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hemorrhage/hematoma. Atrial fibrillation with RVR was noted. Due to suspect
acute ischemic stroke, she was referred to ER. At ER, clinical symptoms
gradually improved. Neurologist consultation was arranged with impression of
suspect ischemic stroke and differential diagnosis of transient ischemic attack.
The subject was admitted to neurology ward for further management and
treatment.
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PR A Subject 2S03, a male diagnosed with Gastrointestinal Stromal Tumors,
participated in the TAI-301 study successfully and received his first dose on
2024/02/22, wherein he was assigned a dose of 60mg QD by study team. He
experienced no discomfort during this period.
However, he recently became drowsy, notably on the evening of 2024/02/26,
prompting his transfer to the emergency room of another hospital for further
treatment.
Subsequently, he experienced vomiting leading to choking, followed by acute
aspiratory failure. First aid measures were administered, including intubation.
Currently, the subject is receiving emergency treatment at the Intensive Care
Unit.
The family and attending physician contacted us this afternoon and provided
updates on the situation. After discussion, if his condition stabilizes, he will be
transferred to KMUH for continued treatment. We will maintain
communication with his family throughout this process.
We believe the subject's drowsiness may be related to his disease, but the study
drug could potentially induce vomiting, leading to further complications such as
aspiration pneumonia. Therefore, the Serious Adverse Events (SAE) may
consider the possibility of a relationship with the investigational product (IP) in
our initial assessment.
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