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The International Conference on Harmonisation (ICH) guideline on the Structure and Content of Clinical Study Reports (CSRs) - E3 (Section 12.3.2) indicates the inclusion of brief patient narratives describing each adverse event of death or any other serious adverse event, and other significant adverse events that are judged to be of special interest because of clinical importance. A patient safety narrative should provide a complete and clinically relevant, chronological description  of such adverse events experienced during or immediately following a clinical study.  As per the ICH E3 recommendations, a patient safety narrative should describe the following: the nature, intensity, and outcome of the event; the clinical course leading to the event; an indication of timing relevant to study drug administration; relevant laboratory measures; action taken with the study drug (and timing) in relation to the event; treatment or intervention; post-mortem findings (if applicable); Investigator’s and Sponsor’s (if appropriate) opinion on causality. In this workshop, the instruction intends to provide a hands-on tutorial on developing a patient narrative including discussion on formats and location of narratives, source data, drafting, tracking and delivery. 
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