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Adverse Event/




Adverse Event (ICH GCP)

®* Any untoward medical occurrence in a patient or clinical investigation

subject administered a pharmaceutical product and

® any unfavourable and unintended sien (including an abnormal laboratory
finding), symptom, or disease temporally associated with the use of a

medicinal (investigational) product

®* which does not necessarily have a causal relationship with this

treatment.



Serious Adverse Event (SAE)

Any untoward medical occurrence that at any dose:
® results in death,
® s life-threatening,

® requires inpatient hospitalization or prolongation of existing

hospitalization,
® results in persistent or significant disability/incapacity,
or

® is a congenital anomaly/birth defect
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Report of unexpected serious adverse events
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Thank you
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Email address: punkae.mah@mahidol.ac.th

Website: https://www/sp.mahidol.ac.th




