | 000 |13(176)| 000.0) | 138 | 0(0.0) | 3(10.0)| 000) | 265 | 0(0.0)
7 9(12.0) | 000.0) | 8(10.8)| 00000 | 0000) | 0(0.0) | 267 | 0(00) | 8(258) | 0(0.0)
g;;’”iy 8(107) | 0000) | 568 | 00.0) | 3(11.5) | 000 | 133) | 000 | 265 | 00.0)
FEEER  |10(13.3) | 000.0) | 568 | 000) | 000) | 000) | 3(10.0)| 00.0) | 265 | 0(0.0
BAEGE 7(93) | 00.0) | 464) | 000 | 000 | 0000) | 3(10.0)| 000) | 3(9.7) | 0(0.0)
= 8(10.7) | 227 | 464 | 0000 | 138 | 138 | 6200 | 267) | 4129 | 00.0)
COVID-19 | 8(107) | 000.0) | 568 | 0000 | 27.7) | 000) | 4(133)] 000 | 4029 | 132

BMHEMET | 56.7) 5(6.7) 3(4.1) 3(4.1) 2(7.7) 2(7.7) 2(6.7) 2(6.7) 7(22.6) | 7(22.6)

n(%)
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30

A sz&k

dk—HM diR—hk2 dk—Bk3 dik—hk4 dk—k5
120mg QD## 120mg QD&% 120mg QD## 120mg QD&% 120mg QD##
(n=31)

o 7003 | 00000 | 8(10.8)| 0000) | 30115 | 00.0) | 000 | 0000 | 265 | 000.0
RIE 8(10.7) | 1(1.3) | 454 | 00000 | 000 | 000 | 000 | 000 | 000 | 00.0
O 7(9.3) | 00000 [10(135) | 000.0) | 0(00) | 000) | 0000) | 000 | 162 | 00.0)
R 5(67) | 00000 | 681 | 000 | 4154)] 000 | 133) | 000 | 000 | 00.0
mWVREES | 8(10.7) | 00.0) | 00.0) | 0000 | 277) | 138 | 267 | 000 | 132 | 00.0)
e 8(10.7) | 1(1.3) | 227 | 000 | 000 | 000 | 000 | 000 | 162 | 00.0
meLDHEM | 8(10.7) | 000.0) | 5(6:8) | 0(0.00 | 3(11.5) | 00.0) | 267 | 000) | 132 | 0(00.0)
Mo 8(10.7) | 00000 | 341 | 000) | 000 | 000 | 133 | 000 | 00000 | 0(0.0
e 567 | 00000 | 8108 | 11.4) | 138 | 000 | 267) | 000) | 265 | 132
RIS 4(53) | 0000 | 568 | 000 | 50192 | 168 | 267 | 000 | 132 | 000.0
EAUDLME | 340 | 0000 | 34.1) | 1014 | 4(154) | 000) | 5(167) | 13.3) | 00.0) | 0(0.0)
ﬁ"é’ V9L | 207 | 000) | 341 | 000 | 3015 | 000 | 000 | 000 | 00.0 | 00.0)
GGTH1 703) | 113) | 568 | 000 | 277 | 000 | 40133)] 267 | 307 | 162
FEMHFL | 1(1.3) | 00.0) | 227) | 00000 | 00.0) | 000 | 3(10.0)| 00.0) | 265 | 0(00.0)
R 227) | 0000 | 1014 | 0000 | 0000 | 000) | 3100)| 0000) | 132 | 00.0)
KRMTIE | 227) | 00.0) | 7095 | 00000 | 2(77) | 000 | 4(133)| 000) | 265 | 0(00.0)
BRI 6(80) | 00000 | 4(5.4) | 000 | 000 | 000 | 267 | 000 | 5016.1) | 000.0
RIS 00000 | 0000 | 1014 | 000 | 000 | 000 | 000 | 000 | 50161 | 132
BHERS | 4(53) | 2(27) | 568 | 341 | 00.0) | 000 | 267 | 000) | 4(12.9 | 0(0.0)




ANIVRI VAR EDERBFZSHY LS N-BEER
H Beamion LUNG-1:E&. SEIbtH (L\FNh D IR— M THRITSEE10%L1E)

Jik—k1 Jik—b2 Jik—k3 Jik—k4 Jik—hk5
120mg QD2 120mg QD% 120mg QD& 120mg QD% 120mg QD&
(n=74) = (n=30)

2HEEBR | 73(97.3) | 13(17.3) | 66(89.2) | 13(17.6) | 20(76.9) | 7(26.9) | 27(90.0) | 4(13.3) | 24(77.4) | 1(3.2)
T 41(54.7) | 1(1.3) |39(52.7) | 2(2.7) |10(38.5) | 1(3.8) |13(43.3)| 0(0.0) |10(32.3)| 0(0.0)
ALTIEND 16(21.3) | 6(8.0) |13(17.6)| 4(5.4) 3(11.5) | 2(7.7) 4(13.3) | 13.3) 309.7) 0(0.0)
ASTIEN 18(24.0) | 4(5.3) |12(16.2)| 3(4.1) 2(7.7) 0(0.0) 3(10.0) | 1(3.3) 4(12.9) | 0(0.0)
FE 17(22.7) | 0(0.0) 9(12.2) | 0(0.0) 2(7.7) 0(0.0) 5(16.7) | 0(0.0) 6(19.4) | 0(0.0)
&m 9(12.0)| 0(0.0) 5(6.8) 2(2.7) 3(11.5) | 1(3.8) 5(16.7) | 1(3.3) 2(6.5) 0(0.0)
Z5FE 10(13.3) | 0(0.0) |10(13.5)| 0(0.0) 5(19.2) | 0(0.0) 6(20.0) | 0(0.0) 2(6.5) 0(0.0)
ChY 11(14.7) | 0(0.0) |10(13.5)| 0(0.0) 1(3.8) 0(0.0) 5(16.7) | 0(0.0) 4(129) | 13.2)
FEEzIR 1(14.7) | 0(0.0) 9(12.2) | 0(0.0) 2(7.7) 0(0.0) 6(20.0) | 0(0.0) 1(3.2) 0(0.0)
BmEkEeE [ 10(13.3) | 0(0.0) 2(2.7) 0(0.0) 1(3.8) 0(0.0) 2(6.7) 0(0.0) 2(6.5) 0(0.0)
yFopEREEA | 9(12.0) | 1(1.3) 2(2.7) 0(0.0) 2(7.7) 0(0.0) 0(0.0) 0(0.0) 1(3.2) 0(0.0)
moEE 8(10.7) | 0(0.0) 3(4.1) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
FERZ 6(8.0) 0(0.0) |12(16.2) | 0(0.0) 0(0.0) 0(0.0) 3(10.0) | 0(0.0) 2(6.5) 0(0.0)
ITER 5(6.7) 0(0.0) 8(10.8) | 1(1.4) 1(3.8) 0(0.0) 2(6.7) 0(0.0) 2(6.5) 0(0.0)
Ok 7(9.3) 0(0.0) 8(10.8) | 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 1(3.2) 0(0.0)
JI:uEEé;JETF 7(9.3) 0(0.0) 3(4.1) 0(0.0) 3(11.5) | 0(0.0) 2(6.7) 0(0.0) 1(3.2) 0(0.0)
EAUDLME | 1(1.3) 0(0.0) 1(1.4) 0(0.0) 3(11.5) | 0(0.0) 5(16.7) | 1(3.3) 0(0.0) 0(0.0)
GGTi&m 5(6.7) 1(1.3) 4(5.4) 0(0.0) 1(3.8) 0(0.0) 3(10.0) | 2(6.7) 1(33.2) 0(0.0)
it 2 3(4.0) 2(2.7) 5(6.8) 3(4.1) 0(0.0) 0(0.0) 2(6.7) 0(0.0) 4(12.9) | 0(0.0)

n(%)
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6 =2

KEEITIF. BRIICHESNICET CIIHUF B AN BENSDIERICEDETH/HLCLET,

HER2 GBI FERDIEMRI DEENIZ=Z)ZE (ORR)

l Beamion LUNG- 158, 51btH

AIVRITYEZ*120mg QDE

HER2EIZFERDIERE .
=N/ SHE L ORR[95%CI*'] (%)
JR—R172 53/75 70.7[59.6-79.8]
IOVV20BAER 49/65 75.4[63.7-84.2]
ITVVI8EALER 0/1% 0[0.0-79.3]
TKDSZE 4/9 44.4[18.9-73.3]
JR—R3% 8/26 30.8[16.5-50.0]
ITVV20EAER 2/5 40.0[11.8-76.9]
TKDEZE 0/1 0[0.0-79.3]
ECDRZER 3/12 25.0[8.9-53.2]
TMDERZEE 3/7 42.9[15.8-75.0]
ICDSRZEE 0/1% 0[0.0-79.3]
JMDEZEE — —
JR—R5%2 15/31 48.4[32.0-65.2]
TIOVV20ENER 15/29 51.7[34.4-68.6]
ITJVVI8EAZR 0/1% 0[0.0-79.3]
TKDRZER 0/1% 0[0.0-79.3]
¥1:Wilson CI

%2 :RECISTE 1. RICE D h g T E (I K BT
%3 REHRGIRIFPD

%4 :RECISTEE . THRICE D < ABRIBMERRRIC & H5T
#5  REHRGIRIFSD

F—9hvhATH: 20245118298

TKD(tyrosine kinase domain) : FOYYFF—ERAA Y
ECD (extracellular domain) : fBFESARXA >

TMD (transmembrane domain) : BRE@ER XA >/
ICD(intracellular domain) : fEREAIR XA >~

JMD (juxtamembrane domain) : G ERXA >/

4. FHHEITZHR
W AEEEEERITIBR U HER2 (ERBB2) BIGFE RS O VIR IR EST - BROIF/IVlRaAzE
6. iERURE
BE AL, VFILFZTELTIBEIE 20mgZROIR5I 2. BH. BEDREICIIVBEERHET 2.
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REI DRI DBFARNE G ERFSUFN ] &K [l
GSIN—T—RZHFHFMIDL TSR T, 0
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