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Abstract 

In oncology studies, it is common for patient-reported outcome (PRO) objectives to be supportive and 
of particular interest to clinicians and health technology assessments (HTAs). Traditionally, the mixed 
model for repeated measures (MMRM) has been used to model these data assuming missing data 
after events like treatment discontinuation or death are missing at random (MAR). While this may be 
reasonable for fixed duration studies with low rates of intercurrent events and/or missing data, 
oncology presents unique challenges: 1) difficulty in defining a specific timepoint of interest, 2) focus 
on a long time-horizon, and 3) variable number of assessments across patients due to continued PRO 
collection until treatment discontinuation. This leads to substantial missing data that may make 
estimates unstable and biased under MAR. The number of timepoints to include in the model 
becomes then a statistical issue, with arbitrary thresholds for the number of patients 
providing valid data at various timepoints, often set at 10%, 30%, or 60% of patients in both treatment 
arms that may lack a solid empirical basis.  

In this talk, we report a simulation study to inform these thresholds. By simulating different scenarios of 
numbers of timepoints and missingness, we aim to identify more robust and evidence-based 
thresholds that can improve the reliability and interpretability of PRO data in oncology trials. This 
approach addressed a critical gap in the literature and offers a practical solution to a common 
problem in the analysis of oncology studies.  

  


