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FHERERE R ED HSDONEIENHDET,
FAH| DR SHRIFERNICHEEREZTV. BEDREZ+CERELTLILS L,
=14R—-y
DERRY QTERIERNBSNEIENHD KT,
MEEHERE OERRVMNBEEREREZAFORSMARE 1 BERRARCRERBEREA
BREERTETV UEEBEICIHUTT> TS W Ric BEICIGUTER

BREEET>TLIEEZ W, S21R—Y
InE;8IE SMENHSLNEZENHDET,
AFIDKESHIEEHNICMEZBTELTIIEE L, =32R—Y

MERIRREDIERE BEMMERENHSDONZIEDHDET,

KEDREH (L, FIHAGEIR (FEIR R 2. B, FE3E) DR R RIBEERIRED
EiEE. BEDRBZ+HCERLUTES, =35R—Y

BRRAERICE T BFF R SMRVRESFORE - HRIER
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AR INZERNEREZDXIR

QRS

OEFRARICEVWT. ERGHRERSENROHSNTVET, =14~18X—
OHAATRRASHEMERDRHSNET (RET fusion NSCLCEE), =16~R—

O FF DI EMRKA R SHRPIERNICHBEREZTV. EEOKRBZTHITHELTEIL,
=213. 19—

OEEDLRHONKIBETICIE . FHZHRE BRERIFPIETEHE BYIBAREBZT>TIEIL,
=19~20R—Y

<HBRT>
o FFSHEEMEEROR RO RO RRES
[LIBRETTO-001 &5%*]

EE RET fusion NSCLC RET altered TC RET fusion TA
(N=180) (N=220) (N=53)
FrREREEREE R 101 (56.1) 99 (45.0) 32 (60.4)
JL—R3E 36 (20.0) 24 (10.9) 18 (34.0)
ALTIEAP 74 (41.1) 56 (25.5) 24 (45.3)
JL—R3E 23 (12.8) 16 (7.3) 10 (18.9)
ASTI&HN® 72 (40.0) 55 (25.0) 20 (37.7)
JL—R3E 16 (8.9) 14 (6.4) 6 (11.3)
M ALPEAN° 28 (15.6) 24 (10.9) 11 (20.8)
JL—R3E 4 (2.2) 1 (0.5) 5 (9.4)
merEYILE >V ighne 22 (12.2) 19 (8.6) 6 (11.3)
JL—R3E 2 (1.1) 2 (0.9 2 (3.8)
&7 L7 = v ImjEP 14 (7.8) 18 (8.2) 4 (7.5)
JL—R3E 1 (0.6) 1 (0.5) 2 (3.8)
BEke 8 (4.4) 8 (3.6) 4 (7.5)
JL—KR3E 1 (0.6) 0 (0.0 0 (0.0)
=EVIJLE Y MmiEP 5 (2.8) 2 (0.9 2 (3.8)
JL—R3E 0 (0.0) 0 (0.0 0 (0.0)
y—=JIWIZIIWNZVR7 2 5—EEmMe 4 (2.2) 6 (2.7) 1 (1.9
JL—R3E 0 (0.0 2 (0.9 0 (0.0)
FrigeeREE L7 4 (2.2) 4 (1.8) 0 (0.0
JL—R3E 1 (0.6) 2 (0.9 0 (0.0)
EIBFEHE LB NP 3 (1.7) 0 (0.0) 0 (0.0)
JL—R3E 2 (1.1 0 (0.0) 0 (0.0)
RSVAT7ZF—E LR 3 (1.7) 1 (0.5) 0 (0.0)
JL—R3E 0 (0.0) 0 (0.0 0 (0.0)
AEEVILE VIEmy 2 (1.1) 0 (0.0 0 (0.0)
JL—R3E 0 (0.0) 0 (0.0 0 (0.0)
B1%(%)



BE RET fusion NSCLC RET altered TC RET fusion TA
(N=180) (N=220) (N=53)
RepOE Y /—4 v iEhe 2 (1.1) 0 (0.0) 0 (0.0)
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
me3Eas e v ILE vigp 1 (0.6) 1 (0.5) 0 (0.0) —
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
2
i R D 1 (0.6) 0 (0.0) 2 (38) .
JL—K3LE 0 (0.0) 0 (0.0) 1 (1.9) %%—f
AERLR 1 (06) 1 (05) 0 (0.0) w3
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0) ?E;g
FRLr 1 (0.6) 0 (0.0) 0 (0.0) @
JL—K3LE 1 (0.6) 0 (0.0) 0 (0.0)
HyEP 1 (0.6) 0 (0.0) 1 (1.9)
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
FrmRaiaEy 0 (0.0) 3 (1.4) 0 (0.0)
JL—K3LE 0 (0.0) 2 (0.9) 0 (0.0)
B> > P 0 (0.0) 2 (0.9) 0 (0.0)
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
iS4 ED 0 (0.0) 1 (0.5) 0 (0.0)
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
AR AP 0 (0.0) 1 (0.5) 0 (0.0)
JL—K3LE 0 (0.0) 1 (0.5) 0 (0.0)
BhS5YR7 I F—EEr 0 (0.0) 1 (0.5) 0 (0.0)
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
BEVILE v 0 (0.0) 0 (0.0) 2 (3.8)
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
7V EZ 7P 0 (0.0) 0 (0.0) 1 (1.9)
JL—K3LE 0 (0.0) 0 (0.0) 1 (1.9)
= ERBRIE> 0 (0.0) 0 (0.0) 1 (1.9)
JL—K3LE 0 (0.0) 0 (0.0) 0 (0.0)
S BARTe 0 (0.0) 0 (0.0) 1 (1.9)
JL—K3ME 0 (0.0) 0 (0.0) 0 (0.0)
B35 - it gD 0 (0.0) 0 (0.0) 1 (1.9)
FL—K3ME 0 (0.0) 0 (0.0) 1 (1.9)
EIEERP 0 (0.0) 0 (0.0) 1 (1.9)
JL—K3ME 0 (0.0) 0 (0.0) 0 (0.0)
1% (%)

T—5Hy A TH:2020F3830H(NSCLC/TC). 20234 1813H(TA)

2'L—RIENCI-CTCAE ver. 4.03(C#0 %,

a:SMQFTIEEERARE . BIER K ORER ) (B35) . SMQTEFBEICEER S 28 5 o R & 0EE, (K35) . SMQTIERR AT 261 (535)
SMQTFF A2, FHFHEE. FFEZE S L Z OO FF MRS (K1) . SMQTAFEICEEY 2R E & S HIIEE, (A8) 28T, ICH HIRE
M54 (Medical Dictionary for Regulatory Activities:MedDRA)Z##% 53R =, (standard MedDRA queries:SMQ)

b:MedDRA ver. 21.0&E4zE (PT)

KEIRIAFZTHT7EIL1E160mg% 1 H2ERO% S UIZNSCLCEZE (B I148/8—K~) . TCEE (BIHE/—N) XIFTAZE (51 /1118/¢—K)



AR INZENEREZDXIR

-LIBRETTO-001HERICEWT, FFEEEEZE CTORRT R UHY's LawDEEE YT 2 AR EEC
DREEFHDFFATUS,

* RET fusion NSCLCEZEHICEWT.HARAERF (N=35) TIx2AHE£R (N=180) & tkEBRUTALTE NN
RUOASTEMOERIRIASH S WMERNROSNEU(HEAAEF ALTIEING8.6%. ASTHE I
62.9%) X . HEAAEFT. 7L —R3ULEDALTIEI. ASTEMIZZENZN5461(14.3%) U641
(17.1%) ICRHENFE LT

* RET fusion TABEICEWT. HAAEF (N=11) T ALT#EIN. ASTIEMIZZFNZN 45 (36.4%)
BRO3B(27.3%) ICROSNFE U e BAAEFTY L —R3ULDOALTENIF3H (27.3%) I
RHENFKULAASTEMIFFZEDHSNFEFEATLU

‘2021 FE2A28HBRICEWVWT EBARSEIRGERICEINRIVAFZIAT7EILEORRBERNEETE
BWEELGHEERENREINTVET,

ciHy's LawDEE|CZ Y T 2EFNERFES B S BN B AMICFEELBWCEI M 5 ASTISALTA R EXEE F _EIR (upper
limit of normal:ULN) 3f& ETRE U JLEENULN2ME L EDEEZ U ALPIEIIAULN2E RO R EE R D EEREE,




® L FFEBLABONSCLCEE I ICE(FBPD-1/PD-L1AEAIC L 2H1AHEE ERID
FFEREAEEROARFIBRURREG

[LIBRETTO-001 &&&*]

PD-1/PD-L1BEHZEH PD-1/PD-L1BEZEH
BEES D AR L
(N=137) (N=97)
£JL—Fk 78 (56.9) 52 (53.6)
JL—R3BE 33 (24.1) 13 (13.4)
BEEH 7 (5.1) 1 (1.0)

7'L—RIENCI-CTCAE ver. 4.03Ic#0 %,
KEIWANIWAFZTH7EIVTET60mgZE 1 H2EREORS U bRREEDHBNSCLCEE (5B 1/1118/8—K)

BI%(%)

® (L FFERRDNSCLCEEDS5.PD-1/PD-L1 FBEAIIC L SRTGEREDH S EHICE TS,

PD-1/PD-L1AE# O &#&% 5 H L FAIFRRB DM (31 AXiHE. 3n AU E6nARERY
617 ALLE) DFFEEEREEREEROERFIHRURERNS

[LIBRETTO-001 &5&*]

35 BXKiG 3B E6H BXRiE 61 BUE
(N=66) (N=28) (N=43)
£JL—FK 38 (57.6) 17 (60.7) 23 (53.5)
JL—KR3LE 18 (27.3) 10 (35.7) 5(11.6)
EEH 6 (9.1) 1 (3.6) 0 (0.0)
R e (o B1%2(%)
4'L—RIENCI-CTCAE ver. 4.03IC#0 2,

XEILAIWAFZTHFEIL1E160mg% 1 B2EHE O 5 L1=PD-1/PD-L1 FAZEHIC & 2 BABEDHZNSCLCEE (51 /1118/8—~)

< FEIRMFHA>

® ALTIghN, AST BN D FIREFHA
[LIBRETTO-001 &8&&*]

RET fusion NSCLC RET altered TC RET fusion TA
RE MBI, ERER, MBI,
RME(BNE~BAME) | RREEME~EAE | hR(EEME~ B
ALTIENN 33.5H (6~490H) 43.0H (1~309H) 39.5H (14~526H)
ASTIENN 28.5H (1~490H) 47.0H (1~293H) 33.0H (14~469H)

T—=5HYhATH: 202038308 (NSCLC/TC).2023F1813H(TA)

a:MedDRA ver. 21.0&4:E (PT)
XEIRIVAFZTH7EIL1E160mgZE 1 H2EE RS UIZNSCLCEE (FI1H8/8—K) . TCEE B IHB/A—M IFTAEZE (51 /11H8/8—~)

HASA
M FTFEUCK > <l EIEFY N



JL—R3BE

mE2JL—R

IER & ZDXIH
AST#N

ER]

a

INRE

==
=

N,
S

4

O NSCLCEEICHITHALTIEM ASTIBI D FHIRE S DR
ALT3EAN

[LIBRETTO-001

4 26 => Yeam > 0 82 n

4 26 => ¥oam > 0g 701 , X 06 => Yeem > 8y 82 _

26 => eam > 0G 09 4 =X 06 => %oam > gy ElL L o 8y => Yoam > 9y 82 =

0G => %09 > 8y /9 [ 2 8y =>yeem > 9y 8L1 w % b => Yeam > iy 62 z
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0€ => Yeam > 87 €€l m— g7 > oo > 97 9/| 92 => Yeem > vz O J
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<WFFE>
o BTN BITHAT=S VY
- FFID RS RIRATROR S BRI ICFE R E TV BEOREEHHRBEL TS,

. . . . X I

[ZRIBRRBRICHT2AFRSHRCESFORE - HRER [EERERZE I /I1BHBR(LIBRETTO-001:5)] =13x—Y

2

_ z 3%

® ALTHEM. ASTIEMFERISICHE X 3 FH DR E L OH

=N

CBEARHSNIBEICE U TOEEEE B LT ARERE FEREFILETZHE B HMLES 3

FoT<EEW, 13

&

I L—R3XIFADALTIENMX FASTIEBIINRD SNIHEEIE. FL—R T TICEIE T 2FTAREL. [
ERIICEREREL RS EEHATEEI. BREZIC2EBUEBRLUBWESICIE. |EREEETESE
FoBICAHEBUELBRULBGWERICIE. B 1ERBEEETEXT,

SBEUCHEETEESRIC.ZL—R3XIF4DALTEMX FASTEMABHR UEE . AFDR 5%
FRIELTLIZE W,

[ZA—7Fv— b BIfEARIRR O/ EREI]
[ZRIALTEMMXIFASTIBINZ M# SEREDBEENER UIEEDONLTTE =30~31R—Y
JL—Kk1 JL—k2 JL—Kk3 JL—k4
>ULN-3.0xULN >3.0-5.0xULN >5.0-20.0xULN >20.0xULN
| | | |

F—FE Tk

- ZL—RIFIEEE
2RRE R LTERT
|

- JL—K3/4

‘ - 2BREUEBEGRU DER

1 ERBEIE =T
‘ - LEBEI EBFRGU
1 ERPEIEETT]
4L —RIENCI-CTCAE ver. 4.03(C#02, -
ULN: (f85%) E#E(E LR
¥ FEDHEDEHR
BADZE INBDZE
HELAIL BEE HELAIL . e .
TR 2meRE AT 1 2mPLLE | 6o R 1 6mPLE
BEiR5E | 1@ 160mg 182E BmERse 18] 80mg 1H2[9] 1 120mg 1H2[H 1[@ 160mg T1H2[E]
1B | 161120mg 1626 | | 1EBHE | O hgisomy | 1E180mg 1628 1E1120mg 162
U Rk b = N 1[2] 4 1
oEREEE | 1 80mg 1H2E | | smmeiE 18 40mg 1828 = oﬁgégggmg)lam 1E 80mg 1H2E
3EERERE | 108 40mg 1H2[E SRR 1[E 40mg 1H1E® 18 40mg 1H1E® 118l 40mg 1H2[E
JE) BEUERIRRFOH CEBIEUAN T2EEREICEVWTRAENESNBEWVGE RE5FIE),




EBINZEUEREZDXIR

B

@ FTIEE DRZHA. X7 &
EEDIROONTIHZEITIE DEICIGUATOAARIAVEEZSEICL TSN,
-BAETFS FYUFESZIEE
https://www.jsh.or.jp/lib/files/medical/guidelines/medicalinfo/dil05.pdf (2025%F8877t2X)
-BEFEE ZFEREMFRREINDNY=27L FYURES F20F48 (SHMTFEIANE)
https://www.pmda.go.jp/files/000240117.pdf (202558877t X)
Q@ALTIEN.ASTIEINDY L —R 2 ¥E (NCI-CTCAE ver. 4.03)

ZA JL—R2 ZL—R3 JL—R4 7L —R5
ALTIEM | >ULN-3.0xULN | >3.0-50xULN | >5.0-20.0xULN | >20.0xULN -
AST# | >ULN-3.0xULN | >3.0-50xULN | >5.0-20.0xULN | >20.0xULN -

ULN: (5E5%) E2EE LR




OQTRIREER

OERARICEVW . EELGQTHBERDBHOSNTWVWET, =221 ~23R—I
[0 AAOEREHEBEICIEEZEDQTCHEREA470msec U T THBIEEERITDELEDIC
MEERERE (DY IALNTRVILE) ZT>TIEEL,
O DEREVNEERERBEZRSHABEZIEEBEARCERSHB®%eBAEIEERTD
TWLBEEREICIGUTIT > TLESW X e MBI U TERBEMIEZ1T>TIEE L,

OQTHRERDEZNXIZZOEHEEDHZEBENDREGR. QTHRERIFKRIZIEENLHDET,

STR—Y
O ZXRE/ABRREQTERERFEX EEOHARRDOERICRSREZE I SREICIFEE
ICRELTLIEE W,

OEENROSNIIZRICIE. KHENR BEXISPIETILRE B BLEZT TS,
=24~25~R—Y

<HBRT>
¢ QTHRIERMESRORRAMRCRRES
[LIBRETTO-001&5&*]

EE RET fusion NSCLC RET altered TC RET fusion TA
(N=180) (N=220) (N=53)
QTHREREESR 31 (17.2) 38 (17.3) 6 (11.3)
JL—R3ME 7 (3.9 7 (3.2) 1 (1.9
DERIQTERP 31 (17.2) 38 (17.3) 6 (11.3)
JL—KR3E 7 (3.9 7 (3.2) 1 (1.9
%2 (%)

TF—5 7y hATH:2020E3830H (NSCLC/TC).2023F1H13H(TA)
27'L—RIENCI-CTCAE ver. 4.03(C# 0%,

a:PT(EXDE) "MDERQTER, "V ERQTHRESE 280 (TARRIDERQTERIDH)
b:MedDRA ver. 21.0&42E (PT)

KEIRIVAFZTHT7EILTEIT60mg%E 1 H2[ERO% S UIZNSCLCEE (BB 118/(—K~) . TCEE (B IH8/\—N) XIFTABZE (51 /1118/\—K)

*RET fusion NSCLCEZDHAAER(N=35) ICEVWT. DERQTEEMNTHI(20.0%) ICFR
5. FDS557 L —R3LULEIEE26H1(5.7%) TUT,

-RET fusion TAREZODBAAEFA(N=11)ICEVWT. OHDERQTEEN141(9.1%) ICEHSN. T L
— k3Tl

HASA
M FFEUCK >, <Y N




EBINZENFREZDXIR

® QTclEMHIESNIcBEICHITBQTCEDZEL
[LIBRETTO-001 58]

2H4EH XES50kgFKiHmD AE50kgl LD
(N=540) £2& (N=57) £#& (N=483)
RKME
> 480msec 95 (17.6) 10 (17.5) 85 (17.6)
> 500msec 31 (5.7) 3 (5.3) 28 (5.8)
> 550msec 9 (1.7) 1 (1.8) 8 (1.7)
R—=ZRFA4 D5 DEM (RKIE)
> 30msec 359 (66.5) 40 (70.2) 319 (66.0)
> 60msec 91 (16.9) 13 (22.8) 78 (16.1)
> 100msec 17 (3.1) 1 (1.8) 16 (3.3)
N—RFAVHSDIFM (RKE) OFIFE[90%CI] (msec)
41.1 [39.3,42.9] 429 [36.7,49.1] 40.9 [39.0,42.8]

B1%2(%)
QTcldFridericiaiklic & D#HIE,
XKEIARIVAFZTH7EIL1E160mg%E 1 H2EEO%R S UoETEFRESEE (B I11E/—K)

<FEIHHFHE>
® LERQTER DO FIRRFHA
[LIBRETTO-001 58#*]

RET fusion NSCLC RET altered TC RET fusion TA
IBH
)] FE 3R I A eI FIFRFHA, el FIRAFEA.
FRR{E (R/IVE~RA(E) FRR(E (F/MVE~RKIE) FRR(E (R/IVE~RA(E)
DERIQTER? 9.0H (6~304H) 29.0H (1~567H) 47.5H (8~706H)

F—=5HyhATH:2020F3B30H (NSCLC/TC).2023F1813H(TA)
a:MedDRA ver. 21.0&42E (PT)
KEIRIVAFZTH7EIL1E160mgZE 1H2EEOK S UIZNSCLCEE (B I1HE/8—K) . TCEEZ (G IHE/A—N XIFTAEZE (1 /IIFE/8—1)
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O NSCLCEEICK TS DERIQTRER OO FIREFEA

[LIBRETTO-001

N e WEELEEA

VR

B £JL—R

L

2§ => X9d3M > 09
0G => YoM > 8
8Y => oM > 9y
9F => oM > iy
P => Moom > 2y
2y =>X93Mm > O
OF => Moam > 8¢
8€ => XodM > 9
9E => YoM > ¢
7€ => Md9dM > 2€
2€ =>X9dM > O
0€ => YoM > 8¢
82 => oM > 9¢
9Z => oM > ¢
V2 => YoM > 22
22 =>M9dM > O¢
0Z => X°aMm > 8|
8L =>X99Mm > 9|
9L => XM > 7|
VL =>%9em > 2|
2Ll =>%9Mm >0l
Ol =>X°am > g
8 => %M > 9

9 => oM > ¥

v =>X9Mm > ¢

2 => Yoam
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RERREFR (R)

SRR

7

BHENFTEATUT

RQTER ISF

BN IEOHE

C

528 LU

=

O TCEEHICK T DERQTER DHEIFRFHA

[LIBRETTO-001

m2JL—R

RERREHD(R)

-

2G => X°3Mm > 09
0G => oM > 8y
81 => YoM > 9o
9F => oM > ¥
¥ =>Mo9m > 2v
2¥ =>93am > OF
O => »o9m > 3¢
8€ => ModM > 9oF
9€ => YoM > ¢
Y€ => YoM > ¢¢
2€ =>9dM > O¢
0€ => oM > 8¢
8¢ => YddM > 9¢
92 => X°dM > ¢
VZ => MM > 2¢
22 =>M3dM > O¢
0C => YoM > G|
8L =>>99M > 9|
9L => oM > |
7l =>%eM > 2|
ZL=>%93m >0l
Ol =>oam > g
8 =>99M > 9

9 => oM > ¥

7 =>X89M > ¢

2 => Moam
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v

ZERDOYEIFIBILL/ & HARICE 1T D IEHMES

a:

MQTEROAEIFEIRENE133.1% (966G1F361) THH. 7L —R1X(F2H3261. 7L —R3UEN1HITUT
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a
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EBINZEUEREZDXIR

<HUFTE>
o EENZQTCRUMEERENE=FYU>Y

AFN DR ERBEIICIEIEZEDQTCRIEN470msec U TTHZIEEERTIEEBIC. MEERE
BRE(DVDALRTRIIL NIV VLE)ZIT>TLIEE L,

-DERERUVNEESREREEZAFORESMAER 1 BEBARVRESMBZ6HABIEER1ETVL.
BIESAEICIHU TIT oISV F e M EICIHN U TERBEMIEZT > TIEE L,

[ZRIBRERICKT2ARFIRSHIRCESHORE- -HRER [EEFEERZE | /I11EEER (LIBRETTO-001:H5)] =13x—Y

O E5RMBAIIC. LU TZHIFERBLTIEZW,
B 5 REE O QTcRfENM470msecd T
O MESREREDER

B D ERE/AREQTERERR ST O R BROBRIC S 2 AL H T HBEICHAEICRSE LTI,

O 5mmE 1 BRFRT . UTORBZ#ERBLTES W,
O DEXREDRE
O mEEREREDRN

[ |
b
@i 5BkiE | nA~6n AR BA 1 E U FOBREERBLTLIL,
0 DERREOEN
0 MABREREOENS
¥ ®i%565 ALK HEIHUT LROERZRBL T,

® KHISHICHRESIh B FAIDRERE

CEENEOOSNIBEICIF. UTOEEEZZEUTC. AFEAREHERIEFIETZHRE BYLRLES
ToTLEE W,

-AKEEE5%.QTcER>500msecHQTHERERMNZHSNIIZBHICIE. QTcHEE<470msecic
EET2F THRELTKLEIV HERIITBEREL R SBRATEXI.2ERERELCAZETRS
FICERUIBERESZPIELTIEE N,

"EELGAEMZRZSAMEXIFER (HDFXWVW. EE.KHF) NESNHEER. AFDOKRE5ZHIEL. B
BREULRWTLIESL,




[ZO—Fv—h BWERRRFORERE]

QTckE>500msec EELGTEIRZEESFTRPIERDOFER
+
-<470msecic[@lE 2
1ERRERE* L CERRT 7%
l -QTc>500msec %?‘z
3 3
-<470msecic[@E ?lg
2EREHE* LT AR I TEME g
| -arERNER !

¥ AHDBEDEHR

BRADZE INRDIZE
BEE
HEL L B5E HELL
- - - ERER ] 200 EE: 1 2mebLE ] 6mPE REE: 1. 6mebLE
BEERSE | 16 160mg 1H2[E BERESE 1151 80mg 1H2[E 18] 120mg 1H2[E 1[E] 160mg 1H2[E]
N _ ..o | 1[E40mg/1[el 80mg 1H2[E
1E&FRE | 1181 120mg TH2[E 1 BRI (THE120mg) 1[8] 80mg T1H2[E 1[E] 120mg 1H2[E]
= - 18] 40mg/1[E] 80mg 1H2[E]
p 1 1H2 .
2EXBETRL [B] 80mg TH2[E 2ERREH S 18] 40mg 1HZ2[g] (TB2120mg) 1[8] 80mg 1H2[E]
3ERMSRE | 18 40mg TH2[E SEEREHE 1B 40mg TH1[E® 18] 40mg TH1[E® 1[8] 40mg 1H2[E]
) IBBERIREFDH CEBEUN T2EERBEICERVWTERRENESNARWGE &KE5HIE),
BE

TR (EFIEEED) QTIERERERFOZRT. X L5E

TREQTEREEEE. OOERICTQTERN RS SND L. QBT IEQTHERENER THDIE.Q

QTERZECITERNGFEITDIETEMINET I MIEREV NI —R - R R7Z VN TdP) E0D%

M OESERICED<HIF - DXV - KB IEENH D ODEMBNCEITITDERFER DML DFEZRA

HEUTHBEINZISEEHDET . EENROOSNIGEICIE DEBITIGULTOHARSA VEESEIC

LTKIEEW Fo, QTHERER DZRT R OB IC DWW JEIREREFIEICSHEHRIZE L,

-BABRBZ /BN VERFER/BEAFEROEF = (2016-201 7FEEBIRS)

NEEHEREBIROZEICEETZHMR 1> (201 7TEHRETHR)
https://www.j-circ.or.jp/cms/wp-content/uploads/2017/12/JCS2017_aonuma_h.pdf
(2025FE8R7 71 X)

OQTHEHRERDY L —KR2$ (NCI-CTCAE ver. 4.03)

JL—R1 JL—k2 JL—R3 JL—R4 7 L—R5
DEKX QTc QTc Dia<ED QTc=Z50TMs XIER—XZ 14 Uh5 —
QTH#EIE | 450-480ms | 481-500ms | 2EIDNLEKT | >60msDZE{LH3H D, Torsade de
EfRER QTcz=50Tms | pointes. L& OEEA. EERATE
RDEE / FEIRDWITTNHEERD B,




EETAREEERE ZONE

ORZ EAFDIERZHSEREDBEELBSONBIEHHBDET, 226~29R—
O BRARERRICEVWVTYIEOBEENROSNZEITOHEDOHRIEIFT12.0BTHD., FZ.
FEALTXIFASTEN. MAMRR D ELRHSNTWET (RET fusion NSCLCEE)

OBHENRDONIIBEICEEEIZEITHRELV . BIBREATONRDERREZERLT
KEZIW, 230R—Y

OFHDEANCH LT F 74 57F—FDEELRBBEDODHRETREDOHDEENDREIFTERTY,
S5R—Y

OFFIREICLDREBUICERMEDBBIEDZSERRICIFTZELEEA

<FEBIRI>

O BEERESEROFERFIBKRVREREE
[LIBRETTO-001 &8&*]

EE RET fusion NSCLC RET altered TC RET fusion TA
(N=180) (N=220) (N=53)
BEERSEE R 21 (11.7) 4 (1.8) 2 (3.8)
JL—R3E 7 (3.9) 0 (0.0 1 (1.9
B4 (%)

T—9hybATH20205%3H30H (NSCLC/TC). 20235 1H13H(TA)

7'L—RIENCI-CTCAE ver. 4.03Ic#0 %,

a:PT(BEXE) NEBUE "EYBHIE, 280,

KEIARIWAFZTHT7EILE160mg% 1 H2ERO% 5 UIeNSCLCEE (B 111/ (—K)  TCEZE (BIE/\— N XIFTARE (BB 1/1118/¢—K)

* RET fusion NSCLCEEZEDHAAER (N=35) [cEWT BEERESERNGHI(17.1%) ICRHS
N ZFDS557L—R3ULEIF451(11.4%) TUT.

« RET fusion TAREZEOHAAEF (N=11) ICEWTOBEEERESZERMN1H1(9.1%) ICERBHESN. T L
_I\“3—(“l/7—:o




® {LZHUEBLABONSCLCEEICH(FBPD-1/PD-L1 FHEAIC K ZRTAEREERD
BEIEREEEROERBROERESG

[LIBRETTO-001 55&*]

7'L—RIENCI-CTCAE ver. 4.03Ic#0 %,
KEIIRIVAFZT AT EIVTEIT60mgZ 1 H2EEOKR S LI b FEREREDHBNSCLCEE (51 /1118/8—K)

PD-1/PD-L1FEZEH PD-1/PD-L1BEHZEH
REEHD AEERL
(N=137) (N=97)
£JL—FK 25 (18.2) 3 3.1
JL—KR3E 7 (5.1) 2 (2.1)
EHEHI 10 (7.3) 2 (2.1)
B (%)

® (LR EBARDNSCLCEEDSSE.PD-1/PD-L1HEAIICKL BHIAEREDH 5B EICEH TS,

PD-1/PD-L1BAEFI D&% 5HEFAIRKBEDORMRER (3nAXRME. 3hAU L6 A BRE RV
61 ALLE) DBHBERESROERFIMBRUERIE

[LIBRETTO-001&5&*]

3n AKX 3n AU E6HAXKE 6nAMULE

(N=66) (N=28) (N=43)

2JL—K 18 (27.3) 6 (21.4) 1(2.3)
JL—R3BE 5 (7.6) 2(7.1) 0 (0.0)
EEH 7 (10.6) 2(7.1) 1(2.3)

BI% (%)

7'L—RIENCI-CTCAE ver. 4.03Ic#0U %,
KEIARIAFZTATEIL1E160mg% 1 H2EEOK S UcPD-1/PD-L1 BEEAIC LB FIAEEDHBNSCLCESE (B 1 /I118/8—K)

< FETRBFHA>
BB B E S R D F TR R HA
[LIBRETTO-001 58]

RET fusion NSCLC
IgH
B IR RFEA
Ao iE (R/IME~RK(E)
BEEREE R 12.0H (7~109H)

F—5HyhATH:2020%38308 (NSCLC/TC).2023F1813H(TA)
a:PT(EA3E) NBEUE ) "SEYBBIE £&8 5,
KEIARIIAFZT AT EIL1ET160mg% 1 H2EROHK S UIENSCLCEE (B IIHH/8—K)  TCEE (BIE/A—~) XIFTAZE (8B 1/1118/X—K)

-RET altered TCEEICK T3 . YIEDBHMEREERMABOHSNZETTCOHBEIEZENZN.6H.
87H.163H.258H U1z

*RET fusion TARZE ICK T2 . FIEIDBHEREESERNIBHSNS I TOHEIZENZN. 108,
12HTUT <,

HASA
M FTFEUCK >, <l N



EBRINSEHEREZDMER

<FARIREICEHIHBEEDFE>
WA

EERRERICHE VT B DBBIENZRH SN DX TOEARDOPR(EIZ12.0BTH D FKE. FK&#, ALTX
[SASTIEM. /MR EDZBH SN TWET (RET fusion NSCLCEE),

<:BEFEFRIRESCE TBRZDHI>

-y

<HIEEER> <EmB>
SRR BRASESHHERRE WRENH BRENS RE SREE

W

=
Q. FEIR SR ICR SN2 BHUE (S F B BUEIEREEN?

A B R T AERSRICE SN SBHIED EAMEBBUELE RN E SN DOWTHERLEZEZHDHE
T ho—BBDEER TEANEBBIEEREF ICER I 2L OBRIERDBHOSNICDBDD £2FHNEHT S
P TEBDELTATU o KIc TN TOBBIERTIEN B ETETVSDIITIREHDE A




O BHUE(/L—R3UL) ZHBELIBRARE—E
[LIBRETTO-001&5&*]

ICld> | ’ fER - RBEEEE — .
i | 1R)| me | mam | SME0 | EmE | BRREEES | asook | pn | opsin e
DB H*BFE® | (CTCAE) BB | %8| Z0f TEEE
401K | &M [NSCLC | & BAtAt: | ZL—R1 | BHR | 0 | THR.ALT | %D (PSLIRO) | [El1E/ | RXFIBHKBZR7HEICED
7HH EZ #in, AST Hk | REERE38.0°COFEE
0. M S L—R1OBEBIE
FItAt: | /L—R3 1R HERBH Do
108H 10 H B I HE T 89 73 56 2
(39.0C) &tk %
BB, 7L —R3DBEEL
iE T AR U A H & R
(PREHEBR 1 5H/) . 2D
#%40mghS5BRL.
120mgE THE,
BBIEDBE S U,
60f% | & |NSCLC | & B | JL—R3 | 3R | AR | IWMRRD | B0 (FRE | [EE/ | AFFRREI2BBICI
12HHE B2 12HB~ HE | IR RO L Z
PSL50mg/ S5 BEUE Z FIR . A H
H.22HEB~ TREE (REEAR6ER™)
PSL40mg/ ZO#%40mghSERL.
H.29HB~ ERBEMIICT 20mgE T
PSL30mg/ 1,
HEO) BBE DB FE U,
5048 | it [NSCLC | & | Bt | Z/L—R3 | REF | &b ASTHEM., |&H 0 (Bth#E |[EE/ | AFIFIHA%K]12HBIC38.5
1288 ALTEm, |12~15HEB | Hk | CORH MR KR
MmMREA | PSL70mg/ OAST-ALTIBINZHESE
BizO) BUAE% F51R. 40mg D,
ERTREICKIDER,
IBBEREDEFS U,
601X | B | NSCLC o) B | JL—R3 | B | 788 ! 7L (BHE | [E/ | AFRARTEBICER
11THH DREICNT | Hk | EZRIR. 13HBICTAD
5AT7OAR A (RRBERZRL) D=6
S\ RFEI DRk ICARF Z AR EE (R HAR
B5HD) 15HM) . ZD#%40mgh
SHERL.ABE T TEREN
I2120mgE THEfiE,
IBBUEDEFR Lo

T—%7vhATH:2020F3H830H (NSCLC)
27'L—RIENCI-CTCAE ver. 4.03(C#U %,
KEIRIWAFZTAT7EIL1E160mg% 1 H2EEO% S U/-NSCLCEE (F1118/\—h~)
E)VERESHZTHEE U THREL MIET L —R3DFKIRETOBBEYEA NV MEELH U,
PSL=Prednisolone. ICl=Immune Checkpoint Inhibitor

HASA
M FTFEUCK >, <l N




EBINZENEREZDXIR

<UTTE>
® FHIR 5 ICHEE S N B A DR B

JL—R1~ADBBIE (7 F 714 7F 0 —FDEEGBBEZRO)MNEBEULCIBESICIE. BETZET
HRELU. BIBRERATOCRDEERSEEEL TSI,

{[EERIFEIBRERTO0 REHEULGH S, A Z3RREL RS ZBRATEEXY,

-HREZICTABULEBRELULGWSSICE. FEZ1BEIT ORBEROAEZ TEETEXIFFDEE
BICTAHU EBEULGWEEICIK BIBRERXTOM RZERLTIEE W,

[ZA—F+—h: BEVERRBRRORAERE]

BEEE (P71 5% —FDERTBBEZRL)

MERRSBRICH VT, 55, S8t ALTUSASTHEN. I/ MERAZEAEH SN TNET,
5 ABEERTAM REEE
- (FERAEE S ET) EIE
SR RE* IC THBA
(BADHBE:1[E40mg 1H2[E.
NEBDBE:1[E40mg 181EIX (&2[E])
BBEEATOCK
TR EBRAL =
l AMLERBES BSARS R Rk
1R DRIRFORAEXTIHER
l TR EBEGL
BERERTOAR
= A= == HIB
I FASR R S REERZICHE
E)TF 747X —FOEERBBIENKIREUIBEIE. AF DR S FHIELTIZE 0,
¥ AFHDHEOEHRE
BADBE INRDBE
\ B58
w=EL AN X5 8 BELANIL
L HEE AELA ARER: | 2R (R 2mebLE ] 6Pk R 1.6m2LLE
EEEss | 16 160mg 1H2E BEBEIREE 1[5 80mg 1H2[g] 18 120mg 1H2[E] 18 160mg 1H2[E]
1B | 161120mg 1628 | | 1EERE | O hgsomy | 1E180mg 1628 161 120mg 1828
2ERBEHE | 1E80mg 1H2E | | ompesim 18 40mg 182E] 1@402”%528%)]52@ 1E 80mg 1H2E
3gReHE | 15 40mg 1H2E | | smmmE 18 40mg 1H1E® 15 40mg 1H1E® 161 40mg 16828l
JE) BBUERIRF DA (BEUEUN C2EREHEICEWIBAENESNEWES REHIE),




BREBR ICHE 1T DEBIEDFEONIIBE DXL E (R#E)
[EpEHREE | /1148558 (LIBRETTO-001:#&58) 1®

AR ICEWTAFIOBBIENREONIEE U TORAG ELNHERINTVWER U .,
‘FREIOBBEIREONDHEF AFZAREL. TLRZYV P Img/kg(RIFTNITHE TS
ATAAR)ICEDRBEZHRRI DL BEINEF . ATOMRZRABETHELAD S KHF
Z40mgl1H2EICREL. KEZBRIIIENTES,
-AABRB7TEUERBU BRNICEXGBBIEOBHEIBOSNZINE . AFORAEZ
80mg1H2[E.120mgTH2EIXRT'160mg1H2EICHIELTH LW RIEFAET7THU £
BAREICEHENRESNRITNIE RATAOCMRZERT ZIENTES,

) RFBRAGE

R

=

O REBRICHIT2BEBIEDY L — R FEICOWT[EEHEREZE /11185058 (LIBRETTO-0015E) ]
NCI-CTCAE ver. 4.03TIZEAZED NBEE 1 (cdH =5 [Hypersensitivity ] E WS BB R E SN TVWE

ThoZD7cs LIBRETTO-001HER COBBIEDY L —T 1 > 7 (3Hi—

SNCBETHRESNTHE ST,

BBk L ERNDREPRAYH BT O S@BBUIE ICEAH T & E SN IER GUR LB IR 2 BETE. A
. R AST/ALTIEIN /MR E) D55 H&HT L —ROEVWSDOHBHEIEDT L —REUTHRES

NTW£UT,

O KACH T BB ICHE D ERIERDT L —R24E (NCI-CTCAE ver. 4.03)

CIRIVAFZTD

BEREOER JL—R1 JL—k2 7L —R3 JL—FK4 JL—NK5
BREBRRE FER (B 258 8 | FER (B Z25F. 8 | EEROBERBHE DG
B.OEDN)DE | BNOSDN)DFEE | WIHEREED>30%
FEFEDRRVGER | REDRWARE | 25025 K2/ 82
HED<S10%% & | BED10-30%%& | ;FOEIDOEBETE - -
HBIRE/ BT BYRE/ B 8D | BEOTIR
EID S DEELETE
BIEDHIRR
FEEh 38.0-39.0C >39.0-40.0C >40.0C >40.0C T
(100.4-102.2°F) | (102.3-104.0°F) (>104.0°F)H (>104.0°F)H
=245 E%se >24ARsE 5T
ASTIEN/ALTIEMN | >ULN-3.0xULN >3.0-5.0xULN >5.0-20.0xULN >20.0xULN -
/iR R A <LLN-75,000/mm?* | <75,000-50,000/mm?* | <50,000-25,000/mm? | <25,000/mm3
;<LLN-75.0x10%/L | ;<75.0-50.0x10°/L ;<50.0-25.0x10%/L ;<25.0x10°%/L )
ES) 0] BEDKRE PEEQOKE: B0 | BEOKRE 50M
IO UANDRFELEE | DOBBLEFEED - -
BIEDHIRR HlRR
ilNY] BEDRKRE PEEOER O | BEOKE; ZF0E
EOMUAOHEELTE | DOHEEZFEED - -
BFDHIR IR

ULN: (%) E#EE LR LLN: (f83%) E2EE TR
) EREBAMCENICHSIEIRE UTEIE. 88k, 7 L7 F = VIENHY%5 5,

HASA
M FTFEUCK <l N



EBINZENFREZDXIR

O AKRHRICEVWTC.ERLCRIENREHSNTVWEY, =32~33X—Y

OFFH| DS AR ICMEIBEICEEINTWSILZERE LTS W,
(140/90mmHg EEEMEEBEENEY) =7.13—

OFAIR SRS ERNICMEZANELTIEEW, =13.33R—Y
OSMEEDEEANDKEE. BIEHBLTIEENDHBDET, =7—J
OEMELHSONIIBEICIE. FHZRRERERIFFILTBZLE BYBLEZIT >TSS,

=S34NR—=Y
<FEIIRI>
o SIMNERESRORIRFIBRUOFEIRES
[LIBRETTO-001 &t 5%*]
EE RET fusion NSCLC RET altered TC RET fusion TA
(N=180) (N=220) (N=53)
SN ERSEER® 66 (36.7) 87 (39.5) 17 (32.1)
JL—R3UE 39 (21.7) 43 (19.5) 12 (22.6)

BIEL (%)
T—=5HvhATH:202063H830H (NSCLC/TC).2023F1H13H(TA)
7'L—RIFNCI-CTCAE ver. 4.03Ic#U %,
a:PT(EAE) "sMmE, 'mEEF 228 (NSCLCRUTAR SIE DH) o
KEIARIIAFZT AT EIVIET160mg% 1 H2EH#E KRS UcNSCLCEE (B 1118/¢—~)  TCEE (B I1E/—~) XIFTAZE (B 1 /I115/3—K)

- RET fusion NSCLCEEZEDHAAEF (N=35) [CEW\WT. EMEREEZRHI1201(34.3%) [CFRHS
N ZFD557L—R3LEIF84(22.9%) TUT,

- RET fusion TAREZEODHAAER (N=11)ICHEWT. SMERESZRMN3IH (27.3%) [CEHEN.FD
SEJL—R3BLEEFT1H1(9.1%) TLT

- RET fusion NSCLCEEZICK T35 MEBRFTFEOEEI DB TIX.BEEFREDHDEE (N=77)D
33%1(42.9%) . BFEFEDIRWEZE (N=103) D33%1(32.0%) IcSMEBESERNTHSNE LT,
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