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Implementing clinical trials involving participants with
diminished capacity, such as elderly residents in care
homes, stroke survivors, those with a learning disability,
can be challenging in terms of balancing complex service
and patient needs with methodological rigor. The key
challenges identified here are the appropriate tailoring of
recruitment approaches, data collection and participant
risk monitoring.
Optimising the consent process for those with varying
levels of comprehension and communication is complex.
For example, conducting research with participants with
dementia requires special consideration around the salient points for inclusion in information sheets (including
multiple versions to cater for varying levels of capacity)
and utilising different formats to aid communications.
Consideration also needs to be given to optimising provision of information to consultees where capacity is
lacking.
Data collection strategies need to be adapted to ensure
understanding, to utilise appropriate data sources and
maximise data return. Participants may have limited
ability to provide self-report data, and the way in which
they are able to respond will vary. Simplified tools,
visual prompt aids, or the collection of proxy data
should all be considered. There is also the need to be
vigilant for other issues arising from research with this
population, such as safe guarding concerns, which will
require specialised researcher training and clear onward
reporting processes.
We will describe and discuss how trials involving
populations at risk of diminished capacity have adapted
their recruitment strategies, data collection approaches,
and linked with service providers to ensure participant
safety.

1

University of Leeds, Leeds, UK
Full list of author information is available at the end of the article

Authors’ details
1
University of Leeds, Leeds, UK. 2Leeds Beckett University, Leeds, UK.
Published: 16 November 2015

doi:10.1186/1745-6215-16-S2-P93
Cite this article as: Farrin et al.: Conducting complex intervention trials
in populations at risk of diminished capacity. Trials 2015 16(Suppl 2):P93.

Submit your next manuscript to BioMed Central
and take full advantage of:
• Convenient online submission
• 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

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

