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The subject received her 3rd dose on 2024/2/27. She experienced a Gr2 platelet
count decrease without bleeding on 2024/3/7. The condition escalated to Gr4 on
2024/3/21, with nasal bleeding and hematuria. A blood transfusion was given on the
same day, deemed related to the study drug, and the AESI report was submitted.

On 2024/3/22, she reported tarry stools. A stool occult blood test showed 4+, likely
related to the platelet decrease. Due to persistent tarry stools and shortness of breath,
she received consecutive transfusions. A gastroscopy on 2024/4/16 revealed no
active bleeding. Due to slow recovery from the study drug’s side effects, her
condition was closely monitored.

On 2024/4/26, though her platelet count remained unstable. She was discharged at
her request, with a follow-up on 2024/5/2.

By 2024/5/23, after 63 days without recovery from Gr4 platelet decrease, she
stopped the study drug. A bone marrow exam on 2024/5/30 showed hypocellular
marrow, possibly indicating hypocellular myelodysplastic syndromes. Blood
transfusions continued, and eltrombopag 50 mg was added on 2024/6/7.

A follow-up on 2024/8/19 revealed she had entered hospice care, with the SAE
unresolved. The study ended that day.
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FRARM o - 2 RAE o » fR A -

-k €3
A Y 2

IRB Y%L KMUHIRB-F(11)-20180111

Ph ST RE R R G B £ 2 B A WL B AT

= & > {#(Tenofovir alafenamide) ;s f 2_  »c87 £ > 14

£33 %ty ES0160 FIEERTEC B
i oA AR S -
- Initial/ ,
IRB&ZEP # FAPH follow up *AF i %
2024/10/08 2024/07/04 follow upl From A Ak
PRy At The subject suffered from slow onset of abdominal pain sine early morning.The pain
aggravated at noon and she started to pass watery stool(yellowish,several times)and
vomiting.She went to emergency room of Fangliao General Hospital for help.She
continue to vomit and pass watery stool during her stay and treatment at emergency
room.Chilling and fever developed later.In view of her toxic appearance.She was
admitted for further evaluation and treatment.
Medical treatment were give.including parenteral fluid and electrolytes
supplement ,antibiotic (Rocephin),anti-diarrhea agent and probiotic .The general
condition improved gradually .She was discharged in stable condition .She was
discharged on 07Jul2024.
AN 2024/10/21
-~ A7 AF B %L L3R4 (ES0160)> 2024/07/04 Initial » Fr(4 F FIx)
ML PR IR LR B AR Y L LR IR SR g o
2024/07/07 21re > A=t 3F 5 follow-up 1> o 2+ 3 4 4% 4 3% 2024/10/04 J& +e
3> 2024/10/08 :E 3R o & i 3 2 F 2 B 2LApdp 0 ¥ 2 ik gk 4 (Tenofovir
alafenamide)? 4p B o - ~ZERUE > » §F 4 o
3 i i
B 5 3
IRB %% KMUHIRB-F(I1)-20230011
o B - E YW A B IRA R B B ] e R R D
- ek e EE G VBN =5 4 T 16 Pembrolizumab 2
Hyaluronidase z_ 4f * (MK-3475A) #pfix>* 4% %% ;1 & Pembrolizumab =% 4~ #>
4 Bok >
R B Random no.: 1zcux |z
4207-101232 & O i I M
- Initial/ ,
IRB &P FAP P follow up *RE R E
2024/10/18 2024/10/15 initial 7= » 7= JK %] worsening of
flu symptoms and exacerbation
of pre-existing conditions such
as COPD and asthma
IR T At The attending physician and the study coordinator informed the subject through the

subject's daughter that the subject passed away in sleep on the morning of
15-Oct-2024; the subject's attending physician, Dr. Yang, judged that the subject
may have died due to the recent (04-Oct-2024 ~ongoing) Death caused by
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worsening of flu symptoms (according to the subject’s daughter) and exacerbation of
the subject’s pre-existing conditions such as COPD and asthma.

X A 2024/10/22
- A2 RFEHRLR ;f:*—*ﬁ (4207-101232)>+ 2024/10/15 »+ %P pER pFE = >
GpFERIEG LK 2 7 A ET 2024/10/04 B dp et g % % COPD e 1t F B
3t F 03 430 2024/10/15 E o 3t 2024/10/18 @ 4R o A2 A R FE 2 At 2bAp
oo ¥ ik # 4 (MK3475A, Pemetrexed, Carboplatin) 2% # 4phd - = ~ 23k
Hig »Egwh o

Ak il i

ik 3 4

IRB %% KMUHIRB-F(11)-20190100

R - R AR X FRER - SRS FRE AR AT R ED

PR eon b EE 0 ™k Evolocumab 3 E Ao FE E P

62561001005 FEETE A |
& O i 3F S dL :

IRB & p #

. Initial/ o
4 RS 3 B
w3 p follow up FRts

2024/08/30

2024/08/03 initial WRop A Al

EIL PN At

Subject suffered from fainting sensation when she was hiking this morning on
2024/8/3,then her consciousness loss suddenly for seconds. Hungry sensation was
noted then.She was lied down gently by her daughter, and was awake soon with
totally clear consciousness. However, right limbs totally weakness for about 30
minutes was noted after she awaken. Therefore, they called ambulance and sent her
to ER of EDa hospital for help. Her right limbs muscle strength totally
recovered.Brain CT showed no ICH.Due to personal reasons, she was transferred to
ER of KMUH.At our ER, vital signs were as below: HR : 70 bpm, BP:106/77
mmHg, RR :18 cpm, BT:36.5 °C.Neurological examination revealed no focal
neurologic deficits.Under the impression of transient loss of consciousness with
transient right hemiparesis, suspect transient ischemic attack or seizure attack with
todd's paralysis, the patient was admitted for further survey.After admission,brain
MRI showed no evidence of infarction. TIA was suspected.Thus,we kept Bokey
100mg QD use.However, due to the patient's willness, Bokey was shifted to Plavix
75mg on 8/6.The patient kept stable condition in these days,so she was discharged
on 8/7.

$aLA

2024/10/01

-~ AERFRAFEBZRLR # % (62561001005)*+ 2024/08/03 Initial » F > » Fo i
P A R AEALT Y > 2 ¥ 5 TIA(transient ischemic attack) » % ;é—‘ﬁ »+ 2024/08/07
e o 3HF 4 FF 4 3 2024/08/30 jE Ao 3t 2024/08/30 4R o Aitd R E 2

R 0 P B E L 2 A M (B ¢ » £ F DM, HTN, dyslipidemia) -

S R bR B

€8
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2~ A 4 SUSAR-+ 4 %

BB 1

IRB %% KMUHIRB-F(11)-20230164

L A - E Bk § Y w3 R AZDO90L it A H - Rk od ¥ FmE
fig v 43R Claudin 18.2 2 s § M G < 2 h® 2~ b froe - &
Podod B2 4B R

y‘.;é'g 35,%){,—'5 2024A210211(E7402018) | #.F ¢ i #F I@

Vi oA i 3F s
- Initial/ .

IRB 3 p ¥ FAPH follow up AR ik

2024/09/26 2024/09/13 initial ERp LAl

PR At On 13-SEP-2024, the patient experienced diffuse gastritis (preferred term: Gastritis),
stomach hemorrhage (preferred term: Gastric haemorrhage) and stomach ulcers
(preferred term: Gastric ulcer). Treatment with Azd0901(azd0901) was temporarily
stopped.
At ?r?e time of reporting, the event of diffuse gastritis, stomach hemorrhage and
stomach ulcers was ongoing.
The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy AZD0901 and the event(s):DIFFUSE
GASTRITIS, STOMACH HEMORRHAGE, STOMACH ULCERS.

$al 2024/10/01
- v A SUSAR # 2 £ 225X #F 2024A210211(E7402018)>+ 2024/09/13
Initial » F:D S F:D; ek 5 Diffuse gastritis/Gastric haemorrhage/Stomach
ulcers - 5 AZD0901 » P & i * RK B L %‘f A R R R
4 a _:% A x 2024/09/18 zéfm* i3 IRB> A 272 2 F 2 {2554 > * b% *3tE
FauARM o - ~ERUE 2R A

] i i

B 5 2

IRB %% KMUHIRB-F(I1)-20230164

VERRH - E B B 5P s =R AZDO90L 1T L H - i ol ¢ pug
prig % 3v 430 Claudin 18.2 2 aL¥p F M /6 X 38 % h% 2~ L~ o~ #
oo B2 GE R

L3F %y | 2024A210211(E7402018) | £ 7 © i€ 5F B

Y oA > i 3R Sl
y Initial/ ,

IRB %3 p 3F FA P follow up LR SRS

2024/10/04 2024/09/13 follow upl FRop A Al

P ARE B gt A SUSAR @ 3% 2024/9/26 i 37 3 IRB(FE 7 2 F i 2 g P RE 37 &
3) 2 fsFE B A L ATE U - 2024/10/01 +5 & 77 % & 3~ ¢ i+ 2024/09/24 3
- 4 CIOMS Form » p < 4zit4et £ % > £ CIOMS Form = B 1% & Initial > 3%
Hk it & 2 PINERR 2 {83 2024/9/30 #- CIOMS *+ @ 3] ADR center(TFDA
FU1= CIOMS Initial) » #7022 FHATER 2 > FERl § W FU AR o
MTF L {20 o< kit Study therapy (Azd0901, Intravenous use) started on an
unknown date for gastric cancer and gastric esophogeal cancer.
On 13-SEP-2024, the patient experienced CTC 3 diffuse gastritis (preferred term:
Gastritis), CTC 3 stomach hemorrhage (preferred term: Gastric haemorrhage) and
CTC 3 stomach ulcers (preferred term: Gastric ulcer).
Treatment with Azd0901 (azd0901) was temporarily Withdrawn.

3aia 2024/10/23
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- ~ & SUSAR 7 2% i % 5 % 32 ¥ 2024A210211(E7402018)>+ 2024/09/13 »
Fr o A= % followup > » Bui sk 4 1.DIFFUSE GASTRITIS, 2.STOMACH
HEMORRHAGE, 3.STOMACH ULCERS - 5 AZD0901 » 2+ 4 3 3 4+
2024/10/01 jE 53 »* 3 4F IRB & £ 3 2 i 2 f;},ﬂ TR T BRIV AP o
SRS (FTh - RURFRZPF o B - RPFBE = 2k
Wilg »€Hh o

-k i i

BB 3

IRB %% KMUHIRB-F(11)-20230164

E M —FEH D Bkl 5P s o 3R AZDO0901 T A H - i ot ¢ puk
47’» %34 Claudin18.2 2 si#) F MW" < FF h% 2~ af X P~ o~ &

a‘ﬁ 4 _%f; Z g ]V}
R R BRE 2024A210211(E7402018) FEETE B
Vil o0& W AR L -
, Initial/ ,

IRB &3 p FL2pH follow up EL SR

2024/10/09 2024/09/13 follow up2 Fiopm A Ak

AR EFE | REEHERL RATHE Y B2 BB EF R T Fli 4 - £ CIOMS Form -
A - R =i 4R TFDA %2 IRB » /st =t i 38 7 TFDA 3§ Bl 4R
2(CIOMS FU1) -

c -5 A 2024/10/14
- ~ ~ i SUSAR 7 23 i+ 1% % % 3% 2024A210211(E7402018)*+ 2024/09/24
Follow up2 » » F2 2 3%y & 5 DIFFUSE GASTRITIS » # 4 % 5 AZD0901 » 3+ &

A 4F A3 2024/09/24 & Ao 3t 2024/10/9 3 4R IRB o & 2 2 2 F 2 JH2LApdp o ¥

BAFRT AN e Z CAIYEHEATHE Y FH 2 RHRE R T = 2
RUELE »gH B o

3k i i

B % 4

IRB %% KMUHIRB-F(11)-20230164

o B ~ IS B 5P gk = AZD0O90L 1T i H - i ol U
fig 43R Claudin 182 2 s § MAf B X 2 h¥ 2~ b o~ &
;}'ﬂfm 4 g g R ]%

L@ FRYF | 2024A210211(E7402018) | 2.7 = i |7

hE oA AR ML
- Initial/ n

IRB & P # 2Py follow up 3 AF Ris %

2024/10/17 2024/09/13 follow up3 WRop A Ak

AR BFE | PR HE R ﬂmé%\:i%ﬁﬁ 08-Oct-2024 % { CIOMS Form p % » #-ifsk %
$ AZD0901 7 5 ¥ 5% %4~ » i 373 AZD0901 * # 7z > 10-Oct-2024 4 # - &
CIOMS Form » ** 14-Oct-2024 i 4% TFDA » 5 ##Fid 3F - X > &l 47 IRB - /&
gt =i 47 5 TFDA i g 48 3(CIOMS FU2) -
Corrected Report on 08-Oct-2024: AZD0901 added as suspect.

2aiA 2024/10/23

— ~ & SUSAR % 23 % 3 X325 2024A210211(E7402018)*+ 2024/09/13 »
B> A= 5 FOLLOW UP3 > » fxa 374 5 1.DIFFUSE GASTRITIS,
2.STOMACH HEMORRHAGE, 3.STOMACH ULCERS - ¥ 5 # 5 AZD0901 - 3+
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€

3% p i dR-% 13 %

BE

IRB Y%L

4 A

# AR ¥

KMUHIRB-F(I1)-20210146

- A R 3 W% S
% KRAS 5] G12C # 4 » »
LIS - SR A 2 157
iﬁ%%“*%ﬂ*%a%&&
% % MRTX849 & *
Cetuximab #4p 3t 14 858

R 7 2024/09/09
T Rk K o
SUSAR i 3 & &

KMUHIRB-F(I1)-20220156

~ AR e - HE
P R A S R LR -

O PR A

Fek k=i 7 Albuterol Sulfate 2z
RN I GHIERES S
HREy > * D TIER &
RE 2 Hoxd Wip R

B 2024/09/24
Tok ikok % > 1
HAFH A

KMUHIRB-F(I1)-20220211

—EFE2M EP LR X
EHHRExR S49EF RrE - &
A Ffrd £ o4 i 73

15(GDF-15)ik & = & s 4 > 72 §
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et 2 P ML 1S 38 (7 iE e
AR T SR B

T 2024/09/27
Tk k% 2
AWK 4

KMUHIRB-2013-08-04(11)

27k SYMPLICITY :ip ## 3%
(GSR) » B9+ & 7 4 ey
zﬁL(DEFINE) ’ ﬁi:% GSR DEFINE

Ffs 2024/09/30
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AR AR AE 3 AR ESEA
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Teh R E
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—IE S AR X
RS ~ % 3 #igk 2k
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'r: D L SR I A L
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Tohk kT 2
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KMUHIRB-F(11)-20210223

- % 2ad g AE s Bk
LN ) R L_f%:&tﬁ]dr Bm]u—:;:

ik £ gl R ¢

AB-729 4- VTP-300 e #

B 2024/9/23 T
TSk % >
WAE A

KMUHIRB-F(I1)-20240005

Tiragolumab #4c + atezolizumab #p
% A 4 +oatezolizumab * 3%
B2 5 1IBIIAY
‘:3: 2 % IIB # ~PD-L1 5 # ~
J m n@u#;&, \‘_a'j&;\ﬁ“mé ]V}
B R 2 LR R = "zs‘.ﬁﬁ
A’\ fe ~ Bh R

\n. M(\_

B 2024/9/23 T
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Acetate % Prednisone ;5% > 4p
%> Abiraterone Acetate %
Prednisone ;5% cr% 3 Hp L8 A
fo ~ X JAER - 7%

AR H A
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KMUHIRB-F(I1)-20240101

—35% b # ~ 59w gL
o~ B~ BRI R % TR
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EA N TR L o S A R

de s F P Aeat B
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ToR E%E 21
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https://kmuh.cims.tw/wiPtms/protocolStatus.do?protocolId=4777
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