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IRB %% KMUHIRB-F(1)-20240276
PR - AR RHNR e R FE 2 AT E 2 0% - T LRk
ZRE i 32385-51001
IRB £ P # F4 0 éﬂﬁ& 3 OAF i %
2025/06/16 2025/06/13 initial ERp LAl
FALE R E THE SUBJECT 32385-51001 WERE TREATED WITH C5D1.POST
CHEMOTHERAPY WITH ZIMBERELIMAB 360MG + PALITAXEL
175MG/M2 + CARBOPLATIN (AREA UNDER CURVE:5) ON
10/JUN/2025~11/JUN/2025.
HE HAD FEVER AND MILD CHILL AT 06:10 ON
12/JUN/2025.FOLLOW LAB DATA CRP:23.92MG/L,INFLUENZA
A+B:NEGATIVE,COIVD-19:NEGATIVE.ADD ACETAMINOPHEN
1TAB PO ST AND TAPIMYCIN SINCE 2025/06/12.
ALSO,HE WAS ORIGINALLY SCHEDULED TO BE DISCHARGED
FROM THE HOSPITAL ON 13/JUN/2025,SO EXTENDED HOSPITAL
STAY.
- E FRFh
B % 2
IRB %% KMUHIRB-F(1)-20250011
FEEH — 78 ASP-1929 sk 4 % 2 5 * Pembrolizumab $ ¢ &8 5% » * 3t &
BB S F VB e By (HNSCC) R s &inf 3
P SRS e s BOCiRER Y 2  TRR AT |
3 3#—",;-,' S Bl TWO06-02
» - Initial/ 2 ”
IRB 3%3& p #F #F2p follow up *RE S E
7/7/2025 5/29/2025 follow upl F3op L ke
After admission, empirical antibiotic therapy was initiated to treat the
suspected aspiration pneumonia. The infection was improved, and he received
C3D1 on 2025/6/3. A CXR confirmed signs of resolving pneumonia. Due to
the observed leakage of food into the wound site, an ENT consultation was
conducted on 6/10. The finding was determined to be a palato-nasal
communication, likely resulting from tumor regression following
3 UERE photoimmunotherapy, rather than a true pathological fistula. To ensure

adequate nutritional support, a jejunostomy was successfully performed on 6/9.
Following the procedure, he was trained on liquid diet administration via the
jejunostomy. However, he developed abdominal distension and episodes of
vomiting dark green fluid over the following days. A CT scan performed on
6/24, revealed signs of ileus, possibly due to jejunostomy dislocation. A
nasogastric decompression was initiated. He is currently being managed with
bowel rest and remains NPO.
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PELHE - BEHE RO o R R E AT E Y R - BT SRR
L #H T 32385-51001
’ Initial/ »
% | 4 p3 2K B8
IRB 43 p #F FApE follow up ERR A
7/9/2025 7/3/2025 initial HE A LR
THE SUBJECT 32385-51001 WERE TREATED WITH C6D1. POST
CHEMOTHERAPY WITH ZIMBERELIMAB 360MG + PALITAXEL
175MG/M2 + CARBOPLATIN (AREA UNDER CURVE:5) ON
01/JUL/2025~02/JUL/2025.
HE HAD FEVER AND MILD CHILL ACCOMPANIED BY FATIGUE,
3 aF BT CHILLS, AND STICKY SPUTUM ON 03/JUL/2025.FOLLOW LAB DATA

CRP:21.01MG/L,INFLUENZA A+B:NEGATIVE,COIVD-
19:NEGATIVE.CXR:INFILTRATION OVER BILATERAL LOWER LUNG
FIELDS.ADD ANTIBIOTICS AMOCLAYV 1 VIAL IVD Q8H IVD.
ALSO,HE WAS ORIGINALLY SCHEDULED TO BE DISCHARGED
FROM THE HOSPITAL ON 04/JUL/2025,SO EXTENDED HOSPITAL
STAY.
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Claudin 18.2 (CLDN18.2) - CD3 z T ‘wre 4% & 4+ B sl
AZD5863 » * *vaLdp & M L F MR A X EE g 2 R0 S
¥ - Fong of

ZRE i 202506GL0024423TW(E7402023)

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

2025/07/09 2025/06/27 initial Wk op A LRpER

PR T A On 27-JUN-25, the patient experienced grade 2 fever (preferred term:
Pyrexia). The event(s) fever became serious on 28-JUN-2025. The last dose
of AZD5863 prior to onset was taken on 25-JUN-25.
The dose of Azd5863 (azd5863) was not changed.
At the time of reporting, the event fever was ongoing.
The event was considered serious (Prolonged hospitalized).

il #* FE3h

o 2

IRB ¥%:%. KMUHIRB-F(1)-20230137

o 2 - E N~ e TE SRS S0 s B s IR PR

S0 AR 2] dme o (MNSCLC) £ % >+ #& Volrustomig
(MEDI5752) & & i 4p$ia>> Pembrolizumab & & (o i7 5 &% — 45
K ey 2z (eVOLVE—Lung02)

£RE R0

202505GL0013780TW(E7402005)

, Initial/
% | 4 03 3 % "
IRB 43 p #F F4p Y follow Up F RS
2025/07/11 2025/05/14 follow up2 $op 4 ik
?AFE REE PUSTGE BT AR R RTE 2l LY MR ZE S MEDIST752 & E o

Summary of follow-up information received by AstraZeneca 26-JUN-2025:
Action taken of the suspect MEDI 5752 updated from No Change to Dose
Decrease, Narrative Updated.
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IRB 3% KMUHIRB-F(1)-20230137
Bk B -BF N~ e~ TiF g age s 59w s B s 2IRPR
B FEE A 2] e 7 (MNSCLC) & 4 - vt #& Volrustomig
(MEDI5752) & & i 4p$iz>> Pembrolizumab & & (v i7 5 % — 45
F % > (eVOLVE—Lung02)
ZRE i 202505GL0013780TW(E7402005)
IRB # 3 b 3 CENE émw& 3 AF s %
2025/07/24 2025/05/14 follow up3 WiRop X dfa
PR T A On 14-MAY-25, the patient experienced CTC 3 acute hepatitis. The patient
recovered from the event(s) acute hepatitis on 11-JUN-2025.
Summary of follow-up information received by AstraZeneca 11-Jul-2025:
Event outcome was updated from Not recovered to Recovered and narrative
updated accordingly.
e &% Pizh
B 5 4
IRB %% KMUHIRB-F(1)-20230077
PR - E - R R R SRR R R T PRI
Claudin 18.2 (CLDN18.2) f= CD3 z T !wfz % & 45 R L3l
AZD5863 » * »taLilp & S IR MR S A X R E 2 Fehe
¥ ERE Rk
3 %ﬁ“‘ﬁ S5l 202506GLO007739TW(E7402023)
> ., Initial/ ”
IRB 3%3& p #F #F2p follow up AR i E
7/2/2025 6/8/2025 follow up3 L RS
On 08-JUN-25, the patient experienced grade 3 intra-abdominal infection
(preferred term:Abdominal infection). He complained about nausea, abdominal
3 AFRE distension,constipation through out the study drug period. Lab data: WBC:

16.26 1000/uL,CRP: 172.02 mg/L. Empirical antibiotics was given since 6/8.
Follow up lab data on 6/13 showed improving status. Under relative stable
condition, we discharged the patient on 16-JUN-2025.
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Bk B — 38 ASP-1929 sk &% 2 & * Pembrolizumab $+¢ 458508 » * 3t g
B A Dk IRR I INBR ey (HNSCC) & - SUsfeh?
s~ BRSO fe s BORRohy 2 D IRES

ZRE i TWO06-02

IRB #& P CENE L fo'lrl‘(')fl'vazp 3 UF ik

2025/07/07 2025/05/18 follow up3 Wiop X dfn

PR T Ay The subject was diagnosed with nasopharyngeal carcinoma in 2000. He

underwent multiple courses of radiotherapy and received anti-cancer surgery
at an outside hospital. The surgical procedure involved resection of the
carotid artery. To prevent stroke and associated complications, He has been
prescribed Propranolol HCL to promote venous circulation, along with
anticoagulants. On 2025/5/15, he began experiencing generalized itching,
which worsened on 5/18 and was accompanied by chest tightness and
shortness of breath, without chest pain. He visited the ER for further
evaluation. EKG revealed sinus tachycardia, and a CXR showed no
significant findings. Cardiac enzyme levels were within normal limits. Based
on the clinical evaluation, the symptoms were considered secondary to
generalized itching. No other diagnoses were identified. The pruritus, which
may have been related to pembrolizumab as an immune-mediated reaction,
resolved following the administration of anti-allergic agents in the ER.
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