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Is the event assessed as serious?








All adverse events will be recorded and graded by causality and a summary of these will be sent to the DMEC every 6 months





No





Yes





Is it causally related to the trial medication?





It is a Serious Adverse Event


Complete the SAE form and report to co-ordinating centre within 24 hours.  SAEs listed in the protocol that do not require immediate attention should be reported in the agreed time frame.








It is a Serious Adverse Drug Reaction


Report to co-ordinating centre within 24 hours CI will assess for expectedness according to the SmPC.





Is the event expected based on the SmPC?





It is a suspected serious adverse reaction. Record on SAE form





It is a SUSAR


Is the event life threatening/fatal?





Event must be reported to the CI within 24 hours


CI reports to MHRA and MREC within 7 days using the SAE form


Follow-up report within a further 8 days with the SAE follow-up form





Event must be reported to the CI within 24 hours


CI reports to MHRA and MREC within 15 days using the SAE form


Follow-up report as soon as possible 
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Yes





Yes





Yes





No





No





Adverse event observed








