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Abstract: 
Composite endpoints are often used as primary efficacy endpoints, particularly in the 

field of oncology and cardiology. These endpoints combine several time-to-event 

variables of interest within a single time-to-first-event outcome. Thereby, it is intended 

to enlarge the expected effect size and thus to increase the power of the clinical trial. 

However, the interpretation of composite endpoints can be difficult, if the effects of the 

single components are of different magnitude or even point in adverse directions. 

Therefore, it might not be adequate to judge the efficacy of the new intervention 

exclusively on the composite effect. 

There exist two main approaches to solve this problem: On the one hand, a possible 

solution might be to use a weighted effect measure and to assign higher weights to the 

more harmful components. 

On the other hand, the most relevant components could also be addressed within an 

adequate multiple testing strategy. For both approaches, it must be kept in mind, that 

the individual components usually define competing risks. 

Moreover, a particular challenge is that valid parameter assumptions for planning 

purposes are usually based on a high level of uncertainty, as the number of required 

parameters increases with the number of components in a composite endpoint. 

In this talk, several new strategies to solve the above problems are presented and 

compared. The new methods are also discussed with respect to the current guidelines. 

 


