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11. Is adverse event serious?

Q No
Q ves, it is " | Death
] Life threatening conditions QUSAT¥Y)._.___ ...
[l Inpatient hospitalization
[ ] Prolong hospitalization
|| Persistence or significant disability/ incapacity

[ ] Congenital anomaly



12. Is adverse event unexpected?

Q No

Q vYes, it is [ ] Nature is not consistent with protocol*
[ ] Severity is not consistent with protocol*

[l Frequency is not consistent with protocol*

(* Protocol or related documents such as Investigator Brochure, inform consent document)

13. Is adverse event (AE) related to participation in Yes No Unknown

research? (Qon point number)

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 +1 0 0

taking antidote?

Does the same SAE re-occur after re-administering the +2 -1 0

test article?

Are there any possibilities (except the test article) can -1 +2 0

cause this SAE?

Does placebo cause the same SAE? -1 +1 0
Does the plasma level of the test drug reach toxic +1 0 0
level?

Are there any association between the dosage of test +1 0 0

drug and the degree of SAE?

Does the subject have the same of SAE when received +1 0 0

the test drug or similar drugs in the past?

Are there any objective evidence showing the causality +1 0 0

of this SAE?

Total score

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




14. o meadlinvesadadias a Jaglu
Q Recovery
Q Improved
Q stable
Q worse
Q Dead
Q Not known
15. Are there any changes in protocol or informed consent due to the SAE?

O No
Q Yes (Usnasune)
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9. IMUIUDFHUATUNATNAIUTUL IS
Q Deathu. cases
Q Life threatening conditions..........ccccceeune. cases
Q Inpatient hospitalization...........ccceeveene. cases
Q Prolong hospitalization........c.cceeueeee cases
Q Persistence or significant disability/ incapacity.......c.ccoeeunce. cases
Q Congenital anomaly......ccccoveeeviuenee. cases

10. wamsaflifeszasdnaiidumanmsniilinafadnanintudeniel
Q No. They have already been mentioned in protocol or related documents such as
Investigator Brochure or inform consent document.
Q ves. || Nature is not consistent with protocol*
[ ] Severity is not consistent with protocol*
[l Frequency is not consistent with protocol*

Numbers of unexpected events........ccccovevivivicnennne case



11. aguurumanisallinsszasdaunnuduiusvaamnnnisallaineUszaeanunisie

Q Certainly related.......cocovviieenninns events
Q Probable/ likely related.....ccccovrueeneee. events
Q Possible related........ooon.. events

Q Doubted, NOT SUI€.....ccoveeeeeeeeeeee events
Q Not related. ... events

Q Recovery.....cvnecccns cases
Q Improved.......cocoveencenee cases
Q Stablen.. . cases

Q WOrse. oo cases

QO Not kKNOWN.....eeeereeereeeeeee cases
Q Dead.eereerrn. cases

13. fianusndudesuuuzuflalasnsisafietosiuliliiamanisallufissasddeusameni
wneanainsAudyuviselsl
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