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DURVALUMAB,
TREMELIMUMARB,
LENVATINIB

AR 2024A041228(E7403012)

SAE/UP

2024/2/14

Hepatitis [Hepatitis] /FU4

AT ApHp

2LAp gy ¥ e 40 B

FHALA

TRFHALR:
(DEFFE 2 054 g

©7 st # % : DURVALUMAB, TREMELIMUMAB,
LENVATINIB © # r’v ): 1,1:%1 i : Hepatitis(2) £ 7# % % 113/01/31 # 43¢ % -
2/14 %% 55 F 2 5 05/06 g © f% “,f > Durvalumab, Tremelimumab and
Lenvatinib #7i% ¢ * > 113/02/27 % #: LIVER BIOPSY - % % 5 HEPATITIS -
P %3R5 2 $ Durvalumab, Tremelimumab and Lenvatinib g8 2. 2 2 & & »
G SAE- LMy EeF WA AEE 2 ZHEBRFR Q)R A F
4 g T E 2 06-MAY-2024 .;;r_,# fatk (R:29-OCT-2024) ~ % ©
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DATOPOTAMAB
DERUXTECAN,
OSIMERTINIB
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SAE/UP

1.PNEUMONIA [Pneumonia],
2.SKIN RASH(DRY SKIN)
[Skin rash]

2025/11/06
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=
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¥ 3 L F Jg 40T ¢ © Datopotamab Deruxtecan : skin rash (19% to 20%) -
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Bisoprolol: skin rash <1%© Valsartan: skin rash©@Dapagliflozin propanediol
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monohydrate skinrash(3) 3 ¢ % 114/11/06 M3 CTC3 AL 7 > ik g F
; 11/13 fﬂ;’))iV‘}a A L ’/Fﬁ é%:fﬂf\i‘¥(rF'aizrv, 11/24)9‘.}7‘% » IR CTC 3
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FERTEE FreyEir T ARE 2 FEHERER -

@D»>=x 5% 1 =i g { 37 PNEUMONIA ¥ 3% 2 3+ DATOPOTAMAB
DERUXTECAN ¥ it 4p & ; &2 OSIMERTINIB # #p B ~ 3#5 2 3 Datopotamab
Deruxtecan ** 114/10/16 ~ Osimertinib >+ 11/23 & A 1% % ; 3 4o & * F 5 o
(S)ﬂ\ﬁl__gsiﬁ'"épz}g‘lb‘ili\'ff?,'{""l‘l%q’é%m’ﬁ ”“LF‘—Z "iﬁff\ﬁ; = Eh—'ﬁrﬂ
SR RFATIR/ G4 -
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IRB %% SC23423B Bl JERE =R ¥ P
Volrustomig (MEDI5752),
g CARBOPLATIN, A REL | 202511GLO025772TW(E7403006)
PEMETREXED
Worsening pleural
effusion, NEUTROPENIA e
SAE/UP FEVER,Neutrophil count 2 ':;B o 202202
/ f,gFl 2] /FU5
decreased,platelet count
decreased,CRS
LE Y ZE3F 4 G = ¥ it AP B
tRFALR:

TR

(Hid F £ & 169 k + 4 OF % # 5 ! Volrustomig (MEDI5752),
CARBOPLATIN, PEMETREXED © # 2 5 J ¥ # ! Worsening pleural
effusion, NEUTROPENIA FEVER, Neutrophil count decreased, platelet count
decreased, CRS(Z)%?#JF'{ BiTH ZEp gL 11/130 3 1127 1P B | 8T
g eAcE 2 CTC 4 ¢ M™% m ~fa; ik CTC 4 neutrophil
count decreased (?3? % 4% 4 ¢ ) ~ severe worsening pleural effusion (12/22 j # ©
i f) 0 12/20 % iﬂ—‘k 7 4 CTC 2 cytokine release syndrorne (12727 gz = f%
“f) CTC 3 neutropema fever (£ 2357 ) 1221 % <3 F % 2 platelet count
decreased (¥ 23 s ) A7 M7 o “i% (i Med15752 AE(12/11) 5 4=
TARE A TR o (3)# B F S REBO WA LF RBFEE A
g w RE S i gk £ CRS (Cytokine Release Syndrome) grade 2 » 7 58 %
# % Volrustomig (MEDIS752) » {& % 5 P2 wf £ fife - B2 X324 & &)k
& 69 fi o (OPTMS 4.8 3F F koo p (12292 "TRAbiFREF 7 LF Jk
WA il FF AP P(1222)- R AL - O)dF b F TR
e »]’«:it:)?g, AEERF BEG MEET AE B TG FIEM G FAPA/S

AFAr R

RHE AL L X B RATRO AR B 12/29 p RS 1 $F A L HEr s
(Rsmmz’ﬁiﬁﬁﬁﬁﬁiﬂﬁ;lﬂw T Pt 0 E AR £ E R B
ot 1222 42 1E S (ATSAE M T 0 ¢ JATH A MR Y B % AL R L
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Volrustomig (MEDI5752),
5 CARBOPLATIN, i A L | 202511GLO025772TW(E7403006)
PEMETREXED
Worsening pleural
effusion, NEUTROPENIA -~
SAE/UP FEVER,Neutrophil count % /'ii o 202/15:/[1%/27
decreased,platelet count L
decreased,CRS
E AR ZLAF ) G P T i AR
TRFHELL:
(D FF 2 69 f+ L OF & £ 5 ! Volrustomig (MEDI5752),
CARBOPLATIN, PEMETREXED © % 2 ~ & ¥ # : Worsening pleural effusion,
NEUTROPENIA FEVER, Neutrophil count decreased, platelet count decreased,
CRS(2)= ?\;i"*ﬁ BiTH Ep &L 11/13 0 3 11727 F1P Ru o) 8T %~ RS
ReArE 2 CTC4 P BT m ~fn; 5ipfk CTC 4 neutrophil count decreased
(12/01 JE4 = f2 “%) » CTC 3 worsening pleural effusion (12/22 g ¢ f% "i) ’
12/20 % ;é'fg 7z 4 CTC 2 cytokine release syndrome (12/27 Jg & © f% ",f) ~CTC 3
. neutropenia fever (£ 2 4F 4§ ¢ ) - 12/21 % ;éiﬁ" 7 4 CTC 4 platelet count decreased
FAHLA (F 3 :d); m3 ¥4 & 7 > Carboplatin ~ Pemetrexed % Volrustomig
(medi5752)REHRE S HFEFT 2P RE 3 THEBTH - B)FAR 5 % 6 HEH
£ #T neutrophil count decreased g} © f# “,i ~ worsening pleural effusion % platelet
count decreased 7 CTC & & ~ ¥ 22 o ~ % { Worsening pleural effusion %
Neutrophil count decreased ¥ 5% 2 5.2 %7 ; & 5 F) & s o
(4)2 #F A 32 5 Volrustomig (MEDI5752)% Worsening pleural effusion ~ Cytokine
release syndrome ¥ &c 4p B ; Carboplatin - Pemetrexed £ Platelet count
decreased ~ Neutrophil count decreased ¥ it 4p B (5) 4 % &% F b TR e o
AR E RS LR AF B wT A FIEMG FRAPA/ S -
L g PP
IRB %% SC23423B FF AL T p ™
Volrustomig (MEDI5752),
&5 CARBOPLATIN, i A R | 202511GLO025772TW(E7403006)
PEMETREXED
Worsening pleural
effusion, NEUTROPENIA e
SAE/UP FEVER,Neutrophil count B /'j;f & 202/15:6;/27
decreased,platelet count G
decreased,CRS
AT ARE ZLAR ) LR g =2 ¥ A 4P B
EN ST
(DEFF L 169 4 OF 5% % %  Volrustomig (MEDI5752), Carboplatin,
Pemetrexed © 7 2 & & ¥ i : Worsening pleural effusion, NEUTROPENIA
— FEVER, Neutrophil count decreased, platelet count decreased, CRS(2) % ;é—‘ﬁ B
N

W EP YL /13530 11/27 F¥ B 8T i £ 2 CTC
4 ¢ MIET A~ 505K CTC 4 neutrophil count decreased (12/01 J % ©
f# ",f? ) ~ CTC 3 worsening pleural effusion (12/22 Jz s © f% “ﬁ) » 12/20 % ;é—'ﬂ’“ w
4 CTC 2 cytokine release syndrome (12/27 jg s @ j#*%) ~ CTC 3 neutropenia

%147 > £51F
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fever (12/27 jk @ f# "f) ° 1221 % 3% 4% 2 CTC 4 platelet count decreased
(¥ 23 :xd): 7 %927 > Carboplatin ~ Pemetrexed # Volrustomig
(medi5752)RiEHE s HAm L 2 BB~ 2 ZHEFH cB)r= 5% T i
B { #T neutropenia fever Jg = f% ",% 22 OAFR B E R o (4)A

3% »  Volrustomig (MEDI5752) 22 Worsening pleural effusion ~ Cytokine
release syndrome ¥ ic 48 B ; Carboplatin ~ Pemetrexed £ Platelet count
decreased ~ Neutrophil count decreased ~ Neutropenia fever ¥ &t 4p b - (5) & %
Bl ERET IR A TR BRGSO AF o T G PR M
HoRAH/Fh

g R LR
IRB Mm% SC23423B i JERE =R ¥ p ™
Volrustomig (MEDI5752),
&5 CARBOPLATIN, i A L | 202511GLO025772TW(E7403006)
PEMETREXED
Worsening pleural
effusion, NEUTROPENIA PR
SAE/UP FEVER Neutrophil count # /;i 4 202/15:%;/27
decreased,platelet count L
decreased,CRS
£ F IR 2L 3f H) v o ¥ g AP B
LRFRAR:

(D E i 70 k+ P OF 5% # & : Volrustomig (MEDI5752), Carboplatin,

Pemetrexed ©# 2 & & ¥ # @ Worsening pleural effusion, Neutropenia fever,
Neutrophil count decreased, platelet count decreased, CRS(2) % 3% ¢ $.17 % % p

B 5 11/13 > 3 1127 F]P B o | FHT % ~ 9z £ 2 CTC 4 ¢ 3%
Ta e 5isdk CTC 4 neutrophil count decreased (12/01 Je 4 © f# “,f) .

CTC 3 worsening pleural effusion (12/22 jJg % ¢ % “ﬁ%) 0 1220 33 H 3 2 CTC
2 cytokine release syndrome (12/27 Jg & @ f% “ﬁ%) » CTC 3 neutropenia fever
(12727 4 = f2 ‘,%) o 12/21 % ;f:ﬂ"ﬁ Z 4 CTC 4 platelet count decreased (¥ i*
3o d ) g B4 iE 7 > Volrustomig(medi5752) M & * o ix

Carboplatin ~ Pemetrexed ; $# 5 # 28~ 2 T HE P 7dH - Q)r=x 5 % 8 =%
EHO LATR A E#8 5 70 f o0 7 7 # 5 Volrustomig (mediS752) 84 i@ * -

i# % Carboplatin ~ Pemetrexed ° (4) » % Carboplatin ¥2 Pemetrexed : ¥ i ;%2 &
4 4 (neutropenia fever ~ neutrophil count decreased - platelet count decreased) %

£ 1@ ) % B % 5 MEDI5752 (Volrustomig) : #2 ¢ % 4p B # 4 (cytokine
release syndrome)% ¥ it i3 pleural effusion 3 & 3L eHF| % B % 5 F 3R FF -

IRELCTEICET =R NS AN E LS LY ST
AHIRFFRES 0 A4S A R FF MEDIST2 0 R AP K/
% o

L E R R AP

P TRRGRA RO RETE) A S H 140
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(b) = 3#F 29210002: 06Nov2025 (= p : 19Dec2025)
(c) %3¢ 29210003: 08Nov2025, 22Nov2025 (& -+ # : 19Dec2025)
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