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Abstract

Health technology assessment (HT'A) can occur at different stages of a technology’s lifecycle. In
the accompanying paper, Grutters and colleagues present a consensus definition of “early HTA”
as a health technology assessment conducted to inform decisions about subsequent develop-
ment, research, and/or investment by explicitly evaluating the potential value of a conceptual or
actual health technology. Early HTA is particularly relevant to non-medicine technologies,
which are often developed more iteratively than medicines. This article explores some of the
ways in which early HTA is already being conducted on non-medicine technologies in the
United Kingdom, as well as future perspectives and possible challenges in using early HTA.

Health technology assessment (HT'A) of medicines and non-medicine technologies uses similar
methodologies, but compared to assessing medicines, the common challenges encountered when
assessing non-medicine technologies differ. Ongoing evidence generation is more likely to be
needed and more likely to mean that evidence-informed recommendations change over time.
Iteration and development of the technology itself is also common, meaning that over time, its
possible effectiveness and the use cases it supports may change. There is a growing recognition
that HT'A needs to consider the value of technologies at varying points in their development,
rather than at one point in time (1;2). This “lifecycle approach” to HTA is particularly applicable
to non-medicines technologies.

Early HTA, as defined by Grutters and colleagues (3), is part of the solution to some of these
challenges. A range of different activities and processes can fall within the definition of early
HTA. Technologies may have potential value to health and care systems, but do not yet have
sufficient evidence to conclusively demonstrate that they are clinically and cost-effective. In these
scenarios, early HTA can enable adopters to test and use the technologies in limited or controlled
circumstances, such as for a time-limited period, or in the context of evidence generation. By
highlighting what is required to enable more robust decision-making, early HT'A can also ensure
technology developers prioritize their resources towards generating suitable evidence. HTA is
time and resource-intensive, and early HTA can provide a pragmatic alternative to this. For
example, early HT A may focus only on some of the domains that would be considered in a fuller
HTA, or use more pragmatic, less resource-intensive methods (while acknowledging any
limitations or caveats this approach introduces). A more comprehensive HTA may then be
carried out after production of evidence that fills a research gap previously highlighted by early
HTA, or where early HT'A indicates that a more detailed assessment is needed to rigorously judge
the value of a technology.

Health Technology Wales (HTW) is a national health technology assessment body working to
improve the quality of health and social care. HTW issues guidance on the use of selected
technologies to health and social care providers in Wales. This guidance is underpinned by HTA
methods (4).

Several steps within HTW’s current appraisal process fit within the definition of early
HTA. For each technology potentially suitable for HTA, we produce a Topic Exploration
Report (TER). These briefly summarize the characteristics of the technology being considered
and give a high-level summary of the evidence available. TERs are used to inform decisions on
whether the topic warrants further appraisal by HTW, but are also published as a standalone
report, regardless of whether subsequent appraisal takes place. Although they do not make
specific recommendations about a technology, TERs often highlight gaps in the evidence or
further areas to target in a technology’s development, such as the need to define where in a
care pathway a technology could offer the most benefit. HT'W produces approximately
50 TERs per year (5). The effort that goes into early HTA needs to be proportionate, so these
reports are based on a high-level scan of the literature, rather than using systematic search
methods (4).

If a topic is selected for the appraisal work program, an Evidence Appraisal Report will be
developed. This is used to inform guidance on the clinical and cost effectiveness of a technology.
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HTW?’s Evidence Appraisal Reports and Guidance are produced on
technologies that are relatively late in their life cycle: as a minimum,
some evidence comparing the technology to current care needs to
be available, and the technology must have relevant regulatory
approval. But this work can still fall within the definition of early
HTA. Examples would be cases where an Evidence Appraisal
Report finds critical gaps or uncertainties about a technology’s
clinical and/or cost effectiveness. Here, HTW’s guidance is unlikely
to recommend widespread adoption, but specific recommenda-
tions are made for further research (6;7). HTW refers any research
recommendations to research funders to highlight these priority
evidence gaps, and to reduce barriers to this research being con-
ducted. When future evidence generation addresses the gaps in the
evidence highlighted by HTW’s guidance, technologies can be
re-assessed and guidance updated. HTW has also used early HTA
to inform the timing of fuller HTA by, for example, searching for
and summarizing ongoing research in TERs. Where ongoing
research is likely to be pivotal for decision making, HTW has
deferred fuller HTA until such time as this evidence is available.
Whether early HTA is based on a TER or Evidence Appraisal
Report it also provides clearer signaling to developers about the
evidence requirements of HTA.

Within the United Kingdom as a whole, the National Institute of
Health and Care Excellence (NICE) has proposed changes to how
they assesses non-medicines technologies (referred to by NICE as
“Healthtech”). This utilizes the lifecycle approach and includes
steps that meet the definition of early HTA. In 2022, NICE began
a pilot of Early Value Assessments (EVAs) (8). These use HTA with
the aim of providing quicker access to promising health technolo-
gies that address national needs. Technologies evaluated during the
pilot had some evidence available, but often fundamental gaps in
the evidence remained. For EVAs, NICE’s committees are not
expected to make fully informed judgments about whether a tech-
nology is clinically or cost-effective. Instead, they focus on whether
it is plausible that the benefits of the technology to patients, careers,
and the system outweigh any harms. Where this is deemed to be the
case, committees conditionally recommend technologies through
this route. More evidence must be generated for any technology
recommended through EVA. Evidence gaps are highlighted clearly
in NICE’s resulting guidance recommendations, regardless of
whether the technology is recommended or not recommended
(9;10). Each EVA includes an evidence generation plan that makes
specific recommendations about what evidence is needed to sup-
port future NICE guidance. NICE assesses the feasibility of this
evidence generation with the aim of ensuring its recommendations
are realistic and to maximize the chance of evidence generation
being successful (11).

In early 2025, NICE set out its intention to make EVA a
mainstream part of Healthtech evaluation (11). EVA will be
referred to as “early use” in the future, and will apply only to
non-medicine technologies; HTA of medicines at NICE will not
change. This exemplifies the increasing importance of early HTA in
the appraisal of non-medicines technologies specifically.

Some uncertainties or challenges remain with NICE’s pro-
posed early use pathway. It is unclear at this stage how technolo-
gies will be selected as appropriate for consideration for early use
as opposed to routine use. At the end of the evidence generation
period, the evidence produced may not show that the technologies
are clinically and cost-effective, or suitable evidence may not have
been produced at all. In this scenario, the implications of with-
drawing guidance that initially recommended the conditional use
of a technology will need to be carefully considered. NICE’s
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proposed approach is iterative, and the evaluation of technologies
more than once in their lifecycle may become more common. This
could increase the overall resource needed for evaluation of non-
medicine technologies, or reduce the number of non-medicine
technologies NICE can appraise. Carefully considered prioritiza-
tion of technologies for appraisal may be required.

Proponents of early HTA might argue that better reimburse-
ment decisions during full HT A will be taken where early HT A has
been performed first. Research in this area is currently sparse and
in its infancy. Scientific advice has been shown to reduce the time
to decision-making in subsequent full HTA (12;13). This research
only covered medicines, and focuses exclusively on scientific
advice or early dialogue, rather than core activity by HTA bodies
that falls under the definition of early HTA. To the best of my
knowledge, there has been no equivalent research on early HTA in
health tech. The changes to non-medicines HTA in the United
Kingdom do represent opportunities to carry out such research.
Assessment of technologies through NICE’s healthtech program,
and the subsequent evidence generation plans produced as part of
these, present an opportunity to follow technologies up through
their lifecycle. This could be done, for example, by research into the
proportion of recommendations that change at the end of the early
use and after evidence generation is completed. HTW also period-
ically re-assess technologies, and this also presents an opportunity
to explore whether developers respond to research recommenda-
tions made by HTW, how frequently re-assessment occurs, and how
frequently this results in changes to guidance. Wherever early HTA
is studied, it is also important to seek the views of developers and
other stakeholders through qualitative research.

What should HTA agencies and others do to make the best use
of early HT A? The use of one consistent definition for this element
of HTA is welcomed, and HTA agencies, journal editors, and other
research organizations should heed the working group’s advice to
use this term consistently in their HTA processes and in the wider
literature. It is important that HT'A agencies clearly publicize and
signal evidence gaps where early HTA reveals these, and that
incentives exist to carry out research to fill these evidence gaps.
As the working group notes, some types of early HTA are not
published at all (3). Wherever possible, findings from early HTA
should be in the public domain and disseminated. This has the
potential to reduce research waste and avoid the irreversible uptake
of technologies that have not yet been conclusively shown to be
clinically and cost-effective. Findings of early HTA are less likely to
support broad use of a technology, because technologies are being
assessed earlier in their lifecycle. Such recommendations can be
more challenging for stakeholders to understand and accept. So, it
will be important to communicate the intentions of early HTA to
developers and other stakeholders clearly and explain to them how
early HTA can improve the prospects of long-term adoption of a
technology.
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