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Figure 1:  Communication organogram for reporting SAEs   SAE recorded on AE log and followed up until resolution     PI assesses SAE and reports to CI within  24 hours , PI reports to   local  institution as per local  protocol     CI reports related and unexpected SAE’s to PCTU QA  manager and Sponsor within  24 hours   of PI  becoming aware of the event     CI reports related and unexpected SAE’s to  MREC within  15 days       CI reports to DMC every  6 - 12 months                               CI reports  annually   to MREC    SAEs will be followed up until resolution.  


