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The subject TW06-02 received T1D1 on 2025/4/22 and underwent T1D2 on
4/23. Treatment proceeded smoothly without any immediate complications,
and he was discharged on the morning of 4/26. In the evening, he experienced
fever, chills and headache. He self-administered Acetaminophen 500mg Q6H
from 4/26 to 4/27; however, the symptoms persisted. He came back to our
OPD on 4/28 for further evaluation. His CRP level was elevated to 262.74
mg/L. He was subsequently transferred to the ED and admitted for infection
management. Based on the clinical course, the initial assessment is that the
AE is likely wound infection following Photoimmunotherapy. After blood
tests and a CXR, he was diagnosed with aspiration pneumonia. It is suspected
that a postoperative wound infection may have impaired local muscle
function, resulting in swallowing difficulty and aspiration pneumonia.
Following antibiotic treatment, both his symptoms and laboratory findings
showed improvement. He subsequently received C2D1 on 5/7 without any
discomfort, and was discharged on 5/8 in stable condition.
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The subject has been diagnosed with oral cavity cancer, specifically a right
hard palate tumor. Following admission, the patient was initially treated with
an antihistamine (Diphenhydramine); however, pruritus worsened during the
infusion. Consequently, the treatment regimen was adjusted to include a
corticosteroid (Hydrocortisone) and sedatives (Clonazepam and Lorazepam),
which resulted in symptomatic relief of the pruritus.

During hospitalization, the patient received the second dose of ASP-1929
(T2D1) on 2025/05/21, and underwent photoimmunotherapy (PIT, T2D2) on
2025/05/22. The procedure was completed uneventfully, and the patient did
not report any additional complaints. He is scheduled for discharge on
2025/05/24 and will return for a follow-up visit next week as per protocol.
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FRE R Study therapy (Medi 5752 750 milligram q3w, Intravenous use) started on 18-

Mar-2025 for metastatic nsclc. The subject was also taking (Pemetrexed 995
milligram/sq. meter q3w, Intravenous use), since 18-Mar-2025 for metastatic
nsclc. and (Carboplatin 718 milligram q3w, Intravenous use), since 18-Mar-
2025 for metastatic nsclc. The last dose of MEDI 5752 prior to onset was
taken on 29-Apr-2025.

On 14-May-2025, the patient experienced CTC 3 acute liver injury.
Dexamethasone was given first but in vain, so medason IVP (intravenous
push) was given at OPD. Follow up lab data on 5/16 showed persistent high
GOT and GPT level but no hyperbilirubinemia. Due to suspected immune
realted hepatits, he was admitted to our ward for further management on 16-
May-2025. At the time of reporting, the event acute liver injury was
improving.

The investigator considered that there was a reasonable possibility of a causal
relationship between Carboplatin, Pemetrexed and the following event: acute
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liver injury. The investigator considered that there was a reasonable
possibility of a causal relationship between the study therapy and the event.
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Fever with body temperature 39 degrees was noted. Therefore, antibiotic with
Cefepime after fever workup was prescribed.

The fever remains intermittent; therefore, cefepime (2 g IV every 8 hours)
and acetaminophen (500 mg orally every six hours) keep continue while
awaiting the culture report on 02-Apr-2025.

Urine culture revealed Escherichia coli on 02 April 2025. Under the
diagnosis of urinary tract infection, antibiotics was switch from Cefepime to
Ertapenem on 03 April 2025.

We keep Ertapenem therapy but fever still up and off during therapy,
therefore, we switched Ertapenem to Brosym on 14th APR 2025. The fever
did not total recovery and we changed antibiotics to Younam on 18th APR
2025. The fever subsided gradually with negative results of urine culture on
26th APR 2025 and recovery of UTI was noted. We keep antibiotics used for
cytopenia and keep close follow up.
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Subject TW06-02 received the first dose of Pembrolizumab on 2025/04/15,
and the second dose on 2025/05/07. No significant discomfort was reported
following administration.
On 2025/05/18, the subject developed a generalized pruritic sensation that had
3 LF RE & persisted fpr three days 'and progressed to marked generalizpd itching , '
accompanied by chest tightness and shortness of breath , without chest pain or
skin rash. The patient presented to the emergency department on the same day
for evaluation.
Given the upcoming second PIT scheduled for 2025/05/22, hospitalization is
being arranged for further evaluation and management.
2ERL | 202506/12
. 22 2 2%i% ;é—‘ﬁ TWO06-02 2 4~ 4-3F & o =% ;é—*ﬁ *+ 2025/04/15
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iplc® > B RP R Ao/ 25 Pembrolizumab & 1T A jT ifris
Fpo REFAFEHIFH - P EAFFT AP o 2. FRUEE > §F
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The subject received T1D1 on 2025/5/13 and T1D2 on 5/14. The operation
3 RF AT was gone smoothly. However, he developed total airway obstruction

accompanied by oxygen desaturation on 5/15. Oxygen supplementation was
escalated from nasal cannula to NRB, yet oxygen saturation remained
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unsatisfactory at 90%. An attempt at endotracheal intubation was unsuccessful,
emergent tracheostomy was performed to secure the airway. Subsequently, he
developed hypotension, and a right femoral CVC was inserted for further
management. He was transferred to the MICU. In ICU his respiratory status
gradually improved, as demonstrated by a favorable weaning profile. Follow-
up CXR revealed adequate lung expansion. He was weaned from the ventilator
on 5/17 and tolerated it well. Due to the stable condition, he was transferred to
the general ward on 5/19. Upon transfer, he adequate oxygen saturation
maintained under T-piece (FiO2 31%, 4L/min). Inhalation therapy was
continued to facilitate sputum clearance. After several days of observation, his
airway remained stable without the need for supplemental oxygen. He was
discharged on 5/26.
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The subject began treatment with AZD5863 on 02-Jun-2025 for pancreatic
cancer. On 08-Jun-2025, the subject developed a Grade 3 intra-abdominal
infection. As a result, administration of AZD5863 was temporarily suspended.
At the time of reporting, the intra-abdominal infection was ongoing. The
investigator assessed that there was a reasonable possibility of a causal
relationship between the study drug and the event, likely due to an immune-
related reaction.
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The subject TW06-02 received C2D1 on 2025/5/7. No significant discomfort
was reported following administration. On 5/18, he developed a generalized
pruritic sensation that had persisted of breath, without chest pain or skin rash.
He presented to the ED on the same day for evaluation. The upcoming T2D1
was scheduled on 5/22, hospitalization is being arranged for further evaluation
and management. Following admission, The patient was initially treated with
# & F ¥ @ | an Diphenhydramine; however, pruritus worsened during the infusion.
Consequently, the treatment regimen was adjusted to include a Hydrocortisone
and Clonazepam and Lorazepam, which resulted in symptomatic relief of the
pruritus. During hospitalization, the patient received T2D1 on 5/21, and
underwent T2D2 on 5/22. The procedure was completed uneventfully, and the
patient did not report any additional complaints. He is scheduled for discharge
on 5/24 and will return for a follow-up visit next week as per protocol.
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R BTAR T L ATE 5 Acute hepatitis © 3 { AT EH N p -
FRAERTH Summary of follow-up information received by AstrgZeqega on 21-May-2025
and 23-May-2025: Event term updated from Acute liver injury to Acute
hepatitis. Discharge date added. Lab data added. Narrative updated.
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The subject TW06-02 received T1D1 on 2025/4/22 and underwent T1D2 on
4/23. Treatment proceeded smoothly without any immediate complications,
and he was discharged on the morning of 4/26. In the evening, he experienced
fever, chills and headache. He self-administered Acetaminophen 500mg Q6H
from 4/26 to 4/27; however, the symptoms persisted. He came back to our
OPD on 4/28 for further evaluation. His CRP level was elevated to 262.74
mg/L. He was subsequently transferred to the ER and admitted for infection
management. Based on the clinical course, the initial assessment is that the AE
is likely wound infection following Photoimmunotherapy. After blood tests
and a CXR, he was diagnosed with aspiration pneumonia. It is suspected that a
postoperative wound infection may have impaired local muscle function,
resulting in swallowing difficulty and aspiration pneumonia. Following
antibiotic treatment, both his symptoms and laboratory findings showed
improvement. He subsequently received C2D1 on 5/7 without any discomfort,
and was discharged on 5/8 in stable condition.
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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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