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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
and there is currently a lot of interest in this area. How-
ever, in spite of a number of papers that have recom-
mended ways in which the reporting of these studies
could be improved, reporting remains poor.
Using CONSORT endorsed methodology including a

large Delphi study (n=93) and an international consensus
meeting (n=26) we have developed a CONSORT exten-
sion for randomised pilot and feasibility studies. Much of
the existing CONSORT statement for randomised con-
trolled trials does apply to these types of study. However,
sometimes the application of the items is different from
that in RCTs designed to evaluate the effect of an inter-
vention or therapy and some CONSORT items are not
applicable or have needed some alteration.
We are currently writing the explanation and elabora-

tion statement for this CONSORT extension. We will
present the major issues in reporting these types of ran-
domised studies and use examples to illustrate good and
bad practice. This work is part of a larger programme of
work on pilot and feasibility studies.
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