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(Adverse Event and Problem Report )
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9. MUNTIENY ¢

10.9UaU89518497U

1 shesnumsausn O shesudenna assedl..

D No
[ ves, itis [l Death
L1 Life threatening

conditions (please specify

1 Inpatient hospitalization

I no

protocol®

.......................................................... ) | protocot*

[ Prolong hospitalization protocol*

- Yes, it is [ Nature is not consistent with

O Severity is not consistent with

i Frequency is not consistent with




[T persistence or significant (* Protocol or related documents such as

disability/ incapacity Investigator Brochure, inform consent document }

| Congenital anomaly

Are there any solid literature regarding this SAE? +1 0 0
Does SAE occur after taking this test article? +2 -1 0
Is SAE alleviated after discontinue the test article or taking +1 0 0
Does the same SAE re-occur after re-administering the test +2 -1 0
Are there any possibilities {except the test article) can cause this -1 +2 0
Does placebo cause the same SAE? -1 +1 0
Does the plasma level of the test drug reach toxic level? +1 0 0
Are there any association between the dosage of test drug and +1 0 0
Dose the subject have the same SAE when received the test +1 0 0
Ariin Ar cimilar Ariae in tha Ract?

Are there any objective evidence showing the causality of this +1 0 0
Jotal score

e > 9 : certainly related , 5-8 : probable/likely related ,

1-4 : possible related , <0 : doubted, not sure

[J Recovery [ improved O stable [J Yes. (please describe)
[ worse O Dpead O Not known
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