FPRFELEHRY PR AFRAMBRFELR §
2026 2% - AMPFRBALAE ALY 1232 §hudk
PERF 12026 & 1% 9p (AT )#*12:00~15: 14
FBCRAGR AT HRS RO R
AL iR 2 1 https:/meet.google.com/bzf-wwrb-tsy

AR EEFLEL B

BINI5A P 154 5232 A 8184 F 184 21T

FR oA 288K 164 BN S8 A4 S ABHER 1T 4

FAHCFM)LAR iji%;f%‘fmi\'fzm PR E CRB Y MBS B AR
R+ & PERS PR FRE BT E LT

FR B TA S TR
LR BT RERALE/E R 2 W RS
WELE &
wErd B zp 4 7 KMUHIRB-G(I)-20180026
3 % KMUHIRB-F(I)-20240339 ~ KMUHIRB-F(I)-20250051
# 4 £ KMUHIRB-F(1)-20250338 ~ KMUHIRB-F(I)-20230149
KMUHIRB-F(I)-20210186 ~ KMUHIRB-F(I)-20240302 -
KMUHIRB-E(I)-20220170
% ;u3B KMUHIRB-F(11)-20250334
JIRAR R
RERE MR GGRAELE) S RE Y P A
EREE I FIER(AFT)MPTH WA

F /) & R R
(D5 A WEFERFHF2Z1FA BRI FL ~ERIFANL LA o
QELFAFRE e REP 20 A NI ZFRELEA T 5 B o
(3)& A Mk H L34 5 PO % o
@HEBEF gy flaw@L L& H o

2. BERRT AL A TN GRS RIRG


https://meet.google.com/bzf-wwrb-tsy

(1) & F2 g
Q) A4 ~pemBzRE N L BHTRR TR LA AR KT
B) He MirAt Rm g ixit
3.2 | F FR
(1) A2 R4 £FL30g: L2 BOYFf BREFLL35F 9
R AP (BN R HEE AR R s AL R

(w

£

(xS
=k

4

2% BT FANL K
Q) Agsenpein s A &3 L0EE L BT HERAF LRSS

2R A BAIE R KR EREE)EFT A %L o

(3) & F w2 whg g4
AT TR LR IR FINEG BIEAL -

(4) A nfeit 2 A S &L P ETRAF LR A TR LRPERET

e XV R v ERLEE

(5) o mﬁol,g,&é\q\:_&+—§~q‘&ﬂi,€nwa.% L'ﬁiﬁli\“

ALy 2 AR ET A SRR T AR 2 ]

= »

X o

ek

Foragres

12025 & % - AHEHFELE § AL 12% 4 § R

(DAT%-CIRBL % %&£ 21 ;- 8Fa%cs 138 ;48 THh 5@ ks T
W 101 PRFAEF 1 EOE 6B 56 o

Qe MR E R B L AR 167 - HFEFTHLS 12 # -« CTMC £ 5 % 4
LOI*’SAE6fi\SUSARZI’i‘—?ilﬁ_iﬁﬁls N ATEHEE 0 kg Kk
RREARASE

(%iaﬁp—ﬂwiﬁzﬁo

(4)% &% —SAE(F ta M /7 ic A 4pM)IS - A %/2 4" FY 3% 92 CIRBF a4
BT BRBAPAE DA I EEPAIAE  ABPEE LR S
18 i o



%>

HhEALFR
- 3% X 12%CIRBLEX2% - 4% 10 %)

7 ; IR:;EC RS S A
P | 54775 R ';% jghf o cal?otegfavir‘ fe riilpivirine
B2 EETE A ek 2 g
T S R ORI 4 2k T
Bk A A E‘;%ﬁ;;‘w$%§§£ié§ ifz
Tt Tk B e ALDH2 A T2 g5 8o
mE - RBRR R OREE b G2 B A
_ % | 3 | 54074 j} (+&;%f ;p%iﬁﬁimiﬁ
AFG RS o TR B R
"UgRG % SRBe 48 7 (CC-IBL) 4% 5 ¥ &
- R 4 | 54914 | 15 TRA LFRE SR & A EPF REF 2 AIAT
7o
- iR 5 | 54553 B A1 ChatGPT @ * = chai Bl H A 47
Cawg |6 | sso2 | CTF gkﬁ“*“*l%;gpﬁﬁ“ﬁﬁiﬂ”ﬁﬂ
LR Bﬁ {BLE AT 7 #731 BTVA $5¢
- 7 | 53312 | B F H1COPD 4 i de iy &7 00 9 4
At :’1’123:31
TR T ANERR L %ﬁ”ﬁLﬁa%B”%
- % 8 | 53774 ﬁﬁﬁvx&*mﬁ&&# B LR e
E3 RN
, A FIRE B TR 34T £ 2
i e 5 ifm%ﬁ}f%ﬂm
T B OER L b plypg TRl e B k2 pE
(| 10| 54833 ¥ ifﬁg%gii il
— 78 12 Rinatabart Sesutecan (Rina-S) 725 2%]
CIRB 1 % | 11 | 54812 | wi ¥ g ihy 2 8 ~ Bacihr ~ S
R
- 38 Ficerafusp Alfa (BCA101) % &3 & *
. Pembrolizumab ¥ 3 PD-L1 & lﬁL SRR
CIRB i % | 12 | 49432 I B e R B Sy
O EEESA e s BT S ay3ﬁ$%




FRFEEHRY FRAFR

S ETTSES R

B L 1
IRB/REC % % | 54775 EFF R |- RFARAR
S ST - I g §F % hk|pk
. , o | T % B R 5 4T £ 243 cabotegravir e rilpivirine {8 2 E &2 p & Al rck 28
? i v ﬁ‘ e
i
" " 1. B 13T > $% /8 o
" 25*%&%ﬁ&’Lﬁ%%ﬂ—ﬁ@nim,ﬁx%%%éﬂr
BAFELEHRY e AF R AHRRFLLA G
B B 2
IRB/REC % % | 53313 EFF RN |- RFARAR
53 1 B < £ % % R|pz
" s g | TR OIEF S EEEOR R 2RI € SR A SRR s
SOl S S
s
. % 1Bl E(RRFALLB D)
a 2.k AER AR > ARARF I EEFERIHFEFAFL -
BLFEAEURY R AFKR AHBHFALE§
B B 3
IRB/REC % % | 54074 BRRBEY| - LFERFTHR
g.l. i A #3 A Q_f?_ ? %* il E&]ﬁig

Fite Tk %Y ALDH2 A7) R rwffk gk d —F—

G2 B BT (F3E -
TN B g Hehik B 35

R E R b
Bk %Y ALDH2 A FI%EH3Ho

e % Lign s B(FkgaR L) -
ik AERGAR > ARAFE - FRFYRTIIEEFTEFL -
BELFEAEHRY PR AFR AMRHRFELR 4

)=3 g 2

IRB/REC % %.|54914 TR I

i T N - R & F' %

g % SRE IR
KE 2 fIATF B

A %?%%§?&Pf%%
_,7_ =z &

L i Pl e

2k AEKDGARE 0 LR AZE - &

RS ARG AL -




PRFF AR FREFR

S EITSES R

B 5 5

IRB/REC % %0 | 54553 A E L LIS IR

SN - 5 0% % k| RAp¢

7 & ¢ fF| KA1 ChatGPT # * & v T B A 47

o % L2 rtsd@(FRFRALBE)-
ik AERGARR  AHARF - ERFUBITIRBEFEESL
FLFEAEURY PR AFR AWBHRPELR

B 5 6

IRB/REC % %0 | 55032 AL LIS IR

o B B % %X R|lpx

R | RS R AR R RS RS RL G

" % IR TS F TR EIR
2k AF DGR ARARE - FLFYRT AP FEFL -
BEFEAERRY P AFR AWRBHRFELA§

B 5 7

IRB/REC % % | 53312 3 3 WOl N IR Y Y7

I kil ; X R|p L

22 s g | ERE R T PR T 4 BTVA 3¢ o€ % § "6 HCOPD s 4 chid é

S ﬁ-ﬂéww%%m&f

i " 1B s (P RFALLBT)
2 AERGALR 0 ARARE - ERFURPTHIEFFLFL -
FRFEAEURY rRAFR CUPRHFRLE G

B B 8

IRB/REC % % | 53774 EFHPHEY|-LFLVFR

I B2 % 0k R|pZ

SN fﬂﬁ%v PR BV R AN R B R R R TR R
A n S B ok

o " 1.ig s B(FiE aR L1Bix)o

2 AFRGAR 0 ARAKF - FREFEHRT I FEEFL -




$i§_¥5§—"§3xﬁ;{£ﬂ —fr‘iﬁ,{»}?ﬁé ARRGAELE

A % 5
IRB/REC 35| 54912 T RIEEE T
Bl G NEE = ksl F. % R R &
P od b A A R FHENS SR L2 MAERREL LS BT R
s % Ligr s E(FRFAL LB
2 AERGAR RIS - BREFYRIIRFEF LS -
BAFELEHRY e AF R AHRRFLLA G
A i 10
IRB/REC % ¥. | 54833 ERH M- BFERAE O
i S - £ % % R|px
F AP PR TR FER G R e R L
s ~ g pigee ¥4 o
2.2 AERGARE > LRI F - FRFUBIIIPFEFEFS
%ﬁgg«gwaﬂﬁﬁggm ARk E LR €
i i 11
IRB/REC % % | 54812 # % % & v |CIRBiz/43%
L S 35:??:5&&;5
s+ 3 ¢ ¢ | — 7% 4 Rinatabart Sesutecan (Rina-S) ipf 25| fw¥e ¥ S22 eh% 2 ) ~ B ¢
? W
T v FEHERE
e ~ Lt sl BOERF AR L) o
i ATRGARR > ARASTE OB RFERIT BT R AFL
BLFEAEGRY e AFR AHR%FLLA$
i i 12

IRB/REC % %%

- %% 4333 CIRBi%
49432 # % % 2 v | (&5 5% phase I > #7% /37
ff\’ﬁ]‘f;’g\q“%gt’:u)

L £ % % R | B /Bicara Therapeutics
— 78 Ficerafusp Alfa (BCA101) & % & #& & * Pembrolizumab i 5 PD-L1 F&
OE O B aERAES RISk e R B - B Y s AR B
% 2/3 Hp Rk
" % LB dE(FRdhaL LB
DR AER AR 0 AR AXE 6B EAEBT IS FTE WL o
SR RS 0%




R RS A ]

- “FHAwmE-£ 4%
B B 1
I R B % % |54053 EE R —_EF%E)J.%;Q_ 3%

s

L AR 2 s £ R(VATS) fr i % £ AR 28 £ S(RATS) 2% 27 17 e
GG R TR B 2 5 ¢ e WA

% % R AEfE

o BT EAPERIY b TEY  AEETE-RE - RPAREEEHEEE (F
P/E g )2 23 pE e R PR AR TRy AL PR LF R 2023 £ 1
T3 o2025 & 8 ! oo
’PEL;%_J..TE s e RS PEAEEA R H SN '%-,,Z o

)=3 5 2

I R B % % | KMUHIRB-F(I)-20250334 #3251y |[CIRBEZ-%{%

L R AR R AR R R i S &

£ % % k| #2amfien

a Bl r v d R U2 0 FRIFBT PR
2MRF R 2R B~ IRB (TR RE- HFR o

=3 B 3

I R B % % |KMUHIRB-SV(I[)-20210094 [#g&eds] |[AR-%{ 3

pod o gp| P FRRRSVILE S e FLR AR B L LR
BRI 2 Tk 25 RE

£ F X R\ FEfE

A & lF'Tl‘iv Witz 2R REEET R P HE R FRE S S E WD FF AR

FrEEp gL BEL 24 .
FEFA? B4 BEAA RS 2 RER B BE 25 & 50T

A Py 1

I R B % % | KMUHIRB-E(I)-20210210 E Y TREIE

S A e s N L T

E F %X hR|pE

e BB ARUREPR AP PIRFESAPc bl BRSO MA S S IR
Ry hz R BT TR AR éﬁ"ﬁf% .



https://kmuh.cims.tw/wiPtms/protocolStatus.do?protocolId=4629

R LA TRR R A
L EmE R 213

i IRB %% kR

B i

)

KF/

Fr AR g
KMUHIRB-F( |y o pempigso
1)-20230171

P LT R

2025/12/05 -3 :
R T
ZER)EREFRE
SRR AR R
Ay ES(DARFFE
fTaef e LA & ¥
Fad

i
3 E i
il

i




2~ IFHE S X 13% (18 #)

5’;? s#gyEe . LB
LFspEd i

D

H:

faB 5N

W 2 Rs e 7 1 B B R

(e gm0 g H08% 2

(& tzrdies
[J2p b ik

IRB %% KMUHIRB-F(I)-20220026 FE%E | 213744
[ X Y EY IR

- AW OS2 AR B CXFAER T EL L S w2 5%
B R 3 GSK3511294 sfes iz * 3t £ 3 v*r&w IR NN -3 O e IR

ﬁﬁﬁ%*ﬁ%ﬁﬁﬁﬁﬁaiiﬁ

Xiﬁ%?iﬁ

2025/12/19 fu 76 % [ - F 1141055 5.] > i 4F 7 & G @ [38% & 4#(Violation) ]
% £ 1 o PTMS & X & 9-Mail id #F

ARRAVAFT BRI (G RAAER)S 19 B
3LEs S o3 i ANE R I - .@

2zt B L7

AZamcde s L &7 awL:03)s

-

Fl R

W 2 Rs e 7 1 B B R

L SO RIS S SR A A

[l k23t d e

[14F el -
IRB %% KMUHIRB-F(I)-20220087 4 %% | EX6018-4758
FEAEAL EpRAR | RF
g A ZEUS —4& 4f= g2 & 7% ﬁﬁ'b'bl’éf‘)?&“&”?ﬁf‘)]%’u& > B
3 4% 5 )];5% TR 3 Ziltiveklmab 2 %R e Tgf &% 2

WA Bdjckx > e EFes

2025/12/10 Fu %3 (%3 % 114120901 5] - i 4p 7 B8 & [RFmiE R
L= (Violation)] £ 1 i#* o« PTMS & & 4 6

ﬂ\é% AP EEE B (F RAER)E 6 F
FEEE RV ST EEInE

E(EFe a8 %)

%4




3 | IRB %% KMUHIRB-F(1)-20250140 4 %% | D7960C00013
Bl I = B3 kiR R
- -~ AR R X EHEE T AR % =R AZDOT80 #
PAEF FPELEF AR R F 2 MR R by BRI
PENEIICE W Ed S =2 éﬁr:ﬁ-ﬁ
2025/12/16 i % & [(OT)AZ Fd % 2025249 5.] - st 4p 7 f e F & [Esid
%3z 3.(Violation)] % 1 ¢ o PTMS & * + 3
AERFUFFARF E(ZHLER)E I
$aE: [ ELripede 0L HE
fz:Egte: LW
LR sptFe s [ @F a8 7))
-
P %% Rl
W= 2Rk e 7 1 BE R
[Norizsz g 2ol 30630 €% 4 -
Ll kit d s
[14F el -
4.1 | IRB %% KMUHIRB-F(I)-20230189 34 %% | NBM-BMX-003
FRAFEA B KRk R
Bk NBM-BMX H ¢ * &8 & #* 3cb) % 2 Temozolomide * »F 8 %6 7% &\ 37 %7
PEEE e e m 52 8 102 B R b
PIENEREE KiE N
2025/12/18 fie & % [# % # % 114121801 5L) - 4 7 e F & [RF&E R
= (Violation)] £ 1/2 # - PTMS & A & 4-1
AERG U BEF (AR 8
TEES RS TR E N |

fzaEgte: L B

L apsde: L @3 aw %)
H:

Fel 3N

| B AT X R )

D@%ﬁ%%@ﬁ’ﬁﬁﬁgﬁéiﬁgzgﬁzo

EEFEE S0

[ 127+ P%_a :




42 | IRB %% KMUHIRB-F(I)-20230189 34 %% | NBM-BMX-003
PEAEL B3 kiR Yl
o NBM-BMX ¥ i * 28 &5 * 3céd; 5% 2 Temozolomide * »t -7 #8785 ¢ 372 ¥t
HERR w2 % 102 B SRRk E %
MATRIF ek
2025/12/18 i % & [ 4 3 % 114121801 5] - 4 3 B3 & [askd
%3z (Violation)] £ 2/2 i* o PTMS & ‘A & 4-2
AEAGUAFAERER(FRALER)E OB
TEES TRV S EEAREE |
fz:Egte: LW
LR sptFe s [ @Fc a8 7))
-
Fel R
W= 2Rk e 7 1 BE R
[Norizszrderm 2ol 3030 €% 4 -
RS
[14g 7 e -
5 | IRB %% KMUHIRB-F(I)-20250128 3§ %% | D7960C00012
FRAFEA B KRk R
L EE Y TV N 5;@3;. ¥~ T 7L BiEE i AZD0780 *
o 2 MR G ERR A B R RS RARA e F R R H
A B AT sl B R %;i * mf' =
PN EIICE W = SRS = A
2025/12/18 rﬁg 1@ [(ODAZ o5 % 2025252 5] > il 4% 7 FiF & [#5% ik
= 3.(Violation)] % 1 # o PTMS & A & 6
ARRAFF BRI E(F HAER)E 6
FLES EEY TS ERERE S |
it 2 Bz
LR sptFe s [ @Fcdf L F);
-
Fel R

Wl 2 Rok e 7 5 e BUE )

[zt der Erleed 30 B38€%4 -
[z dies

[leg e




IRB % %%

KMUHIRB-F(I)-20250150 B € 3

RMC-6236-301

Pha L

RS

gl

12

RASolve 301 : — 78 A X sk ok IRl 2
¢ 1L g RMC-6236 ¥ Docetaxel “% 3 #f 7

« & # 1+ RAS (MUT) NSCLC ﬁ X

‘:J JINNEERY F’B’t}{%g;_-r > R;i’&&/év\ [ _‘%‘%E

#i

WA F ek
2025/12/19 g7 &k [ 5
£ 11 o PTMS & A A 1

AERGAFAERT (P RA RS 1

F % 1141050 5]+ 4F 7 B % 2[435 i #(Violation) ]

PhAEE

fzikexe: 20

Friggte: [ L B

LFspEd e B (A F e a2 E
.

H:
Jied s

W isse e 7 0 ek BT Rl
[orizzr g 2olecd 30834 ¢
D“J‘ziq— L%;E_f’r

7 b

D

HEDE

%4 -

IRB %%.

KMUHIRB-F(I)-20240014 k38

D5989C00001

TR

5% %ok

R

12

- f R T EAE S S s T H3E5% 0 3* i Budesonide

Formoterol Fumarate

.
T8

Glycopyrronium e
Glycopyrronium 4= Formoterol Fumarate
g s O g & ey 22 (THARROS)

T ® A 3 o~ Al

(MDI) 4p $& >
Az~ A (MDI) ¥ p e 2 14

#i

PENERE Wi N
2025/12/22 r@g % 5 [(BGF)AZ f ¥
#.(Violation)] = 1 # o PTMS & A A 2

AERHEIFET 54&1 (g mAlER)RE 21

% 2025034 52) > i 4R A i%ﬁfféi 2 [@RkE

FLERE

K?’:?Egié_ji" DK’.@

LFaggTe: 4L I@

Lremate: [ (L
=

P 5N

| A & STATE R R |

iz 4 et

I 18

[ 37 *F ik -

PP Y

¢ @ IR?[E

HEDE

U SR R




IRB % %%

KMUHIRB-F(I)-20240014 B € 3 D5989C00001

Pha L

ELEY IR

12

- R R T AL RSP % NI #P3E5% 0 3= Budesonide -
Glycopyrronium §=  Formoterol Fumarate = & 3] % » & (MDI) 4p #& *t
Glycopyrronium - Formoterol Fumarate Z_& 3| » & (MDI) #3*fre s i
¥ G i i & ey o (THARROS)

#i

WA dFF ek
2025/12/22 rp,:ﬁ % [(BGFIAZ e % 2025035 5] » 4L 4% 4 ¥ ¢ [
#.(Violation)] + 1 & o PTMS & A A& 3

AR ARIT H(FHAER)E 3

FLERE

RN TR |

fzaEgte: L B

3 ipade [ &3 a8 7))
H =

P9 Rl

W 2 cssk s i 7 3 M BT R

[pissnstder 2t 30834634 -

[(Jeak izt g5

[ 38 7 A -

9.1

IRB %%

KMUHIRB-F(I)-20240339 *H %% | D798VC00001

o ok

By Kk R

kA

ARBHRVTEE -2 I P Bk F7 w4 REEKE T
W4 Mok ISR Y 02 T SRR 8K % > P fof ok (CANTOR)F 3
2T E LT 3R L AFRES OES LS E SR

PENCEX RIS
2025/12/23 R ko [F 5 (114 % 655 5] » @7 BT # [RRER
(Violation)] £ 1 ¢ « PTMS & X & 7-1

ARRPUF AT B BALER)R 1] 2

fr2ikexe 2 0
Friegre: 4B
2Famcde s L &L 03)s

-
Jk 5
| A & STATE R R |
[zt derm g U BFAERE -
(& 2zt e e

[ #h ek




9.2

IRB %%

KMUHIRB-F(I)-20240339 B € 3 D798VC00001

o R T EY IS
AR E T -EY I B Bl 59 o Bt 0 =R
PE A WRA oA MR NS SR 8§ % 2 oR 8 (CANTOR)H 32
Hz RV EL R 1 EFRES ES L S E SR
MATRIF ek
m%mm3mﬁ%&[ﬁ$aMﬁi&5%]’ﬁﬂzﬁmﬁﬁlﬁﬁﬁ%
= (Violation)] £ 1 i « PTMS & & & 7-2
ARRAVAFI BRI R(G RAAER)S 12 #
FHEE LY S AN |
fr:egzre: LW
AFamcde s L &3 awL:03)s
-
Fel R
Wi 2Rk e 7 5 B BT R
[(Myedierm 2ol 40 B3a8%48
HEN Ak S
[14g 7 e -
9.3 | IRB %% KMUHIRB-F(I)-20240339 3+ $ %% | D798VC00001
I BE KRR | R
ARBHTELT oA P B 50w 1 RERVE TR
PH A RN o s HISR T 0 S T SR R0 K % 2 o ot (CANTOR)S 3#
%iﬁ%%%%té%%1:@%%ﬁﬂmﬁﬂw«%s%&
PIENEREE KiE N
2025/12/23 e %3 [F 3 (114 % 655 5] @47 53 2 [rokidn
R3L (Violation)] £ 1 & - PTMS & A & 7-3
E= S S 3‘?‘4&4&@ B(FmA/ER)R 132
FHES LFipEE R []m»l?

L i#gTe s L I@

L3 ipade [ &3 a8 7))
H =

}5@_2"—% A

W= sk 7 0 e BeE R

[Jarisszt g 27 d 30 BFLEF4 -

[J# sz e

[Jp et ek

PP Y




10 | IRB %% KMUHIRB-F(I)-20220194 P+ %% | D7986C00001
FEAEAL EF %A R
-~ B FEER PP KRR BR%KTEE  ARL A
bk B ot Hp m JE £ %z‘#ﬁ;ﬁ% TERE B TNl B R ﬁ"/wﬁl'f&'pﬁﬂ% :#‘ﬁ oo AT &
HopE s X 2 AR Bhd 4 Bk R
MATRIF ek
2025/12/26 i % & [(OT)AZ T % 2025257 5] - i 4% 7 HieF * [
g i& #.(Violation)] £ 1 # o PTMS & A 4 4
AR BRI (F HAER)E 4
2LEE 2rikExe 23
friEgre: 0L 0z
AFamcde s L & a4 03)s
=
S 2
W 2 assk s it 7 3 M BT R
[JEadEirm Eraed 3 UB%4€6€F4 -
R A
IET-%
11 | IRB %% KMUHIRB-F(1)-20230005 T3 %% | 20190218
PRAFEL k- ey
—ﬁ%‘ﬂ\%%¢m~*@%ﬁ% Ep #E E@E% =R AMG 133 *
+3 g,,ﬁf_ 30 ip F BN A A L ;%Féim)é‘ T~ & DR A A Fﬁxpﬁﬂﬁ{@ &7& ¥ =
Bl
WAt Sddek > B h B
2025/12/26 Ff % [ 53 % 1141060 5] - 4 2 B F 2 [R%E R
L= (Violation)] £ 1 ¢ o PTMS & i\ A 7
AFRAVAHF BRI (T R A IER)E T2
LR L FAREFE Dt’.?

Lrifdee: WL D@
L3 ipade [ &3 a8 7))
H-:

5 R
[ R BT R

(i dieis > ERecd 20 EF A 6528 -
IEE S 1
[Jp et ek

PP Y




12.1 | IRB %%. | KMUHIRB-F(I)-20250051 P E %% | M24-533
FHag 3 RR | RGP
-3 % 2 8 B AR s L% E 2 E% 0 =% Telisotuzumab
VEEH | Adizutecan # % S ISR e S GEB A FE FREEY Y DT 2 oR ok
(AndroMETa-CRC-533)
MA Tk
2025/12/26 BT i&. [V i@ 5 25-12-405 5] il 4p 7 6 2 ek
# 3 i& #.(Violation)] = 1 ¢ - PTMS & A & 6-1
AR AU FRE E(FHL/ER)E 8P
$a8% [Lrikfe: 0L
K AT
A3 apsde s [ (a4 F);
[
Fi B 5N
| SR SRS 1R
I:I%‘rf;‘%’i#%ﬁﬁ CERRIFFELEFTREF L -
Dﬂ kR A
[Jeg ot ek
12.2 | IRB %% KMUHIRB-F(I)-20250051 | 3+ & %% | M24-533
PRI EpRAR | RF
- E 2 B g A~ LBk 4 #% 0 = Telisotuzumab
VR EH Adizutecan & * s b BB G E G R FEE Y DE 2 oo
(AndroMETa-CRC-533)
PR NEE K
2@%%%&%1@[@%@p*“25u45%]’iﬂzﬁm;ﬁlﬁﬁ
% i i& #.(Violation)] % 1 ¢ - PTMS & X & 6-2
= e i*ﬁ’f*ﬁ/w\i H(FmA/EHR)RE 9
LR FripEre )W

riegEe WL
Fipade [ @& a8 %)
K

D

Sk 2R
Wl & ish i ie 7 2 S BT R

(Mrawhieir =it $0 B854 6%8 -
E e S CA

LJer ot ek




13.1 | IRB %%% KMUHIRB-F(I)-20250093 i Tk OBI-858-003

B EE ;‘_F’ ?iib?‘l gl

14 2 -~ FH-FE S P s EAERE Y - PE%K 0 G OBI-858 * P R T
! ¥ ERBRHRZFE DT 2

MhPe Bdfck o piaEge
2025/12/27 B 7 IL & [78 4 F % 2025000032 5] - i dF 7 ﬁffi{i & [
et #.(Violation)] % 1/2 ¢ - PTMS & X & 4-1

A AP AT (G R AER)E S B

2AHES RNV TE RN

friEgre: L0z

LEapEd R (] & (B Fe a5 07E)
H:

P %% Rl

WF 2k e ol B R

[Norizsz g 2ol 30630 €% 4 -

HENE T

IET-%

132 | IRB %% KMUHIRB-F(I)-20250093 | 3*#% %% | OBI-858-003

YR "7‘?9&5&7 g

14 2 - FH-FE SR s EAARE S - HE% 0 UG OBI-8S8 At P B T
! ¥ ERBRHRXZFE DT 2

WA Bddck o it Eges
2025/12/27 fi @ % [76 4 F % 2025000032 5] - 48 4 B F 2[Rk
L= 3.(Violation)] % 2/2 i o PTMS & X & 4-2

AE AP AT (G R LAER)E 6

FHES IRV TSR EE |

Frsegre: 2B

L3 ipade [ @& a8 7))
H:

FeB 5N

| B AT X R )

(Mgesrder 0w i 508364632 -

EEFEES S0

[ 128 o i ®




S TR E-528%

B 5 1

I R B % % | KMUHIRB-F(I)-20250218 #2FREHEY LR

R R M| RS ORRE FRARMAFREL ¥ 2 B2 P 3P w5 b

2 0% % R pZ

e | i

B 5 2

I R B % % | KMUHIRB-F(I)-20240035 ¥ FREHN RLE

OFE b M| 2 Rk REEEHRT SRE(TIL)Z @& e

2% % R RPE

s ® | iE

B 5 3

I R B % % | KMUHIRB-F(II)-20250283 #BFRBEY LR

s %ot AFFIRM : - JE"iii%&/w\jﬁa S BER XA RS 0 g 2™ Seladelpar ¥R 3
PRt e g L (PBC) foit s i &4 Tk 5 % o 3

g 5 0k R|RF

e ®| B

=3 L 4

I R B % % | KMUHIRB-F(I)-20250220 EF R HL | RLE

FoE O | FRTERRCEY AL CTIIER S R T

B O%F Ok R|ERpPPE

e | i

B 5 5

I R B % % | KMUHIRB-F(I)-20210088 e . A L S
—IEE 3 W P A e ek 0 SR G R R R AR

* & & #|MIBO): » ;\;,%ﬁfu,% ER lg% qﬂfﬁﬂ;ﬁﬁ—*ﬁ » =% TAR-200 & * Cetrelimab
AT IR A 1 B oo iy ok

g 7 X K| R@

e ®| B

B 5 6

I R B % % | KMUHIRB-G(II)-20170010 B REHFH | RLE

B, #£21 AKRIBIO #4-#2r § B R 412 2 (75 & 427 IDH-wildtype 5%
’P‘F—E‘- Sm e o R 2] B

£ 0F % k| peFy¥-¥

s ® | iE




B i 7

I R B % % | KMUHIRB-F(I)-20240302 BFREEY LR
#® 1% Navitoclax # * Ruxolitinib jo 40 5% & i3 7 % iz * >0 fe &R 3 /5in 3] F

o3 oz BESR T X R 2L kR & 2 en- AR A ;:;!ga;yi N T |
(TRANSFORM-2) - o » @ Cle - 3§ P{F Navitoclax » 123 » k p 5%
M10-166 ~ M16-109 ~ M16-191 = M19-753 25 3 &

g 5 0k R|RF

o | i

)=3 5 8

I R B % % | KMUHIRB-F(I)-20220020 ¥ FREHY RLE

O O | EFSRTLEERECA RO TS CHR PR REEY

E ¥ Ok R|RfE

e B |

B i 9

I R B % % | KMUHIRB-G(I)-20180026 #F R T | RLE

oF ¢ A | REATARRE BP0 pl it R EFA T -

E ¥ Ok R| A€

e | E

B 5 10

I R B % % | KMUHIRB-F(I)-20250264 ¥ F R T | RLE
- B F2Y WA B R E LR ER TR A A Y BL 5k e HIV-]

% ¢ M| RFSomJpER YU IR VHAS24184 £ %5 Emtricitabine {= Tenofovir Alafenamide
% > o »c(INNOVATE 35%)

g 7 %X k| RP

e B |

<3 5 11

I R B % % | KMUHIRB-F(II)-20250062 EF R HL | RLE

% s g 2GS U O B2 RS B BB IR T O B 2
S

B O X R RAFEIHELRE

A | E




B 5 12

I R B % % | KMUHIRB-F(I)-20240036 #BFREEY LR

FF P | RTEFILEDIZECFIIFIREVRFLVE

¥ 7 % R MBEZAERIEFIHEES S

e k| B

<3 5 13

I R B % % | KMUHIRB-F(II)-20240300 EFF R EY LR

%t UV A PO RIS AR R E e B R R BT R 2 R
- AT E K S D

B2 F X R|IEHESFGE

e | i

<3 5 14

I R B % % | KMUHIRB-F(I)-20240118 ¥ FREHN RLE

o 4 s ﬁ_—ﬁ%ﬁﬁ&@$$’a&?%FWIHmB$O%%%ﬁW$ﬁﬂ(Eﬂfﬁ#
e g et (PPF) & ¢h& % 2 12 {o »c (FIBRONEER™-ON)

g 7 X K| R@

e | E

B B 15

I R B % % | KMUHIRB-F(I)-20230120 #BFREEY LR
—HE 238~ S e R fe s Bl s BRERERESR AR F G

¥k | EE AL EREE S HEME (MACLD) 2 4 LF ¢ 5 3= %5 Bedaquiline
¥ % Clarithromycin # * Ethambutol ;5 i #2e7— 0 A 2_ Fr»e8r & > 4

g 7 X K| R@

e | E

<3 5 16

I R B % % | KMUHIRB-F(I)-20250054 BFRBEY LR

s %ot - 2P WA e B ieand 3 #PiE5% v # Sacituzumab Govitecan
SR RE (SOC) * v w &t i PR L /) W% W (ES-SCLC) %47 %

g 5 0k R|RF

A | E

<3 5 17

I R B % % | KMUHIRB-F(I1)-20240139 EF R HL | RLE

2 % 2 # — 78 b $ zanidatamab & % HEE BRE R 2 ¥UH i v B ERE R 2 Sk oL Ep

HER2 Hr {2783 g ey sofod P e Ao S48 4 feii sk




g 7 X K| R@

i ﬁ i i

B 5 18

I R B % % | KMUHIRB-F(I)-20250260 ¥ E R T | RLE
—IEE 2b WA R X AR T S AERR =R AZD0292

R PRI AFERFETRESREFS LD 12 R R F LR & 2L
frEdd 4 &

g 7 X K| R@

o YRR

A 5 19

I R B % % | KMUHIRB-F(I)-20240299 ¥R EREHEL | R

R P | REARATIRERG PRR A R LR e ok 2 TRk

g % % k| #4&¥% Ministry of Health and Welfare

e | 48

A 5 20

I R B % % | KMUHIRB-F(I)-20200124 #BFRBEHEY LR

- 38 % 3 B UES A feidBk 0 vt # Amivantamab 4r + Lazertinib & * R?‘zz N

#* & & # | Osimertinib » Lazertinib » £ 5 EGFR X %3] b 37908 & 45 1225 ] 2 5% R 4
- ALK
g 7 X K| R@
e *|ELE
B B 21
I R B % % | KMUHIRB-F(I)-20200184 ¥ F R T | RLE
ARE R R aRimre b LA GER e R RER e W RER e s BORRER e
FOE O OH| e e PR AR - L RIFwE R LR w2 iFeie 2 2

ﬁ$%ﬁ7p 2

g 7 X K| R@

e # |

A B 22

I R B % % | KMUHIRB-F(I)-20240178 ¥ F R T | RLE
P &+ | TYK2 AT p MR B RN G

g % % k| p F/Self-financing

i |0 E




R 5 23

I R B % % | KMUHIRB-F(I)-20250338 #BFREHEY LR
SR TR S 00 SR I s tx B (ISR (R S e s caf A S

3 % & # | # Linvoseltamab ¥ - /2 {- Linvoseltamab 4c ! Carfilzomib #p > 528 fe 3%
& A2 AT

g 5 0k R|RF

al #* | 0B

R 5 24

I R B % % | KMUHIRB-F(I)-20230149 EF R HL | RLE
HiE R L ETR BT 5 P @ * ceftazidime-avibactam 5 0 B2AERE L TS 2 2 LR

POoE F | AT RS ARG RFFES B RIA TS R R B B R e g
A0 B LR 20 R &R (RAPID)

g §F % k| AT+ B2~ & /National University of Singapore

e | E

B g 25

I R B % % | KMUHIRB-F(I)-20240262 ¥ F R T | RLE

%t - %% Ib ¥ - "iffﬁwﬁa CEER O EAISRER 0 R AZDS004 * 3t R
LA EFE D NRL H gL FOE o & 2P rat R 2

g 5 0k R|RF

e | E

B 5 26

I R B % % | KMUHIRB-F(II)-20250057 #BFREEY LR

FOod OF | rEMEHGRARF LIRS SR RER LR R

B O%F Ok R|RpPPE

Al #* |0

R 5 27

I R B % % | KMUHIRB-F(I)-20250139 #BFREHEY LR
—ﬁ%'wﬁﬁﬁﬁ‘%p‘lmﬁﬁ\;ﬁ~~wu$$ BT hsF TRA

OE O | pERRRIBUETRELEEY 0 PR ROt A A
vicadrostat - empagliflozin 7% > {4 {rf; 7

g 5 0k R|RF

al #* | 0B

R 5 28

I R B % % | KMUHIRB-F(I)-20250252 #BFREHEY LR

L . L EE 3B s s Bt s 9 0 g 3% Amivantamab 4e t

S S

Carboplatin = Pembrolizumab #p #& > &% fe 3£ % ;% Platinum §- Pembrolizumab




fr 5-FU % 0 Ao cnf o 2 (B M3 30 IR BIR m ie o 587 o iR

g 7 X K| R@
A CIEE




e~ TRk E% 2L R 6 (CTMO)-Tok #% a4 %% -2 11
B
8 i p IRB %% s 8 R
A AP
5. BEBFIEREFIZHAF@AFHRLI/ER)
A-1 F 2 4 i
LICF % % 3+ % FTAIE L KEY # 2 2 H 4 ¢ -
PRRAY M2 &2 p DX iy FAREPHTH
S A I B2 A R LI IR LR (COPY-PASTE)
1[2025/12/23|KMUHIRB-E(1)-20240279| % i 78 PR [4#5 ¢ % #4522 p 8 3ICF % L 2~ A7 7 B4 (8
BE 5 K2 ¥ @l‘ﬁri?ﬁﬁ\ﬁi@_‘ PESL A S:E/\izé‘ﬂ 2
+ LR e
% F £ 3% : KMUHIRB-E(I1)-20230205 £7
KMUHIRB-F(1)-20240176 i * 2t% Erug > 4
FFor v Y g 3phkey e g LR
T pdd IRB ¢3R4 o
L4k itd (ICF) 2P AR EFLEEIRBHL L B REH 2T HFTRT B EF B4
FREEEZAR - [FRER 1]
2.5%?:%‘?% LA IR RP AR FEAL 0 MR R EE T BB S (R R~ 2026 £ ]

16 p B

wgHE) -

(F4f 1]




I ~EFAEE2 AGHELAHF
1 ~SAE-+ 4 %

B 5 1

IRB % %L KMUHIRB-F(I1)-20250011 g & # 2% i+ 2 255 #p F* 48 40

B — 38 ASP-1929 sk ¢ % & * Pembrolizumab %4 28058 > % 3 @ g g H
e R840 F BR 5 SN K e P2 o (HNSCC) &, "ﬁ - ot s s BB e s
B it n s = TR

%;‘ihdff S TW06-10

. - Initial/ i~
IRB £ p #F F2p LI At
follow up

12/18/2025 12/4/2025 follow up3 H % T3D2 J5%
Subject TW06-10 completed T3D1 and T3D2 treatments on 2025/12/03 and
2025/12/04, respectively. During the illumination procedure, two laser machines (Serial
No. 2190220.40 and 2190220.42) were used simultaneously. However, calibration
repeatedly failed at Port 1 and Port 2 when using the 40 mm cylindrical diffuser

FAFE R (ML-AS40-7599) on Laser Machine 2190220.42 before illumination. The same error
message was displayed each time: "Calibration failed . Fiber transmission is too low.
Please use a new fiber." In total, we used four 30 mm cylindrical diffusers and two
frontal diffusers on Laser Machine 2190220.42, four 40 mm cylindrical diffusers on
Laser Machine 2190220.40.
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LoAE72 AT %5 L iEE TW06-10 2 4743538 & = X3¢ % TW06-10 4 %]+
2025/12/03 £ 2025/12/04 = % 7 T3D1 % T3D2 j5f o (P sfife - frphit #
1A S FSTA S (BEL219022040 & 219022042) o XA o BB AaPEE o @
* G AR T ROERE . H Port 1 &2 Port2 #EF R NIMAE A po F T HF D
B LIE5 0 TR e FABE I E N L HATE R . | B2 R ERY
AP A F A 45 219022042 g E # % 0w £ 30 mm
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R EH — 78 ASP-1929 -k ¢ & > & * Pembrolizumab ¥1¢ #2875 % » * 3t @ ik d
A 5 IR BE SR INBER e (HNSCC) R f eh— SUphen s ¥ v ig
A fe s B ey Z P REF Y
3 :é—‘-F‘f S5l TW06-09
IRB £ p § ¢ Initial/ 5 ”
pEp F2p FRE RS &
follow up
12/30/2025 12/11/2025 follow upl BE AL T 4 EREN=
The subject was admitted for the 6th scheduled cycle of chemotherapy on
2025/12/08 and consisted of carboplatin, 5-FU, and pembrolizumab. During
administration, no fever, nausea, or vomiting was observed. However, fever with
chills was noted on the morning of 12/11. Laboratory data revealed an elevated
CRP level, and CXR demonstrated pneumonia. Empirical antibiotic therapy was
initiated. Subsequently, dyspnea with oxygen desaturation was observed, and
HFNC oxygen therapy was provided. Hypotension was noted, and appropriate
7 eF RE R §uppoﬁive trea}tments were givel?. Due to chemotherapyfre.lated gdverse effects,
including septic shock with respiratory and hemodynamic instability, he was
transferred to the ICU on 12/11 for further management. Administration of 5-FU
was withheld on the day. In the ICU, the subject received symptom support. The
overall condition gradually improved, and he was transferred to the general ward
on 12/16. After transfer, he remained afebrile with stable hemodynamics.
Empirical antibiotics were continued. Following close monitoring, he was able to
maintain oxygenation on room air without further discomfort. He was discharged
on 12/22 and scheduled for outpatient follow-up.
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1. A7 &'ifi”%;’;f;ﬁ—*‘TW0609“ 1 =& if BigR 2 oxpé - WAk
Sk dn P2 g stage IVB > }fis BT 2025/12/08 » ke % 6 =X LﬁP i ')%‘
(Carboplatin + 5-FU ) ¥ 4. % ;5% (Pembrolizumab ) - 2025/12/11 #
BEE- R R SRR 5+ R E S o ki Sfs I rE e 2B
B RTE Y 12/11 4~ ek ES (MICU) Vin oy fs kR L > 3t 12/16
v - Aok 5o BRERIE RO AR 0 L 1222 chiEBide B ¢ BIRE R Atk
EPRENZE M éo
-3k i if
B 5 3
IRB ¥%%. KMUHIRB-F(I)-20230077
R EH - I % -/ R ﬁg} BRI EPHE %K > T P &% 3 Claudin
18.2 (CLDN18.2) 4r CD3 T wmPe #i;:. R M8 AZDS863 > * Atag
ﬂéﬁ%ﬁ?%@%*‘%§ﬁm&iﬁ‘%#@*?‘%Kﬁﬁﬁﬁ
3 :é-‘g‘f 3 B 202506GL0O024423TW(E7402023)
IRB £ p § ¢ Initial/ 5 ”
pEp F2p *RE RS &
follow up
11/28/2025 6/27/2025 follow up2 R Y ER e
2 LF ¥ ® | 27-JUN-2025 % #% % 2 CTC 2 cytokine release syndrome » 02-JUL-2025 ;&
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A SRR o gt HUL AR RATH SRR E P Azd5863 S F mE (* Ep
02-JUN-2025 ~ 13-JUN-2025/ AZD5863 0.6 milligram > 19-JUN-2025/
AZD5863 1.2 milligram » 25-JUN-2025/ AZD5863 4.8 milligram) > #] & # -
¥ CIOMS Form > 5 f#4Fid 4F - |+ > ¢id 8 TFDA % IRB -

Summary of follow-up of significant information received by AstraZeneca on

14-NOV-2025 from the study investigator: Suspect AZD5863 dose details were
added. Narrative updated.
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LA A% &G L eF B7402023 2 % = X BdR 4 « R F 5 Fw %
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LI % At

= ;é—'ﬁ i - ¢ 49 & 7 1+ # *Fl%(nasopharyngeal carcinoma) g —"‘Ff A
2025/11/24 % =t #% T-1201 ip & (120 mg/m? > #F %3 bf > = 3 3F - =) o
XA B 2025/11/26 A= E 1 &g 0 73 2025/12/01 (C1D8) # 4 % 3
JG%’ 4w o 3 #c™ ' (Neutrophil count decreased) » 4 & *+ 2025/12/01 %
4 pegfilgrastim ;5B ° “%’ Polid o 3RO 2025/12/08 FrRAR o Bl o KRR
2025/12/08 (CID15) #= % = =x T-1201 # & -

2025/12/29

-~ AR AETEGRE 71;%5—']5 2233+ 2025/12/15 Initial > F2 > > o 3 3% A0
% Grade 4 Neutrophil count decreased » ¥ 4% 2 5 T-1201 » 3+ F 4 # £ 3%
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A SRR SR 57 o B DRk R AR L AR LA
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IRB #& 7 ¥ CENE Initial/ 3 AR il %

follow up

12/4/2025 11/28/2025 follow up1 H3op A Al
Skin biopsy was performed on 11/12 and the report revealed interface dermatitis.
For wound care, Biomycin and SI-AID were applied. Lymphocyte
Transformation Test was performed on 11/17 and the report was still pending.
Systemic Hydrocortisone and Diphenhydramine were given after the specimen

7 RF BT R of Lymphocyte Transformation Test was obtained. The clinical conditions
showed gradual improvement. The wounds had been crusted and
re-epithelialization was seen. The oral ulcers also improved gradually and the
patient's appetite had improved with increased oral intake. Under the relatively
stable conditions, the patient was discharged on 20025/11/28 and Outpatient
Department follow-up was arranged.
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1. A2 2 2 2H%3 x;é—*ﬁ AZDO0901 2_ % — =X i B3R 2 %—*‘Ff‘“ 2025 & 8
PEALF SRdpiEE (SIS) o R E SERES AZD2936 M - in
Ty 16 45 & 0 2025/11/02 Fllo st AL A -Rie 4R Abeio R o 2 11/12 27 A K
R ELET R Re A KL K8 S AR (Hydrocortisone ) £
iz g% (Diphenhydramine ) ° /g 18 & ek - % 2025/11/28 jkinfg
TN e TR ES & 2 AZD0901 (3% % 1) ~ Mefenamic acid ~ Amoxicilli
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IRB £ p 3 SRR Initial/ Yy S5

follow up
2025/09/17 2025/09/02 follow up6 UER{AARER
FAFE R SUBJECT 32385-51001 WERE TREATED WITH C5D1 ON

10/JUN/2025~11/JUN/2025.
FEVER AND MILD CHILL at 06:10 ON 12/JUN/2025. = 3#% > 114 & 6 *

13p Zaf el - X &y X &P SAE IF R P, & EDC % %tid 47
A2 FRE LR R

R 1148 67 20 PR 303t TR AR E 2§ 5 SUSAR i
3¢ TFDA. iéfﬁ'ﬁ%? 114 # 6 % 18 p dfx.

W14 E26720p,1148 7% 30,1148 77 4 p R #5E follow-up #1,
#2,#3 T L AT

P70 3 pEREFE AR A CoDI {5, had fever and mild chills
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accompanied by fatigue,

chills, and sticky sputum, 7 #f & Gfx o

114 & 7% 8 P R fcdz ik follow-up #4 F 3 { #7 (The event of
INFILTRATION BILATERAL LOWER LUNG resolved on 08-JUL-2025 and
the patient was discharged the same day after clinical improvement with a
recommendation for outpatient department follow-up.)> 28>+ 114 & 7 * 16 p
B N RNt TRt AR T 2§ 5 SUSAR, I ¥ i 4F TFDA, %

5. TW-TFDA-TDOM-1140000188 (5)c #~ 7 e+ L B>+ 114 & 8 * 25 p &
R kg2t 252 5 SUSAR -

R <3 ollow-up #5 F L #7,,3° 114 & 9 7 2 p 13 %5 F # i 4F TFDA,
% 5. TW-TFDA-TDOM-1140000188 (6) Freesmd gt 1142097 10
PRERF X2 TR T EHTP G SUSAR °

FHL 2025/10/09
- s A 2 SUSAR 7 2% © % 5 < 32 51001-32385A001 *+ 2025/09/02
» P &=t G follow up6 @ » P P74 & Fever: i &3 2020/03/04 1 fx o
¥ 5 % 5 CARBOPLATIN/PACLITAXEL > 33 i 4% 4 3% 2025/09/10 &
¥ 13§J§ [RBe At 2 F 2 R2FH > P B ALF T i Apb o - ~ A%
Follow up5 chpF iz s 7 7 B4TE 114 £ 9 7 | P RERP k2 wop ¥
#72 & 5 SUSAR > j\';%[@ﬂ» £ 4% SUSAR > iz pt =% 3¢ gex 4R 5 SUSAR?
FFEERAETE 7 "% 5 SAE 2 v o SUSAR?
2026/01/01
- ~ & SUSAR 7 2% 2 % 5 X 3K 51001 32385A001 ** 2025/06/24 »
I > &= % follow up6 > » [x 1 3% ; = Fever/Infiltration bilateral lower
lung » 5 &t 2025/07/08 I fx o ¥ 4t % & Carboplatin ~ Paclitaxel » 3+ % 3
$#F 4 3+ 2025/09/10 f& 1 3 37 IRB - 7'\ ER S A B RN N
Tae AR o - s ARG {FTAE 2 "‘“I}r‘a Y% iv i SUSAR ¥ #(#7 1
Emﬁ B 114 # 09 7 10 p 420 i kG 4 Aot F 2 22w 5 SUSAR)
= Fiiii—@ > g # _é.
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4L — B E -/ Z B R RN e R R #% 0 =% P - 1F7% 2% Claudin
182 (CLDN18.2) 4= CD3 2. T wre 4% & 4 R 48 AZDS863 » # 3%
RS EFHEG I A LFF DT 2N FRRF For g ook

2R E Yo F 202508GLO020365TW(E7402023)

IRB % B 3 CERE Initial/ 3 AF iR

follow up
2025/12/05 2025/8/19 follow up3 ¥ 3Rop A Ak~ Medically
Significant
FRE R 19 AUG 2025 % 34 % 2 CTC 3 cytomegalovirus gastritis » 16-SEP-2025 &

$ = iiﬁ—J I % r] 19-AUG-2025: CMYV viral load tested
posmve R ATE Eg A P 5 19-AUG-2025 (& - 25-AUG-2025) ~ A7 #
o EE e B 4’;"3{ lab data o
On 07-AUG-2025: Histology: EVIDENCE CMV INFECTION, On
19-Aug-2025, CMV serology and virus titer test showed CMV IGM
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nonreactive, CMV IGG reactive, and CMV viral load tested positive (40.1
international units per milliliter), On 01-Sep-2025, CMV viral load was
negative.
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Summary of combined follow-up of significant information received by
AstraZeneca on 25-NOV-2025 from the study investigator: Lab details and event
description were added. Narrative was updated.
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Study therapy (Azd0901 Every three weeks, Intravenous use) started on
LF BE® | 24-FEB-2025 for gastroesophageal junction adenocarcinoma, gastric

adenocarcinoma. Study therapy (Rilvegostomig 750 milligram q3w, Intravenous
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use) started on 24-FEB-2025 for gastroesophageal junction adenocarcinoma,
gastric adenocarcinoma. Study therapy (Capecitabine 1000 milligram/sq. meter
q3w, Intravenous use) started on 24-FEB-2025 for gastroesophageal junction
adenocarcinoma, gastric adenocarcinoma.

On 02-NOV-25, the patient experienced CTC 2 skin rash (preferred term: Rash).
The event(s) skin rash became serious on 12-NOV-2025. At the time of
reporting, the event skin rash was ongoing.

The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Azd0901 and the following event(s): skin
rash.
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Subject TW06-07 completed T5D2 treatments on 2025/10/22. Initially, we
planned to use Laser Machine 2190220.42 for illumination; however, calibration
repeatedly failed at port 1 with the 40 mm cylindrical diffuser, displaying the
same error message each time: “Calibration failed. Fiber transmission is too low.
Please use a new fiber.” Therefore, we switched to Laser Machine 2190220.41,
but calibration again failed for the cylindrical diffusers at ports 1-4, we
subsequently replaced multiple cylindrical diffusers, but calibration continued to
fail. As instructed by the surgeon, we again attempted to use the 40 mm
cylindrical diffusers on Laser Machine 2190220.42, but the same error message
reappeared at port 1. We then tried 30 mm cylindrical diffusers, which also failed
calibration. Finally, only 20 mm cylindrical diffusers at ports 1 and 3
successfully, and a 40 mm cylindrical diffuser at port 4 could be used. Since the
20 mm diffusers could not fully cover the entire tumor region, illumination was
performed in five rounds to ensure maximal coverage. Due to this malfunction,
treatment efficacy may have been affected, despite the surgeon’s best efforts to
illuminate all tumor regions thoroughly.
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