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3. By which criteria is this adverse event considered to be "Serious"?
Tick alt thaf apply

|| Resuited in death —-3 Date of death Probable cause
}W:J Life threatening (i.e. at risk of death at time of eveni)

j Caused or prolonged hospitalisation (not edective haspitalisation for a pr-existing conditicn)

IMJ Persistent or 5|gn|f|cant dlsab|||ty/ incapacity

[ lGrade 4 clinical and biologicat events

|| Other serious, medically-important condition e Specify

4, Detaifs of SAE e
Enter each adverse event (e.g. sympiom, sign, syndrome or dlagnosrs) ot a separate .'me “./

Event Mame Date investigator - . Date ofonsetofSAE
became aware
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§. Description of SAE

Include details of body site, relevant laboratory tests, treatments received and relevant madical history.
Atfach copies of any relevant hospitaf records, !aboratmy test results efc.
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