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T59WEIUIAUIULAD (BIANITUVIVL)

wuuasuseumanisallaineUszasfieans

(Serious Adverse Event Report Form)

A1TLA NFANNIENLUUNaSHLAZIUUENEN TSI (Please fill in the form and attach documents if necessary).

Folasans
(lne)
(English)

NEULATINIS.

1. ‘UiiEJ’lEJL‘Vi({]ﬂ']imﬂlﬂﬁﬁﬂ‘ixmﬁwgaﬂigwﬁﬁEJLLNI@EJEJ'EJ (Brief description of the serious adverse event or
problem)

2. nmsUszdiumanisal wialeyin (Evaluation of event or problem)
AYNSIBUS(Seriousness): LAUTIN (death)

AnAuraTIn(life threatening)

AnsusenunANansa(disability)

(L‘ﬁw%’wﬂﬂﬂ,iawmmaﬁaagﬂu‘mwmmamuﬂﬁu) new/prolonged hospitalization

WN13usrLin (congenital anomalies)

Sus] (321) (others,specify) ...

va o

AdayalualiofIdeuda (Already mentioned in-investigator brochure)

I

Taila
ﬁ%’agaiz‘q‘luLanms%'agaﬁ'm%u;ﬁ%’umﬁﬁ'aué’a (Already mentioned in the patient information sheet)
i

Taila

fiamuduiusiven/A5n1s/n3esdiafidnen (Relationship with the investigational drugs/procedures/devices)
Useiilulae gatuayuniside (sponsor) §3de (investigator)
Unawifiendos (probably)  unawifiendos (probably)
oiigtes (possibly)  e1aifeades (possibly)
lang1u (unknown)  liws1u (unknown)
lang1u (unknown)  liws1u (unknown)

£ 4 v dg v
WNAaANWS (Outcomes):a1N15918UaY/ATULAN

(resolved/improved)
amstisliiuAeuuUas (unchanged)
2 NsKead (worsened)
deria (fatal)

ffaya (not available)

fa o =

AudITenineadas (Site involved):infigudidunegluanuiuiinvauvedlsimerua
AnAugIdedue (other sites)
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N15WR5UVRLII (Investigator considerations):
1. 1ﬁ%agaawawaﬁﬂiLLasﬂuammSuaauLﬁmﬁu (Notification to human subjects using new or additional informed
consent). ANTUNSYIUA (required immediately)
sﬁ’wLﬁumiLﬁammaﬁmmwwﬁﬁﬁumiﬁwmaﬂ%y’ﬁﬁmlﬂ (required for the next appointment)
laifioauds (not required)

2. WaguuUas isengan1533e (Change in or suspension of research). ngaAN15338suspension
fnswasuutas (change)
laideemuiiunis (no action required)

fm3UNIIUN13/0YNTINNTT WIIFUISAE (SAE subcommittee considerations):
1. lvdayaenanadasuazvaanudugasiiandy (Notification to human subjects using new or additional informed

consent). AUNISHUA (required immediately)
siunmsdlenanadasumugidelunisdnaningasadaly (required for the next appointment)
laifmauds (not required)

2. Wasuulag ﬁawqﬂm‘ﬁ{fﬂ (Change in or suspension of researchwqmmﬁﬁﬂsuspension
fn1swasuuyas (change)
laifioadiiunis (no action required)

3. Un3U (Acknowledgement)

Comment :

wanewg : MsaiiunisynegnsfesdudinnsanlunisUsyyuauznssunshugy

(All actions have to be referred to full board)

USETTUBUNTTUNITATUI oo 1V A Y

Chair of SAE subcommitteesignature




