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Background

The appropriateness of research design and methodology
of clinical trials is paramount if we are to succeed in redu-
cing the amount of waste in research. Pilot and feasibility
studies serve an important role in determining the most
appropriate design and whether the trial will succeed to
completion.

Aims and Objectives

The study will assess the role of pilot and feasibility stu-
dies in the design of clinical trials funded by the Health
Technology Assessment (HTA) programme.

Method

There are three phases to the study: 1. Literature review,
2. Review of the ongoing HTA trial portfolio and, 3.
Review of the HTA portfolio of published trials to deter-
mine the added value of the inclusion of a pilot or feasi-
bility study. A list of HTA trials will be retrieved from
three cohorts: completed standalone pilot or feasibility
studies; completed and ongoing clinical trials which
include an internal pilot or feasibility study; and success-
ful applications in pre-contracting status in the HTA
programme.

Results

The results of the study will still be in development. The
number of included trials and proposed checklist/classifi-
cation system will be presented to determine how pilot
and feasibility studies are used to inform the trial design
and whether those that include a pilot or feasibility study
recruit patients on time and within target.

Conclusions
The findings from this study will be important in the
context of the adding value in research agenda. This is
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partly due to the lack of existing evidence on the role of
pilot and feasibility studies.
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