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Abstract

This commentary examines how early health technology assessment can mitigate risks during
the development of innovative technologies.

The recently accepted paper by Grutters, J., Bouttell, J. et al. in the International Journal of
Technology Assessment in Health Care offers a valuable contribution to the evolving field of early
Health Technology Assessment (HTA). In this commentary, I will explore their definition of
early HTA from the critical lens of a needs-based perspective, as I was invited to do so by the
article’s authors.

Developing an innovative health technology differs from product development in other
sectors as it has additional complexity brought by the high number of stakeholders involved,
specific regulations, and market-access conditions. Traditionally, innovations were driven by
new research discoveries that could be applied to healthcare, the so-called technology push. Over
time, this approach has shifted toward a needs-based perspective, influenced by the spread of
design thinking across other sectors, changing the paradigm to a technology pull. This process has
been adapted to the life sciences sector specificities by Yock et al. through Biodesign (1).

Setting the need to be solved as the starting point and engaging with all the stakeholders
involved in the development process has several advantages to make the development process
more efficient by selecting technologies that will bring the highest value to society, tailored to a
specific purpose, and integrating all the requirements and perspectives at stake. Currently,
developers can rely on several tools and guidelines, such as the Health Innovation Cycle
framework, developed by the European Institute of Technology (EIT) Health and the Consortia
for Improving Medicine with Innovation & Technology (CIMIT) (2) which integrates techno-
logical, clinical, regulatory, and market-business aspects of the process.

HTA methodology allows measuring the value of a technology by comprehensively evaluating
its impact, leading to value-based decision-making. As the authors state, HTA is often used to
inform decisions about adoption or reimbursement. A crucial aspect of the authors’ definition,
which denotes the main characteristic of early HTA as a specific application of HTA method-
ology, is that it is conducted to “inform decisions about subsequent development, research and/or
investment.” This aligns well with the principles of needs-driven innovation because it informs
the developer of healthcare systems’ needs.

In a context where the number of innovations and the expenses of healthcare systems are
increasing continuously, and notified bodies as well as HT A agencies are overwhelmed, many
innovations struggle to access the system and fulfil their ultimate goal of delivering value to
their end-users. At the market-access stage, the development of a technology has already
required a high investment of time and resources (3), and the opportunity cost of delaying its
market access or receiving a unfavourable assessment result is enormous. Early HTA has the
potential to make this process much more efficient. It opens the possibility to estimate the
value and costs that a given technology would bring to the system before incurring the higher
costs of later development stages, guiding development towards improving its cost-
effectiveness rate. Just as the shift toward needs-based innovation, the incorporation of a
health economics perspective at early stages of development has the potential to drastically
change the innovative landscape of health technology. Payers and decision-makers respon-
sible for healthcare systems are concerned about how to match their needs with new
technologies, as denoted by horizon scanning programs (4) and initiatives such as the
Innovative Devices Access Pathway in the UK (5), or the Catalan Health System innovation
Access Program in Spain (6). Early HTA contributes to this connection between health
systems and innovators to ensure that new health technologies effectively address real-world
needs at an accessible price.

Defining ‘early HTA’ is essential for setting the foundation of the discipline and incentiv-
izing research within the field. Therefore, the high level of consensus regarding the author’s
work is a remarkable milestone. The next steps needed are the standardization of methods for
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performing early HTA along the development cycle of a technol-
ogy. In their work, the authors emphasize the confusion between
early dialogue, early awareness or early scientific advice, and the
timing of early HTA and provide some explanations regarding
what early HTA can and cannot do. They also notice that its
purpose is to guide innovators through the development process
and identify the key parameters that will influence cost-
effectiveness rather than providing an answer to the future adop-
tion or reimbursement decision to be made, as it is well-known
that HT A needs to be adapted to each context to ensure value (7),
and early HTA will not be able to replace full HTA performed by
HTA agencies. However, it is a great opportunity for the scientific
community to align data generation along the developmental
process with market-entry information requirements. Early
HTA can simplify future adaptations recommended by HTA
agencies in early scientific advice, reducing the risk of developers
finding themselves in uncomfortable positions, such as lacking
relevant data for assessment. Incurring the cost of developing
additional studies to generate high-quality evidence to demon-
strate the value of a technology has an impact on its final price,
jeopardizing its cost-effectiveness ratio. Performing early HTA
analysis also allows innovators to target cost-effectiveness thresh-
olds to be reached and assess their probabilities of success by
incorporating uncertainty. This is especially relevant for stake-
holders incurring sunk research costs for whom risk assessment is
crucial in making informed decisions.

Overall, the authors’ work contributes to the field of early
HTA, a field that generates a common ground for developers
and evaluators in an exercise of transparency and trust.
Although this commentary primarily analyses economic impli-
cations, early HTA also includes guidance in other domains,
such as patients’ and healthcare practitioners’ perspectives,
which are often the first to be interested in bringing innovations
to market, as most technologies target their needs. Guiding
innovation to be prepared for a full HTA streamlines the
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innovation process, leading to faster and cheaper available
technologies. Ultimately, building a more efficient innovation
ecosystem benefits society as a whole.
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