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# it o 2R E A 4F A3 2025/02/07 A i 3R IRB e A it 2 % i ifg,
SR 2R AARM o - CERAE -~ EF D
-3k ii i
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- R B X ARER - Y R HB R G TRBIED
B F > 3% inclisiran $$3°3EF £ * L B L E Bk
(VICTORION-1 PREVENT)
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alnd [ > i 4F S5t

IRB #3& p ¥

Initial/

%4 p g ?AREREE
FLRH follow up &t

2025/02/07

2025/02/02 initial Erop A Alx

EIL A At

This time,he suffered from intermittent chest tightness for one month.The
symptom was not aggravated by exercise,but radiation pain to left upper back
was noted later.He came to our CV OPD on 2025/01/03 for help.Thallium scan
was arranged on 2025/01/16 and showed IHD(ischemic heart
disease),reversibility in the inferoapical,inferoseptal and anterior walls;partially
inferior walls.CAG (coronary angiography) was suggested and explained.He
realzied and agreed with that.He is admitted for further management.After
admitted,generalized survey included blood chemical examination and chest
radiography and electrocardiogram were followed before examination and all of
them were within normal limit.The cardiac catheterization was performed on
2025/02/03 that reported Chest tightness with positive thallium scan,
Insignificant coronary artery disease,Left anterior descending coronary artery
20% stenosis,Lleft ventricular ejection fraction 60.9%.The procedure was
smooth and the puncture wound clear.Discontinue Aspirin and Sigmart
used. We educated transradial wound care and monitored his hemodynamic
status after cardiac catheterization.The patient then was discharged under
relatively stable condition and suggested Cardiovascular Outpatient Department
follow up.

2025/03/22

-~ AEZ AT E GG R FE 1609034 *+ 2025/02/02 Initial » o0 » Fr A
PP & intermittent chest tightness » 5 & *% 2025/02/03 1 Fe o ¥ 4% & &
CT-Inclisiran (KJX839)284 mg/1.5 ml/Placebo > 3+ % i 3 £ 3+ 2025/02/03 &
oA 4R IRBe 227 A F #B2ap > P AP 2 4pM o - 2R
W~ A

ik

5
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R EH B SIS~ e~ TEF g s 59 o Bl 2ok &
A 2] e 7% (mNSCLC) & % > ' #& Volrustomig (MEDI5752)
£ & i 4p >t Pembrolizumab & & :L BT 5 & — BUSR f ox

(eVOLVE —Lung02 )
% B E BTy E7402004 ¥z |WF
ik BESETEE R
IRB £ 7 # CERE Initiall Ay T
follow up

2025/03/25 2025/03/24 initial ERop A Al

FAFE R THRaTE rRELITRERY KA

E X LA 2025/04/10
- NAEFAFERLR é*’ﬁ E74002004 ** 2025/3/24 Initial » fx > > fo 2
VIR R TR PR A T RES RN 0 3HE A FF A3 2025/3/25 Ay
HAFIRBe A2 72 A F B2 > P A F 2 4pM - - ~ 2% 5 X
FRTHR T FOREFY I RE BB E AL A B EAM 0 &
PEAAMB IO ERRBE IV E S 2 v EREE 2 R A

Ak i

B 5 7

IRB ¥%%. KMUHIRB-F(I)-20230138

R A - I8 L Kok B @ * PEPO7 (W & BRicfie 1 Frdl&]) h% 1b 5%

£RF B | 25001 Lreaw WE

& HESE LR
IRB £ 7 # CERE Initiall Ay T
follow up

2025/03/28 2025/03/24 follow upl UER{AARER

FRE R Fever with body temperature 39.7 degrees was noted. Therefore, antibiotic with
cefepime 2g Q8H IVD after fever workup was prescribed. urine culture report
showed Klebsiella pneumoniae on 3/19.The antibiotic cefepime (2 g every eight
hours via intravenous drip)on 3/17-3/24.Fever reached 38.1°C at night after a
blood transfusion on March 21, and 500 mg of acetaminophen was given
post-treatment.urine culture and urine routine report was normal on 3/21.
The fever and symptoms subside after therapy.Therefore we end this SAE on
24 Mar 2025.

FEIL 2025/04/10
—~AER AFE R R EE 25-001 3 2025/03/24 ~ o &= & Follow up>
e ek s UTI e ;% ZLAOGE Y 5 3 A 3F A3 2025/03/24 E Ao
AR IRBe & i 2 A F 2 BIFH (A LA BH-AML FlF ) 2 B Ahzh 3 72 4p b o
S AREHG LATERE R R TR S - R aiRES, o
#Ah % SAE FE 2 4 A FJHCAPR’** KRB o BRI = 23R
i > § KA

AR i i
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bR R R S R 1 é@ﬂ;ﬁtﬂm FREFEE A FHE o ZFEE 2024 &
112 22 p = » %k io
EHEL (2023 & 11 % 22 p): #7H 2023/11/3 4& % % % : Brain MRI no
finding » PET #|%7 = SCLC, tumor staging: cTIbNIMO stage2B - =< &% **
2023/11/19 » fo 23t 11721 B (7 T2+ P W30~ & g £ 405 o
EHE2(2023 & 117 22 p % 24 p): 45 H a%vé.EéEI?ﬁlFﬁi_ BR3P L™
{ 7 SAE # ¥
WHE3 (2023 & 117 28 p): L ATE B * BF
EHE3(024 2 7 I5Pp): 3 THIH TR AR LS
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up3 0 > B i PR R 5 PO IR) ”f?’-‘#;‘)% ’ i’?f:i—'k"“ 2024 # 1 " 5 pi¥
NBHRRISFEIEGHMEHRI R TRAITTRE SR T X T RES
Enzalutamide/Talazoparib 3+ & 2 3 £ 3t 2024/2/15 & 4v 1 3 2025/3/28 ii‘ﬁ
IRBe A7 2 F 2 H235H » P A F 2490 - = ~ AR EHS {37
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PR — R 3 H R AR R BT AR BB EP
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ik (IR i 37 Sl
IRB £ 7 # CERE Initiall Ay T
follow up
2025/03/17 2025/03/13 initial e
/03/13/2025/UNKNOWN
LERER According to his family's statement that subject was expired while he was
asleep at home on 2025/3/13.
E X LA 2025/04/10
-~ AEZRERGE }‘1'7;?5’*" 100770 >+ 2025/3/13 *t 3@ 7v = o ¥ i &5,
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FHALAL 2025/04/10
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& HESE LR
IRB £ 7 ¥ 4P Initial/ 3 AF il d
follow up
2025/03/26 2025/03/07 follow up 1 Erop A Alx
LEREE PR AF R FISAEF 2 5 A HF A wifk Ao F WK EE L Fever

Pk L3t ] 5 SUSAR » 1% 17-MAR-2025 i 4F TFDA - 2_ (3¢5 B
B { & % # %4 % Hypersensitivity reaction related to Carboplatin
[Hypersensitivity] (€ 7 2% 2 2 g P F £ 9) B R%EF
CARBOPLATIN %% e 4p B » G 3pH 2.7 2 F &> "% 5 SAE &% % 3~
+ > 19-MAR-2025 % 1 CIOMS FUI - 20-MAR-2025 & TFDA i 3F
Downgraded SUSAR » 3 fdFid 4 - &+ > il 48 IRB -

FEIL 2025/04/09

- ~AEZ AFEE %L R PE ET401005 *F 2025/03/07 » Fr 0 &= 5 Follow
up > » e PRk & Hypersensitivity reaction related to Carboplatin 5 &
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Pemetrexed £ Nivolumab 4c_} Ipilimumab * % /2 & jiv*r 2 g BpFEF
A = %% (eVOLVE-Meso)

% ;iﬂdﬁ Aﬁuﬁi—‘,‘; E7401004 2zrcida% |z
alnd [ > i 4F S5t
IRB 7 p CERE Initial/ P ¥R
follow up
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FELR
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-~ A7 A R £3EF E7401004 >t 2025/03/14 Initial » Be o » e
PR B VERR R 0 B AT 2025/03/25 M e VR ESA Y o P H A
A 3+ 2025/03/25 jArx i 4R IRB o & 7 A 2 H2LApl 0 ¥ A4 7
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- HAEB A R - % MAHER% 0 =5 Dupilumab &3 £ £ 4]
RITRFHLYY HFP AL R I DL PR

£ 3 F MBF

158000100004 ¥2cu% |7
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Initial/

#4 P4
LR follow up

*AFE RS

2025/04/01

2025/03/31 initial

ERpA GRS BB kR
LR R

LI % At

This time, general edema for 1 day was noted by caregiver. Associated
symptoms included dyspnea, decreased urine output, poor appetite and
fluctuated conscious level. According to his family and caregiver, there was no
fever, chills, cough, sputum, abdomen pain, nausea, vomiting, diarrhea,
tarry/bloody stool, dysuria or flank pain. Therefore, he was brought to our ED
(emergency department) for evaluation.

At our ED (emergency department), vital signs showed tachypnea without
desaturation, shock or fever. Laboratory data showed no leukocytosis with mild
elevated CRP (C-reactive protein), hypoalbuminemia, AKI (acute kidney
injury) and macrocytic anemia. CXR (chest X-ray) revealed bilateral pleural
effusion. KUB (kidneys, ureters, and bladder) showed prodominent bowel gas.
BiPAP (bilevel positive airway pressure) was adminstered at ED (emergency
department). Under the impression of dyspnea and general edema, favor
hypoalbuminemia related, he was admitted for further care.

FELR

2025/04/10

-~ AR AE R G R EE 158000100004 *+ 2025/03/31 Initial » Fr o> »
o 2k 5 dyspnea & %t 2025/04/01 19 0 ikgk o TR B EA G F 0 2
323 430 2025/03/31 L@ 4F IRBo A2 7 A 2 f2Lapd » 2 21k
FREAARM e - S FIRFEE A PR K1 (hypoalbuminemia) > ¢z » Frin
GRRAPMIEN = CZERUE 2 EH A

AR

il i
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23R E > 21-JUL-2021 #& =% C2D1 ;% (WBC:2760, Neutrophil:38.8%,
ANC 1070) » *% 29 JUL 2021 v 2 iE H¥_(WBC:2210, Seg:3, band:0, ANC:66) >
B, 0 RS AL FR T L £ 30-JUL-2021 > Fe o RS FRF LS E
—‘:'5? i# % % 1= Docetaxel, Fluorouracil, Oxaliplatin ¥ i 48 i > f':b; CTCAE #; 3!
V4.0, s B ¥ 2. Neutropenia © if grade 4 ¥ Z¥pE% 4 R ¥_grade 4 7
REFEERI A ELE A TRE A g2 F F 3 RDC Ok AL
FEEERHire REP L T 2T EBARRFEHTFE » % RDC 4
RAIEFEFAZ BRI R 2 6 RRBGFAZ PR Ji;a?ii; o T Hp AT
TR T Data Management BAR TR pE Z%IFF%S%E@]F}*“
22 JAN-2025 2 RDC s %% 2 2 {8 %9 E B %2 4 &> 22 5 SUSAR>
# % 22-%>t 01-FEB-2025 $# ' CIOMS Form » :#5 B 5>t 03-FEB-2025 j&
F > il 4F TFDA 2 IRB -
On 21-JUL-21, the patient experienced CTC 4 neutropenia. Subject received
Cycle 2 Day 1 treatment on 21-JUL-2021 to 22-JUL-2021. Neutrophil: 38.8%.
And subject was back to site on 29-JUL-2021 for safety follow up. Neutropenia
was noted: Neutrophil: 3% (calculated ANC: 66/uL), patient had no symptoms.
Thus, admission was arranged. Subject was hospitalized on 30-JUL-2021
evening. No fever or other discomfort was noted. Granocyte 250mcg was
prescribed. Follow up lab data on 31-JUL-2021: Neutrophil: 52% (calculated
ANC: 2875/uL). Due to the SAE, 5-FU, Docetaxel, Oxaliplatin dose are to be
reduced on next visit. The patient recovered from the event neutropenia after 1
week 4 days on 31-JUL-2021.
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