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(Local or Internal Adverse Events Report)
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On set date: ...............
MUUSANLATUNAANUNIVY: v,
Subject’s number/PTID: Age: O male O Female
Subject’s history: Laboratory findings:
Event description:
Seriousness: Causal relationship to
O peath @) Drug O Device
O vife Threatening O Other intervention.............
O Hospitalization - O initial O prolong O Not related
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(Local or Internal Adverse Events Report)

O Disability/Incapacity O Possibly related

O Congenital Anomaly O Probably related

O Other e O Definitely related
O unknown

Treatment administered:

What were the measures taken?

O Suspected drug discontinued

[ pose reduced

O Drug treatment for the SAE

CIno drug treatment given for the SAE

[ Discontinuation of concomitant drug(s)

O Non-drug treatment (specify).......

Outcome:
[ fatal [ resolved [ resolved with sequelae (describe)......
O Improved [ persistent [ worsened O unknown

TA59N15UENSTUNISANAINIUIRY (DSMB/DMC) wisald [ 18 [ 1l

In investigator’s opinion, does this SUSAR/UAP significantly alter the risk-benefit analysis to
the research subjects in this research project?

D Yes D No

How do you address your management plan in terms of approved protocol as shown
below? Changes to the protocol recommended?

Ono O Yes, attach proposal

Changes to the informed consent form recommended?

Ono O Yes, attach proposal




DENT HEC
UUINITNITANEY USUI59IUI8 azu3N15IvING F44/V1.0

LY -4 a o = ] N
AUSNUALLNNYATEANT NWW'JVIEI'IaEJL‘UEJ\ﬂ‘WQJ KU 3 VD9 3

wuuTEUmanIsallinaUszasannaniely
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(Local or Internal Adverse Events Report)
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Uszifunnusazdaiauawue (Issues and recommendation):
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