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BIRE evvvernrveeeesessssessssesssssessssssessssesessssnessssssessssnnes T2 T QU1 1 L Y 11 S

Participant| Onset/Date Sign & symptom Diagnosis Severity |Relation to Progression of Modification Modification of
ID Of event the study adverse event of protocol informed consent

( )No ( )Yes|( )No ( )Yes

( J)No ( )Yes|( )No ( )Yes

( )No ( )Yes|( )No ( )Yes

( J)No ( )Yes|( )No ( )Yes

( J)No ( )Yes|( )No ( )Yes

( )No ( )Yes|( )No ( )Yes

( J)No ( )Yes|( )No ( )Yes

( J)No ( )Yes|( )No ( )Yes

ANUTULSS (Severity): 1. @18 (Death) 2. juusewaza1vvinlitdedn (Life threatening) 3. dosdnwnlsawenua (Hospitalization /Prolonged hospitalization)

4. Wnsvisenwanw (Persistent or significant disability/ incapacity) 5. MINANSUANLLA (Congenital anomaly/ birth defect) 6. laiguuse
aafigatasiumside: 1. Liieadas (Not related) 2. a1aifiaadas (Possibly related) 3. draufiedas (Probable related) 4. figatiasuiiuau ( Definitely related) 5. 13i§ ( Unknown)
msﬁnﬁumqmi:ﬁ (Progression of adverse event): 1. uAluuda (Resolved) 2. gamsfillgyin (Ongoing)

Tunsdififinnsasundaslasen1sdde (Modification of protocol) wsatenansievanisduges (Modification of informed consent) THdesgaz18enUNEIAMENTINATTIILEIINATIVBNIUBUNNY
e WefimansallifisUseasd’neuse (Serious Adverse Event) e finatuguusilude 1-5 Thaaduiidfiumsfine desnesu (RF18-02) Thamznssuniss anelu 7 dumdaiinme

va o

=
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U

FuNTIe9U Wi /
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Serious Adverse Event Report Form

SITLATINTT AV werrerreeeereeeeeeesseseseseessaseseseeseesesssessesssaseasssssesessessesassasessssasssseassasessssaes saseassasesnssasessssnssasesssasens
TDUMTANTTIDY rverreeereeereeseeseeeseesesessessasssesesseesesssasessssaseassssssasessesssassassssssassssesassasessssasen sessssssesnssasessssssasensssees
VDHIVY verreeeeeeseereesreseeseeessessssesseessssessenns TNFEANT s E-NAIL 1o eeeeeeeeseeesseeseee
UABIVIU coovnrrrmncnnnsncsasssssssssesssssnessssssessssssssssssessssssessssnnenss

o/ Y v 1 a o a
FUAELUITIADE..crvrrnnnnccssssssssssnsas we g L adle 098 e

= ¢ 1R § a v a o [ g
i'lﬁlﬁgl,'élﬂﬂLﬁ@ﬂqimm13JWGﬂi$ﬁﬂﬂ%u®iﬂEJLLN ( @1n15/21N15ENY/N15I98/NT195NWT NANITINY )

RF16-02

1. AUTUUTS
() ene (Death)

() Juusiuazanvinvitdedin (Life threatening)
( ) desdnunlulssneruia (Hospitalization/ Prolonged hospitalization)
() Wnsvisenwanw (Persistent or significant disability/ incapacity)
() msninsusnlia (Congenital anomaly/ birth defect)
() BU Y (SBU) oo ssessssssssssss s s
2. anuieatasiunsise
( ) Lifleatas (Not related) ( ) onafieatos (Possibly related)
() unaziRsadias (Probable related) ( ) derdesuiuuay (Definitely related)
() 143 (Unknown)
3. Mmawdsuuladlasiniside () laidl () ¥ (szyswaziden)
4. mawdsuwlatenansilevenisBugen () lidl ( ) ¥ (szyseasiden)
aﬁa;ﬁ%ﬁ'& .....................................................................
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