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2 - IF &4 A L UK £ K %4 Niraparib & * Abiraterone Acetate 2
Prednisone 7% » 4p #.** Abiraterone Acetate # Prednisone ;o 1% 3 7 5§
B4 pe % BAHE - ER#%

L@ F%YF | 210236 FERETE A |

Y oA > 4R Bl °

IRB 3B ¥ CENE L fc:lrl‘(')fl'vazp FOUF s %

2025/02/14 2025/02/13 initial R ViR

PR A Dyspnea in 2 days and CXR revealed right lung infiltration.

E - L) 2025/03/20
— A3 AF SRR 2025/02/13 Initial » Feoo » Bl S RER
T BETE W o 3 F A 4F A 31 2025/02/14 i Aot 2025/02/14 i
3F o AR LE IR o ® 22 2E 5% % 5 (Niraparib ~ Abiraterone) ¥ it 4p
(P& 27 ®IA e LRl vt ) = ~22RUWE> »E€F 4 -

Ak P& A

B 5 4

IRB ¥ %. KMUHIRB-F(I1)-20240171

2 —IER 3 W EPEAR o B S HRF LA ES I PD-L1+
IR e B th % - RS 0 3= petosemtamab 4c + pembrolizumab
AT pembrolizumab s scfr® 1

XWH IE 31701-30030 FEIRTEA E

% & 4R il -

IRB &P ¥ tZREY follows up A T

2025/02/11 2025/02/08 initial 7= 5> 7= K % Unknown

7 AF BR[| 5y e4IE 0 2025/2/10 41l woE E K w P pJp 4 oot 20250208 A B Bk
FERIFEAF &
WA 119t KEA RIS FEE e~ o

FEAA 2025/03/21
-~ AEFRFEZER # 4 (31701-30030) *+ 2025/2/10 F|# 3 24 32 4 il
S RE TS j A o 2025/2/8 F R A B S H LKL R L & F Bl v
1191 » fE A R DI H= R X FF ¢ 77~ o 3hF 43 £ 30 2025/02/10 j& v
%+ 2025/02/11 €47 - FER B TR A 7 B F 3 2025/2/8 R 2 B =
+ 24 —"*’%IR.&'}%@&%*??* v FRIS R ERB AL o Arri Bl 2 RO F]F A
SHEARMPIEG A, RS, ERAEIRA E)e A2 LF 2
oo P AR ES M e - ~ERUE CEHF L -
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5

- 7 %’% W MR g P 2 EFC16750 ¢ EFC16819 94 iRk
2 M trre k2% (COPD) R % 4% itepekimab o chk #f % 2 2 frdd

Ja

W

LR REY

158000510001

fJﬂ
™

SR [
O&_ W3R ShE

55
AY

IRB #&3& p #F

. Initial/ »
#4pi * aE 2 5
L follow up L

2025/02/24

2025/02/21 initial Fop A Alr

LR R

The is a 63-year-old patient with underlying disease as follow

# COPD (chronic obstructive pulmonary disease) with regular followup at

OPD -

This time, he sufferred from progressive worsening dyspnea for years.
Associated symptoms included mild cough with whitish sputum, DOE (dyspnea
on exertion), chest tightness. He denied fever, abdominal pain, tarry/bloody
stool, decreased amount of urine, dysuria, urinary frequency, or bilateral edema.
Due to progessive dyspnea, he went to our OPD (Outpatient Department) for
help. Because medication treatment was in vain, he consulted us about
bronchoscopic thermal vapour ablation. We informed the benefit and risk for
him, and he agreed. Therefore, he was admitted to our ward for further
evaluation and treatment.

[

2025/03/21

-~ A2 AF 25 R F(158000510001)* 2025/02/21 Initial > fx
»Fe i 5 dyspnea - ¥ %1 i COPD with AE » < 3# 5 % 2025/02/18 i% .k %
$r iR (EOT) o 354 4 4% 4 0 2025/02/21 JE r .+ 2025/02/24 i 3F o % &
Hh (8- w4 E P L 2025/02/11 0 A 2 A L F P AFY 0 ¥ Bk

BHaapM o - ~22RUAE KB o

=

Fid
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IRB %% KMUHIRB-F(11)-20240235

B B -3 F N~ B R A p A e e & EGFR R %3
o FRALHP B A 2| defe SRR T o e ch w0 4R X Osimertinib io o BF B
venggr X9 eip Dato-DXd & * £ 2 & * Osimertinib 4p &> 7 40 %
it g ehzE % (TROPION-Lung15)

£3#F W¥F | E7409001 R |

ikl O&_ 0 AR il ¢

IRB # 3 B 3 CENE fo'lrl'(')fl'va:jp 3 AF s %

2025/03/19 2025/03/14 initial uEpH A LR R

PR A Subject was planned hospitalization on 10Mar2025. After admission, her vital
signs were stable. Some episodes of desaturation were noted due to activity or
anxiety. Some sputum cough was also noted. We conduct clinical trial
medication for her, and we'll keep monitoring her status. Subject was
prolongation of existing hospitalization from 14Mar2025 due to dyspnea.

AL 2025/03/22
B SAE ¥ i L X RE F Ll Bu R GREFR BT EF LSRR
BRERF M DV EERT M EREFILPA/GE

Ak FELAA

B8 7

IRB %% KMUHIRB-F(I1)-20190046

TR EH — 0 AT A PR UR X 22 % Niraparib & * Abiraterone Acetate %
Prednisone ;% » 4p #>> Abiraterone Acetate 2 Prednisone ;5% e1% 3 #) 4
Wope s ERAER S Bh ik

£3#F wBy | 210236 eaw I

il OF_ > i 3F Sade :

IRB 33 p # 499 fc:lrllclysva:jp RV TR

2025/02/26 2025/02/20 follow upl F3om A ARk

7 RERE kept empirical antibiotic Tazocin + Cravit was kept. taper down O2 (oxygen)
supplement into Nasal cannula 2 Liters. remain smooth breathing pattern and
acceptable saturation. Bedside echography showed no obvious right pleural
effusion. denied dyspnea, chest pain, headache, abdominal pain or tarry stool,
with fair oral intake. Fever and symptoms of cough with sputum gradually
subsided, and saturation with smooth respiratory pattern were observed under
room air. Under relatively stable condition, discharged on 20Feb2025.

E I A 2025/04/08
Aot R AR A TG o A0 R (2025/02/13~20) o ) 2§ T Ag it
LB R 22 2020/10/8 & T iRA E&RE R 0 R AR T X FAFAAP
el TR R BRI E LELE R R R AR oo
S S AR

AR PRk A
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IRB %% KMUHIRB-F(11)-20240207

O B4 8 - R W R 0 5 AR 48 EFCL6750 & EFCI16819 Tk :# sk
2 M lrre g 2% (COPD) & % 4% itepekimab /o chs ) & 2 (2 frf

%:é—'ﬁ 5&%;{-;,’ 158000510001 e dF l@

Vil O&_ > W3R i
' Initial/ »
3 # 4 p¥ 2 4

IRB &P FLp Y follow Up *RF i E

2025/03/06 2025/03/05 follow upl From A Ak

PR A After admission, medication for symptoms relief was given. Bronchoscopic
thermal
vapour ablation was performed smoothly on 2025/02/25. The following lab data
and
image revealed gradually improving status, also clinical symptoms was
subsided.
Therefore, under stable clinical condition, he was discharged on 2025/03/05 and
arrange OPD (Outpatient Department) follow up .

AL 2025/04/08
-~ A2 AF 25 R4 (158000510001)* 2025/02/21 Initial > fx
»Fe i 5 dyspnea - ¥ %1 i COPD with AE » < 3# % *+ 2025/02/18 i% .k %
Y ip (EOT) » A=t 4 & follow-up 1 - <X &% » Fripdf 16 %% 2025/03/05
dipe e 2h 4 3 3R & 3 2025/03/05 jE s+t 2025/03/06 4R o A E A A 2
B 2RAE o P B e B 6 (itepekimab) # dp Rl o - ~iERE ~ € K B o

Ak P& A
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IRB %% KMUHIRB-F(11)-20200160

B B - RES A e s Bkl s % = B 5% 0 A2 3 Amivantamab &
Carboplatin-Pemetrexed & & i 4p #i3% Carboplatin-Pemetrexed * SR
EGFR Exon 20ins % é% F 3RALEP B A 2] e R B K

%34 %%y | 310531 ticaw [N

% O&_ 0 4R Bl ¢

IRB # 3 B 3 CENE fo'lrl'(')fl'va:jp 3 AF s %

2025/03/14 2025/03/13 follow up?2 7= FILD pivE

PALE R F] ILD s i E i » ICU » 2025/3/13 frpr 5+ =

3ALR 2025/03/25
A AR BE AT A F(2/05)2 {4 A A Rk F o dvihg) (T
ILD > #.2 F1ILD & it 5+~ (3/13) o 2w fife2 & 3 ICU 385 L 4F » A &
o= ifty}éF ’ rﬁ]r;w; PR ERNT B Rk "*ﬁﬂ(ﬂa L3Rk
Tme s fP) FATIEIFA -

- £ FR& A

B 5 10

IRB ¥ %. KMUHIRB-F(I1)-20240138

PE R -JE % 12a #~ 5 ¢ 0 Bk F AT A 72 % 3=/ DB-1311
Bty [ EHR WRE L F m-!z EX e A=l SR AR
PR

L3 %W¥g | 408015 f1zcu% |z

i oA AR L -

IRB 43 P H2 0% follows up 3 U 1R

2025/04/09 2025/04/01 initial WaRop A Al

AR BE On 31 Mar 2025 (Visit: C1D8), laboratory data of subject 408-015 revealed a
calcium level of 13.2 mg/dL, indicating hypercalcemia. Although the
hypercalcemia was assessed as unrelated to the study drug, it was considered
clinically significant and required hospital admission for further management.
The subject was admitted under the care of sub-investigator Hui-Ching Wang.
After administration of appropriate medication, the ionized calcium level
decreased to 6.81 mg/dL on 01 Apr 2025. Hypercalcemia may be related to an
underlying squamous cell carcinoma (SCC) of the head and neck.
After admission, we keep fluid supplement, and added on Rasitol Q8H (every 8
hours) and Clodronate for hypercalcemia. The laboratory test showed
hypercalcemia improved under medication treatment. Under stable condition,
he is discharged on 04Apr2025.

- A 2025/04/18
-~ AEFRFEZRER ;é—‘};,k 408-015 »+ 2025/4/1 Initial > f2 » > fo i 37
g4k 5 hypercalcemia o ¥ 5% 2 5.7 i§ * » 3+ F 4 4F 4 3 2025/4/1 e il
FIRB- &2 7 2% 2 i3 (Disease related) » ¥ &2 A2-3 2 4phf o =
AERRBE BRI F (R Rk e R (SCC))E R F 4T
g R EE = c2REE A EH D

e & FLAh
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IRB %%L KMUHIRB-F(11)-20230164

3 - -~ B EZP - BEM s PP eE% o i =E AZDO0L F S H - FiEfrE * do
B e v A Claudin 18.2 2 L8P 7 % X 38 chd 2~ A s
v Bh#d B2 Lp R

%:é—‘ﬁ 3&%;{-%’ 2024A210211(E7402018) | &% ¢ l@

i’?«fﬁs—’é’ 0& > WIF L
a - Initial/ ,

IRB &3 p % FLPH follow up * AR S

2025/03/17 2024/09/13 follow up 6 WiRop X dfn

AR R} | 0 gl 3R % { 7% 2+ Azd0901 3 Gemcitabine &% : not changed
(& © Azd0901 & 4= € - Gemcitabine #rpFi2 %) > p R F 24557 » F|A2 4
—:CDMSWW’sg%ﬁﬁ—ﬁﬁ’&ﬁ$ﬂ®AiW&oﬁﬁ&ﬁﬁ
3F = TFDA :if Biid 3% 6(CIOMS FUS) -
Summary of follow-up information received by AstraZeneca 06-Mar-2025:
Removed repeated medical history. Updated dosing regimen. Changed action
taken for AZD0901 and GEMCITABINE to No change. Narrative amended.
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T E R W A S F;*Fj?ﬁp,nbtaj\a.ﬂ: sc AR BE o ;\j\,ki&yh?{,ffrpéfg
zw(n AZD0901 2 Gemcitabine &% % not changed(AZD0901 |5 i jp #= |
¥ - Gemcitabine F1¥ 2 #rpF i &) o A% 2

A3k FLAA
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- AL A R R 2 P Rs 0 1
Atezolizumab 4= Bevacizumab & *
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# i | & A% 4 3 (Version V3.2 / 27-Feb- 2024)section 9.2 » Replication
Competent of Lentivirus (RCL)# iPl% % F = B2 7 4% IRB 2 2 1 ¢
# B > F]X 24 20 treatment study #7522 CAR-T in et 'Fﬁﬁ_r_zkl%
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