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PR A After hospitalisation, we completed pre-operation survey and there was no
anomalies found. Laryngomicrosurgery for bilateral epiglottic cysts excision was
performed on 2021/01/13. The operation went smoothly and without any
complication. After the operation, no postoperative nausea and vomiting was
noted and the patient started soft diet. No signs of choking, dysphagia or other
discomfort was noted. Due to stable clinical condition, he is discharged on
2021/1/14 and will OPD (Outpatient Department) follow-up on 2021/01/23.
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Due to worsening of fever from grade 1 to grade 2 on 2020/10/20, PI considered
the main reason of hospitalization changed for management of fever and judged it
as a SAE on 20/0CT/2020. After shifted Brosym to Cravit for fever treatment, the
laboratory data showed improvement of hypomagnesemia, hypercalcemia and
hypokalemia. Fever subside was noted. Pl judged fever is due to tumor fever or IP
related. Discharged on 22/0OCT/2020 due to stable condition/stable vital signs and
outpatient department follow up.

Sponsor replied the reason about this case was updated as SUSAR: Based on the
information available, the serious adverse event (fever) is considered likely to be
an infectious fever. However, Considering the reasonable temporal association
between the adverse event (fever) and the study drug, an association cannot be
ruled out. The SAE fever is assessed as an unexpected event.

Since the SUSAR FU2 was triggered by sponsor's internal evaluation, no updated
information from subject. And Sponsor had also reported to ADR center. Based on
IRB's regulation, the SUSAR FU2 and AOR of ADR center was reported for IRB.
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