Porta et al. Trials 2015, 16(Suppl 2):P144
http://www.trialsjournal.com/content/16/52/P144

\ TRIALS

Dynamic prediction methods in the BC2001

clinical trial

Nuria Porta"”, M Luz Calle?, Rebecca Lewis', Michelle Snape', Carey Hendron?, Nicholas James*®, Robert Huddart',

Emma Hall'

From 3rd International Clinical Trials Methodology Conference

Glasgow, UK. 16-17 November 2015

BC2001 is the largest muscle invasive bladder cancer
(MIBC) radiotherapy trial undertaken to date and
showed that addition of chemotherapy to radiotherapy
achieves local control of invasive disease in over 80% of
patients. Secondary time to event outcomes included
non-invasive loco-regional recurrence, metastasis free
survival or overall survival: all modelled separately.
However, patients can experience more than one event
of interest; and events are likely to be related. We want
to understand how the occurrence of loco-regional
recurrence and cystectomy following invasive recurrence
may alter the risk of metastasis or bladder cancer death.

Two approaches will be explored:

1) a multistate model for the observed evolution of
patients during trial follow-up. Following randomisation
(initial state), the event of interest is metastasis or death
due to bladder cancer (final state). Intermediate states of
non-invasive or invasive loco-regional recurrence and
cystectomy, are considered. Competing non disease-
related events such as non-BC deaths or second primary
tumours, are included as final states. By modelling all
transitions between states, the cumulative incidence of
metastasis or death due to bladder cancer, given the pre-
vious event history of a patient can be derived.

2) landmark analysis of metastasis free survival. Given a
fixed landmark timepoint, the status of the intermediate
events by that time is assessed, and introduced as base-
line covariates in the model.. Patients who have had a
metastasis or died before this landmark timepoint are
excluded from the analysis. Dynamic prediction can be
achieved by performing landmark analysis for different
landmark fixed timepoints.

'"The Institute of Cancer Research, London, UK
Full list of author information is available at the end of the article

Authors’ details

'The Institute of Cancer Research, London, UK. 2University of Vi, Vic,
Barcelona, Spain. *University of Birmingham, Birmingham, UK. “University of
Warwick, Warwick, UK. *University Hospitals Birmingham NHS Foundation
Trust, Birmingham, UK.

Published: 16 November 2015

doi:10.1186/1745-6215-16-S2-P144
Cite this article as: Porta et al: Dynamic prediction methods in the
BC2001 clinical trial. Trials 2015 16(Suppl 2):P144.

Submit your next manuscript to BioMed Central
and take full advantage of:

e Convenient online submission

e Thorough peer review

¢ No space constraints or color figure charges

¢ Immediate publication on acceptance

¢ Inclusion in PubMed, CAS, Scopus and Google Scholar

* Research which is freely available for redistribution

Submit your manuscript at
www.biomedcentral.com/submit

( ) BioMed Central

© 2015 Porta et al. This is an Open Access article distributed under the terms of the Creative Commons Attribution License (http://

( BioMVed Central

creativecommons.org/licenses/by/4.0), which permits unrestricted use, distribution, and reproduction in any medium, provided the
original work is properly cited. The Creative Commons Public Domain Dedication waiver (http://creativecommons.org/publicdomain/

zero/1.0/) applies to the data made available in this article, unless otherwise stated.


http://creativecommons.org/licenses/by/4.0
http://creativecommons.org/licenses/by/4.0
http://creativecommons.org/publicdomain/zero/1.0/
http://creativecommons.org/publicdomain/zero/1.0/

	Authors’ details

