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IRB £ 7 # CERE Initiall Ay T

follow up

2025/08/21 2025/08/16 initial ERop A Al

FRE R His ADL was totally independent at home, without long-term Foley catheter
and NG tube use.
This time he visited our ED on 2025/08/16, presented with progressive
dizziness and general weakness since 8/15 morning, preceding by fever with
chills since 8/14 8 PM. Since around 3 days after last discharge on 8/07, he had
had progressive shortness of breath, and marked productive cough. He denied
abdominal or urinary symptom.
On arrival at our ED, the patient had a blood pressure of 93/59 mmHg, a
temperature of 36°C, a heart rate of 121 beats per minute, a respiratory rate of
16 cycles per minute, and a SpO2 of 100% breathing ambient air. Physical
examination found right lung mild crackles. Laboratory tests leucocytosis with
markedly elevated CRP level, impaired renal function, and anemia. For shock
(85/55 mmHg), vasopressor was given through his right subclavian port.
Empiric antibiotics with Cefepime and Levofloxacin were given for HAP
(hospital-acquired pneumonia). pRBC 2 units were transfused. Under shock
status, he was admitted to our MICU on 2025/08/16.
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%‘L j— 4‘* A 3— % BEB

R EH — 38 ASP-1929 sk 4 % 2 5 * Pembrolizumab ¥ 158 5% > * 3t ik
$ A5 ek 040 B BR 5E IR B e g (HNSCC) & "ﬁ - MpFend Pou B
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3 :é—;‘f Sl TW06-05

IRB £ p § - Initial/ 5 ”

pEp F2p *RE RS &
follow up

6/14/2025 6/4/2025 initial = i Rt
Subject TW06-05 completed T1D1 and T1D2 treatments on 03 Jun 2025 and 04
Jun 2025, respectively. The original treatment plan involved two rounds, total
using eight ports. However, during the procedure in the operating room,
cylindrical diffusers (Serial #ML-AS40-7853 and ML-AS40-7854) failed
calibration across all ports. The laser device displayed the same error message
for each attempt: “Calibration failed. Fiber transmission is too low. Please use a

7 2 F ¥ | new fiber.” The study team replaced the cylindrical diffusers, after which
calibration was successfully completed. As a result, the treatment plan was
adjusted to three rounds, the first round using four ports each, and the second
round using port 1 to port 3, and owing to the port 4 keep failed to be calibrated,
the third round had occurred and using port 1 only, the procedure was completed
without further issues. The malfunction was suspected to be related to the device
itself, and a product complaint has been submitted.

-3k % B A IR (X B cabibration failure)z. # 2% #(KiZ SAE#&RE); F &
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follow up
2025/08/04 2024/09/23 initial utE o A LR
7 AFE RE R FIRST DOSE OF CLAUDIN 18.2 T-CELL ENGAGER AT 09/19,
ENDOSCOPY AT 9/23 SHOWED PLENTY OF FOOD IN STOMACH
WITHOUT SIGNIFICANT GASTRITIS. SUSPECTED HYPOMOTILITY
DUE TO NARCOTICS ADMINISTRATION.
il & FR&E A
B 2
IRB %% KMUHIRB-F(1)-20240276
R A - WEHFEF IR o X R 2 AT E Y E ey - BT LR
L E BB 32385-51001
> ;. Initial/ 5 24
IRB &% p ## F2pE LR SR S
follow up
6/27/2025 6/20/2025 follow up2 HE A LRER
AFTER CLINICAL IMPROVEMENT, WE TRANSITIONED TO ORAL
ANTIBIOTICS WITH CURAM UPON DISCHARGE ON
2025/06/17.GLUTAMINE INTRAVENOUS DRIP (IVD) WAS PRESCRIBED
3 aF gt FOR THROAT MUCOSAL DAMAGE WITH ULCERATION.

AS THE PATIENT’S CONDITION WAS STABLE, HE WAS DISCHARGED
ON 2025/06/17 ANDOUTPATIENT DEPARTMENT FOLLOW-UP
ON24/JUN/2025.

ON 23/JUN/2025 SPONSOR CONSIDERED THIS EVENT AS SUSAR.
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