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When serious adverse events such as death are reported, they are typically associated with poor patient

safety. In some fields of care, however, such as palliative care, deaths are expected and not necessarily an

indicator of poor quality. This commentary describes how serious and non-serious adverse events

(SAEs/AEs) are currently defined and reported, the associated challenges, and proposes a new approach

to reporting SAE/AE in clinical trials. A decision-tree to determine SAE/AE reporting based on the new

proposed approach is presented.
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