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Pilot and feasibility studies underpin much of current
health related research, including randomised controlled
trials. The number of reports in which authors describe
their studies as pilot or feasibility studies is increasing.
In spite of recent attempts to define pilot and feasibility
studies, the research community has differing views
about these definitions.

We will present a framework for defining pilot and
feasibility studies conducted in advance of randomised
controlled trials designed to assess the effect of an inter-
vention. The framework was developed using: a Delphi
consensus study (93 participants); an open meeting at
the 2nd International Clinical Trials Methodology Con-
ference in 2013 (15 participants); a review of definitions
outside the health research context; an international
expert consensus meeting (26 participants); and a review
of published empirical studies described as pilot or feasi-
bility (27 studies).

The framework uses feasibility as an umbrella term with
pilot studies as a subset of feasibility studies; it does not
use mutually exclusive definitions of pilot and feasibility
studies. The framework involves straightforward defini-
tions and can be represented in a simple diagram. We will
show how it is consistent with the common usage of these
terms in the literature, and with the UK Medical Research
Council framework for complex interventions. Addition-
ally although the UK National Institute for Health
Research does imply that feasibility and pilot studies are
mutually exclusive, their definitions can be mapped onto

'Queen Mary University of London, London, UK
Full list of author information is available at the end of the article

the framework. This work is part of a larger programme of
work on pilot and feasibility studies.
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