
ORAL PRESENTATION Open Access

Sample size formula for joint modelling of
longitudinal and time-to-event data in clinical trials
Matthew Powney*, Paula Williamson, Ruwanthi Kolamunnage-Dona

From 2nd Clinical Trials Methodology Conference: Methodology Matters
Edinburgh, UK. 18-19 November 2013

In many clinical trials, longitudinal or repeated measures
data is collected in order to monitor the patient’s pro-
gress over time towards a clinical end-point. One method
of accounting for the two outcomes is by using joint
modelling methods. However, little work has been done
on sample size calculations for studies which use joint
modelling of longitudinal and time-to-event data to
establish treatment effects. We propose a sample size for-
mula based on the random effects formulation of the
joint model. The method calculates the sample size and
power based on the number of longitudinal time points
by extending the Schoenfeld [1] approach to sample size
for the proportional hazards model. We derive the
required number of events using the score statistic [2]
based on the random effects joint model [3].
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