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• RCTs are typically designed around a primary efficacy outcome e.g. does 

drug A improve survival compared to drug B (standard care)

• The statistical methods to analyse these outcomes are well established

• Might have known safety outcomes as secondary outcomes

• Adverse Events (AEs) that emerge during the trial

• Methods used to analyse these outcomes are less established

Background



Evaluating harm

• We don’t know what or how many AEs will be reported

• Outcome measurement considerations:

– Variable type: single occurrence and repeated AEs, time to event, continuous

– Duration of each AE

– Severity of each AE

– Timing of each AE

• Often low rates of events

…all making AEs difficult to analyse



Typically we find AE data presented in tables like this
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Observations on current AE analysis practice in RCTs

• AE data is typically presented in frequency tables

• Absence of analysis being performed other than inappropriate hypothesis 

testing

• Dichotomisation of continuous clinical and laboratory data is frequent

• ‘Harm Profile’ assessed through subjective opinion

• Phrases like ‘well-tolerated’ often used – not always matching results in the 

table



What are we trying to do when analysing AE data? 

• We’re looking for signals of harm 

• Reporting all AE data in tables can be overwhelming to review and 

incomprehensible

• Would visualisations of the data make the summaries more digestible and

provide a better way to review AE data?


