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~ ERCREFERENCEno: PrincipalInvestigator: Contactno:u:
0 ProtocolTitle:'"...u
'"w

tiO SubjectciinicaI: Dateof Birth:__) __)_ Gender: Dateenrolled:__) __) __

~:z DayMonth Year DayMonth Year
::::l -

'"
SAEDiagnosis: Category: Savarity

[J death [J Mild

[ Jdesability in capacity [J Moderate
Date of Experience: __i__i__ [ Jlife threathening [J Severate

Z [ J congrental anomaly birth defect0
j: [ J important medical event Relationship to StudyCI.
~ End of Experience: __i__i__ [ J hospitalization- initial prolonged [ JUnreleatedU
(,f)

[ J required intervention to prevent [1 Unlikely~
Q
L&.I Date of Awareness:__i __i__ permanent impairment [J Possibly
c(
(,f) [J other: [ 1Definitely

Investigator's Narrative Report: Expectedness:
: (Pis.write legibly and provide attachements if necessary) [1 Expected

[ J Unexpected
Type of Report: oInitial Report DFoliow-up Report 2 DFinal Report DResponse to NOA

Outcome On going
Complete Recovery

~
Z FatalDeath
j:

Cause of Death: Designation:a:
0
CI.
L&.Ia: Recovered wi sequelae (for ERConly)
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