ranged from approximately GBP 100,000 (USD 133,000)
to GBP 400,000 (USD 532,000; listed prices). Of the six
technologies, three resulted in at least ten incremental
QALYs (eclizumab, elosulfase alfa and asfotase alfa).
From the information in the public domain, it is unclear
whether this would result in ICERs below GBP 100,000
(USD 133,000) per QALY.

CONCLUSIONS:

It may become more difficult for HSTs to get
recommended by NICE under the new guidance, which
requires cost-effectiveness analyses, whereas previously
there was no official ICER threshold. The additional
weighting of QALYs may be insufficient to meet an ICER
threshold of GBP 100,000 (USD 133,000) per QALY.
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INTRODUCTION:

Bridging gaps between registry-holders, Health
Technology Assessment (HTA) producers and users is
one of the aims of the European Network for HTA
(EUnetHTA) Joint Action 3. In this context, a post-launch
evidence generation tool is being developed, including
a quality standards tool for registries in HTA. The
standards tool for registries in HTA will enable, among
others, registry owners to consistently collect high
quality registry data, and HTA agencies to use proper
registry data collected by others as evidence for their
assessments. The objective is to present the first draft
version of the tool structure, which is going to be
piloted during the forthcoming months.

METHODS:

A review and description of the currently available first
version (November 2017) sections, items and criteria for
HTA studies.
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RESULTS:

The tool is divided in three sections; “Methodological
Information”, “Essential Standards” and “Additional
Requirements”. The first section enables users to
analyze not only the ability of the registry to answer to
research questions but also to check the registry
transparency. The second section encloses the essential
elements of good practice and evidence quality
(therefore all of them must be met before an HTA report
can use the registry data). Finally, the third section
includes elements of good practice and evidence
quality useful to consider in planning and evaluating
registries for specific purposes. Although suggestions
are defined, the third section item requirements could
depend on the individual HTA agency perspectives and
needs.

CONCLUSIONS:

There is a clear growing availability and requirement for
real world data for health technology assessment. A
piloted and robust registry standards tool for HTA can
provide a relevant basis to improve both the evidence
generation but also to make more trustful and excellent
evaluations.
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INTRODUCTION:

To address local workability, cross-setting variation, and
clinician and patient perspectives, health technology
assessment (HTA) practitioners and health system
decision-makers incorporate varying forms of
qualitative evidence into evaluations of novel health
technologies. Employing principles and methods from
long-established sociotechnical fields such as
participatory design (PD) may help HTA teams in the
production of formal, rigorous ‘practice-based evidence'.

METHODS:

We draw on a theoretical review of foundational PD
literature and experiences using PD for a large-scale
health information technology project to summarize
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