possible due to the limited availability of evidence with
consistent outcomes.

RESULTS:

From 4,718 search results, only one pivotal RCT
specifically met the inclusion criteria, which
demonstrated favorable safety and effectiveness of the
procedure; however, the sample population in the trial
had limited external validity to the proposed
reimbursement population and follow-up was limited to
six months. As a result, the selection criteria were
broadened to better reflect the manner in which the
service may be provided in clinical practice, and capture
longer-term safety concerns. Four additional RCTs were
included, which provided contradictory results.

CONCLUSIONS:

The results of this review identified two important issues
in evaluating a health technology where the assessment
has been focused to the results of a single trial. In
particular, the generalizability of a trial is defined by the
demographic distribution of the sample, not the
selection criteria. Designing the review selection criteria
around the selection criteria for a single trial can have
consequences for a funding decision.
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INTRODUCTION:

With heightened awareness of the value of patient and
provider perspectives to decision making, Qualitative
Evidence Synthesis (QES) is increasingly used within a
health technology assessment (HTA) context.
Acceptability, feasibility and implementation can all be
addressed by synthesis of qualitative research. Concerns
have been raised about the quality of the synthesis
product, especially when conducted within a constrained
time window. How can we test the validity of qualitative
studies and assess confidence in synthesized qualitative
findings, particularly when time is tight?
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METHODS:

A brief examination of issues relating to production and
use of QES identified from within the Canary Islands HTA
agency will identify practical and methodological
challenges. How can existing approaches address wider
patient, social, organizational and ethical considerations
that inform HTA? The potential for use of Evidence To
Decision frameworks and approaches such as GRADE
CERQual (a transparent method for assessing the
confidence of evidence from reviews of qualitative
research) will be briefly examined.

RESULTS:

This presentation will identify potential gaps between
the needs of a small HTA agency and the
methodological support and tools required to address
these gaps, based on experience of conducting QES to
date. Issues identified are particularly relevant to other
small HTA agencies but are also generalizable to larger
agencies and guideline producers worldwide. Pragmatic
solutions are suggested. A future research agenda for
potential methodological and applied research is
outlined and current GRADE-CERQual development
initiatives briefly shared.

CONCLUSIONS:

Despite significant progress in developing
methodologies for integrating QES within HTA decision
making, substantive challenges remain. Observations
derived from this small HTA agency can inform further
developments across all HTA organizations. Research is
required to examine the impact of potential
dissemination bias, application of tools across a wider
HTA decision making framework and use of rigorous
approaches within a time-limited evaluation window.
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INTRODUCTION:

Composite measures and indices are used in medical
research to represent certain concepts that cannot be
measured with one variable. They can be used to
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