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Abstract

Health Technology Assessment (HTA) is becoming a core activity for digital health technology companies.
Engaging with HTA at the earliest possible stage is beneficial for companies in the development of solu-
tions and in optimizing and prioritizing their research and development work. However, companies face
challenges in engaging with HTA, and knowledge about HTA from their perspective is limited.

This study aimed to describe the experiences of digital health technology companies of the Finnish Digi-
HTA and identify factors that motivated, enabled, and inhibited their engagement in the Digi-HTA process.
Data were collected through thematic interviews with companies that had completed Digi-HTA and had a
valid assessment. Seven remote interviews were conducted between August and October 2024, and the
data were analyzed using inductive content analysis.

Companies' experiences with Digi-HTA were mainly positive. The most negative experiences were related
to the perceived low effectiveness of Digi-HTA. Nine common drivers for companies in the Digi-HTA pro-
cess were identified: competition, customer requirements, preparation for future demands, solution for
professional use, company strategy, external evaluation, openly available criteria, easy access to the pro-
cess, and a cost-free process. Nine enablers were also identified: planning, understanding of Digi-HTA,
adequate resources, organized task distribution, commitment, company culture, medical devices and cer-
tifications, available documentation and evidence, and controllable solution. In addition, companies faced
four overarching barriers in the Digi-HTA process, including limited resources, incomplete documentation
and evidence, uncertainty about the criteria and requirements, and lack of communication with the eval-
uator.

The findings contribute to a better understanding of companies' perspectives on Digi-HTA and highlight
the importance of improving their engagement. It is also important to promote the overall effectiveness
of Digi-HTA at a national level. The research results may be useful in developing the capacity of companies
to engage in HTA processes.
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Introduction

When health technologies are introduced to the
market, manufacturers must demonstrate that
their solutions are safe, beneficial to patients, and
cost-effective. [1-3]. Health technologies are de-
fined by the WHO as 'the applications of organized
knowledge and skills in the form of devices, medi-
cines, vaccines, procedures, and systems devel-
oped to solve health problems and improve quality
of life." [4] The evaluation of these technologies is a
complex and multifaceted process that requires
careful consideration of multiple key factors [2].
Health technology assessment (HTA) is a scientific
process that systematically evaluates the effects,
risks, and health economic consequences of new
technologies [1-3]. By guiding policy and decision-
making, HTA ensures that health technologies pro-
vide meaningful value to both patients and
healthcare systems [2-3]. With the rapid advance-
ment of health technology solutions, the im-
portance of HTA is expected to grow significantly in
the future [1].

In HTA, data collection is conducted through a rig-
orous, objective, systematic, and transparent mul-
tidisciplinary approach. It covers the following nine
domains: the health problem and current use of the
technology, description and characteristics of the
new technology, safety assessment, clinical effec-
tiveness, economic evaluation, ethical analysis,
along with organizational, social, and legal aspects.
[2-3] The increase in digital health technologies
challenges their comprehensive evaluation in HTA
[7]. Many countries have worked to ensure that
HTA considers these emerging technologies, with
some, such as Germany with its Digitale Gesund-
heitsanwendungen (DiGA) process, integrating
them into national reimbursement models [8]. In
our study, digital health technologies are broadly

defined as digital technologies designed to enhance
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human health and well-being [9]. Furthermore, we
define digital health technologies that are intended
by the manufacturer to be used in medical pur-
poses, such as diagnosis or treatment of disease, as
medical devices [10]. Other digital health technolo-
gies are defined as non-medical devices.

To support the introduction of new digital health
technologies in Finnish healthcare, a Digi-HTA
method was developed to assess their suitability for
use by both customers and employees [5-6, 8]. Digi-
HTA assesses company and product information,
effectiveness, clinical safety, technical stability,
cost, data security and protection, interoperability,
Al, and robotics, as well as usability and accessibil-
ity. It addresses all the traditional aspects of HTA
except for ethical, social, and legal aspects. [5] Since
its publication in 2019, the nationwide Digi-HTA has
become a part of activities at the Finnish Coordinat-
ing Center for Health Technology Assessment (FinC-
CHTA). The Digi-HTA process is voluntary, initiated
by companies that contact FInCCHTA and submit
confidential information about their company and
solution. [7] In a Digi-HTA applicability study, com-
panies found it a suitable for their solutions. The
main challenges were addressing usability and ac-
cessibility and demonstrating effectiveness through
research. Companies also recognized that Digi-HTA
could support the development of digital health
technologies. [11,12]

In the future, HTA is expected to become a core ac-
tivity for companies [1,13]. Ideally, HTA is inte-
grated early in the development process of health
technology solutions, helping the companies to pri-
oritize the development of solutions with a higher
chance of success. Companies can also use early-
stage evidence to optimize their research and de-
velopment resources. Nevertheless, small and me-
dium-sized enterprises, which make up around 75%
device encounter

of the medical industry,
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challenges in integrating HTA into their processes
[13]. Currently, knowledge about HTA from the per-
spective of companies is limited [1,12]. There has
been some research on HTA from the perspective
of pharmaceutical companies, such as the quality of
their decision-making processes [14], their interac-
tions with HTA agencies [15], and their HTA strate-
gies [13].

Five years of experience with the National Institute
for Health and Care Excellence (NICE) appraisals in
the United Kingdom have shown that some compa-
nies are reluctant to engage in the process. A key
concern was the possibility of a negative recom-
mendation, which could impact their marketability.
In addition, NICE has encountered a disparity be-
tween the overly optimistic marketing claims and
the available evidence. Another barrier was the
workload involved in preparing the evaluation, par-
ticularly for small companies, which may find the
process overwhelming due to limited resources and
experience. Companies also expressed uncertainty
about the commercial impact of a recommenda-
tion. While a recommendation from NICE carries
significant weight in the UK healthcare system, it
can only endorse a device over current treatments
and provide cost savings projections, not mandate
its use [16].

As Digi-HTA is on its way to becoming a national rec-
ommendation in Finland and part of the market
mapping, procurement, and piloting in healthcare
institutions [17], considering companies’ perspec-
tive on Digi-HTA is crucial. Currently, 15 digital
health technologies have Digi-HTA recommenda-
tions [18], which is relatively low, considering the
annual growth of such technologies in Finland [19]
and country’s aim to be lead in digital health [20].
Understanding companies' perspectives on Digi-
HTA is essential to improving their engagement.
This insight facilitates collaboration with HTA
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agencies and enhances development efforts in the
Digi-HTA process.

Therefore, the study aimed to describe digital
health technology companies’ experiences of the
Finnish Digi-HTA and identify factors that have mo-
tivated, enabled, and inhibited them in the Digi-
HTA process. The study objective was to generate
insights on Digi-HTA from the perspective of the
companies. The research questions are as follows:

RQ1 What kind of experiences do digital health
technology companies have on the Digi-HTA?

RQ2 What factors have motivated, enabled, and in-
hibited companies in the Digi-HTA process?

Material and methods

Design

The study used a qualitative descriptive design with
inductive content analysis to gain an in-depth un-
derstanding of the companies' experiences [21].

Study setting and data collection

The thematic interviews were conducted with digi-
tal health technology companies that had com-
pleted Digi-HTA. Invitations to participate were
sent by email to all 15 companies in Finland that
had a valid Digi-HTA recommendation. The first au-
thor organized the interviews via email with those
interested in participating and provided the partici-
pants with information about the topics to be dis-
cussed.

The interviews focused on three main themes: 1)
The readiness of the companies to conduct a Digi-
HTA, 2) The experience of the Digi-HTA process, 3)
The perceived benefits of conducting Digi-HTA.
These themes were used as main topics to guide
open-ended questions. The first two interviews
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were used to pilot test the interview guide to im-
prove interview technique. These interviews were
included in the data analysis as no changes were
made to the guide after the testing, and the pilot
interviews were no different from the following in-
terviews. All interviews (n=7) were conducted re-
motely as individual sessions in Microsoft Teams
between August and October 2024. With the par-
ticipants' verbal consent, the interviews were rec-
orded and transcribed using the Microsoft Teams
transcription tool [22].

A total of 370 minutes of interview material was
collected, with an average interview duration of 53
minutes. The total amount of transcribed material
was 87 pages (Calibri, size 11, single-spaced).

Data analysis

The inductive analysis was used to address the re-
search questions by organizing data into codes and
grouping these codes into subcategories and main
categories [21]. First, the data was carefully exam-
ined to establish an accurate overview. Sentences
or multi-sentence ideas were used as the unit of
analysis. The next step was to reduce the identified
units of meaning to codes. The 306 initial codes
identified were further grouped into 30 subcatego-
ries and 5 main categories.

The analysis was carried out by research questions.
First, the analysis identified that the companies’ ex-
periences consisted of positive and negative per-
ceptions of Digi-HTA, descriptively called pros and
cons. Secondly, it revealed motivating, enabling,
and inhibiting factors in the Digi-HTA process and
these three categories were descriptively named as
drivers, enablers, and barriers.

The data analysis was conducted by the first author,
after which the results were discussed with the
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research group. The first author took detailed notes
throughout data collection and analysis to docu-
ment key observations and interpretations, ensur-
ing that the essence of the phenomenon was accu-
rately captured. Data saturation was reached by the
fifth interview, and the last two interviews supple-
mented the answers to the research questions.

Ethical considerations

The study was conducted in accordance with the
guidelines of the Finnish National Board on Re-
search Integrity (TENK) [23]. According to the TENK
guidelines, the study design did not require an eth-
ical review.

Companies were informed of the purpose of the re-
search and of its voluntary nature. They had the op-
portunity to withdraw from the study at any time.
Before the interview, participants were provided
with detailed information about the study and
given the opportunity to ask questions before giv-
ing verbal consent to participate. To maintain the
anonymity of the participant, the interviews were
numbered and all direct information identifying the
participants and companies was removed. With
such a small population, the background infor-
mation of the participants could not be reported
without significant risk of exposing interviewed
companies [23]. All research data was managed in
accordance with GDPR regulations [24].

Results
RQ1: Companies’ experiences of Digi-HTA

Companies had both positive and negative experi-
ences with Digi-HTA. These experiences were
grouped into three positive and five negative sub-
categories (Table 1).
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Table 1. Companies’ experiences of Digi-HTA.
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Main categories Pros

Cons

Sub-categories Clear process

Advances in solutions and procedures

Marketing benefits

Time-consuming process

Unclear criteria and evidence requirements
Unclear results of the evaluation

Low effectiveness of Digi-HTA
Country-specific HTA processes

Overall, companies' experiences of the Digi-HTA
were mostly positive and the assessment was seen
as a good evaluation method. Companies reported
positive experiences due to a clear process, solution
and procedure advances, and marketing benefits.
Most participants found the process and its evalua-
tion criteria to be clearly defined and transparent.
A major benefit was addressing the weaknesses
identified during the evaluation. Many companies
felt that their solution had undergone small im-
provements as a result of the process. In addition,
Digi-HTA encouraged them to improve the docu-
mentation of their processes. Companies also re-
ported gaining new insights or deepening their un-
derstanding of their solutions.

Furthermore, some companies emphasized the
marketing advantages gained from the assessment.
Digi-HTA was also perceived as enhancing credibil-
ity through external evaluation, as one participant
described:

”We wanted to achieve a level of differentiation
with the Digi-HTA by showing that our service is
good and reliable. We did not want to just say
that we are a healthcare provider and hope that
this would make us seem like a safe option. We
wanted an external evaluation to confirm that
this was excellent.” C4

Companies associated negative experiences with
the time-consuming process, unclear criteria and
evidence requirements, low effectiveness of Digi-

26.9.2025

HTA, and variations in HTA processes across differ-
ent countries. They reported that the process re-
quired time and resources to answer questions, col-
lect materials and produce new documentation
when necessary. The duration of the assessments
ranged from two to nine months, depending on the
readiness of the company's documentation and ev-
idence. However, the companies said the process
did not disrupt their normal operations.

Although companies generally saw the assessment
outcome as transparent, they raised questions
about the evaluation rationale in certain areas.
Some companies felt that the evaluation was too
narrow; one desired a broader scope, and another
found the traffic light model too prescriptive. The
outcome was not always predictable for the com-
panies as the evaluation was an overall assessment
carried out by a team of experts.

Most negative experiences stemmed from the per-
ceived low effectiveness of Digi-HTA. Companies
felt that the marketing benefits did not justify the
effort invested in the process. In addition, even
when customers requested the assessment, com-
panies perceived a lack of impact on procurement
decisions.

“I have to say it (the experience) was a negative
as there haven't been any benefits at all. Like |
said, it is something that was required, but the
contradiction was that in practice, it was not
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actually needed. --- Its significance was simply
poor.” Cé

Companies desired Digi-HTA to play a more signifi-
cant role in procurement decisions, especially given
the increased demands it places on them. Some
companies also found country-specific assessments
overly demanding. They emphasized the need for a
more generalized level of HTA evaluation across dif-
ferent countries.

RQ2: Companies’ drivers, barriers, and enablers in
the Digi-HTA process

The analysis identified a wide range of factors that
influence the success of companies in the Digi-HTA
process. These were categorized into nine drivers,
nine enablers and four barriers in the Digi-HTA pro-
cess (Table 2).

Drivers

Drivers for companies included competition, cus-
tomer requirements, preparation for future de-
mands, solutions for professional use, company
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strategy, external evaluation, openly available cri-
teria, easy access to the process, and a cost-free
process. Companies participated in the evaluation
to gain competitive advantages, such as the expec-
tation of direct financial benefits in public procure-
ment processes, and customer demand for Digi-
HTA. It also prepared them for future national en-
dorsement.

“We also recognized that it is possible that at
some point it could become a requirement for
HTA in public procurement.” C7

These factors were particularly important for com-
panies producing solutions for professional use. An-
other motivating factor was the alignment with
company strategy, highlighting the importance of
strategic support for Digi-HTA. Furthermore, com-
panies, especially those producing non-medical de-
vices, considered an external evaluation to be cru-
cial. The open availability of the evaluation criteria
and previous recommendations, along with the ac-
cessible and cost-free process, further enhanced
their motivation.

Table 1. Companies’ drivers, barriers, and enablers in the Digi-HTA process

Main categories

Drivers

Enablers

Barriers

Sub-categories

Competition

Customer demands
Anticipating future de-
mands

Solution for professional
use

Company strategy
External evaluation
Criteria openly available
Easy access

Free of charge

Planning

Knowledge of Digi-HTA
Sufficient resources
Organized task distribution
Commitment

Company culture

Available documentation and
evidence

Medical devices and certifi-
cates

Controllable solution

Limited resources
Incomplete documentation
and evidence

Uncertainty about criteria
and evidence requirements
Lack of communication with
the evaluator
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Enablers

Enablers for companies included planning, under-
standing of Digi-HTA, adequate resources, orga-
nized task distribution, commitment, company cul-
ture, medical device and certifications, available
documentation and evidence, and controllable so-
lution. Some companies described how they had
prepared for the process by reviewing the criteria
and evidence requirements, mapping documenta-
tion and evidence, scheduling the process, and as-
sessing their readiness and potential outcomes.
Their understanding of Digi-HTA facilitated their
preparation for the evaluation.

Companies also established Digi-HTA working
groups that met regularly. Sufficient expertise and
clearly assigned responsibilities were crucial for
well-functioning groups. Most companies empha-
sized the importance of the groups’ commitment to
the process and the goal of achieving a good evalu-
ation, which was also fostered by a company cul-
ture committed to thorough work.

During the process, the importance of existing doc-
umentation and evidence became evident. Some
companies described gathering the required docu-
mentation and evidence as time-consuming and re-
quiring internal research. Most companies had to
produce additional documentation and evidence
during the process. Companies with solutions that
met Medical Device Directive (MDD) or Medical De-
vice Regulation (MDR) requirements had a clear ad-
vantage, as described by one participant:

“The frameworks in this HTA and approved
MDRs overlap significantly, so in that sense our
threshold was much lower compared to some-
one developing a wellness app for whom all
these things are unfamiliar.” C3
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Achieving certificates or certification targets was
also a significant benefit for companies in the pro-
cess, as they had to provide many of the same doc-
uments and evidence required for certification. Ex-
amples of such standards were ISO 13485 and ISO
27001. Furthermore, some companies found that
the small and manageable solution, along with be-
ing a small company, made it easier to produce new
documentation and evidence, allowing for agile
changes to the solution and further testing as
needed.

Barriers

Companies faced four overarching barriers in the
Digi-HTA process, including limited resources, in-
complete documentation and evidence, uncer-
tainty about the criteria and requirements, and lack
of communication with the evaluator. The main
barrier was the companies' limited resources. Com-
panies described different sizes and expertise of
groups working on Digi-HTA, with one noting that
the assessment was carried out by a single expert.
Limited resources primarily prolonged the process.

Another barrier was the lack of documentation and
evidence, described by all companies. The lack of
documentation or evidence varied between com-
panies in different areas. The most common weak-
nesses were data security and privacy protection,
and accessibility. In particular, several companies
had to provide additional documentation of acces-
sibility. For some, this was their first encounter with
accessibility requirements. Some companies ac-
cepted the consequences of insufficient evidence,
while others produced additional documentation
or improved their solutions.

Some criteria and evidence requirements were per-
ceived as unclear, leading to additional clarifica-
tions and uncertainties for companies. The uncer-
tainty was due to a lack of knowledge about Digi-
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HTA and uncertainty about the criteria and require-
ments, influenced by varying levels of expertise. In
some cases, it was also necessary to seek clarifica-
tion from public authorities to determine whether
the solution being assessed was under the scope of
the Digital Services Act. Questions were also raised
about key documentation, specifically what docu-
ments and evidence were relevant to the evalua-
tion. For example, while all companies recognized
that peer-reviewed scientific publications and clini-
cal trials were the best evidence of effectiveness,
the role of other evidence, such as internal docu-
ments and case studies, remained unclear.

“Perhaps the key point here is that when we re-
ferred to studies, evidence or experience in our
responses, the discussion was mostly about what
is sufficient, how many different documents are
needed on a topic, and how to draw the line be-
tween what counts as evidence and what is not
necessarily the core document but was seen as
supplementary material. “C1

Furthermore, a few companies reported that the
low level of communication with the evaluator
made them feel uncertain about the progress of the
process and led to speculation among the working
group. Conversely, some companies did not feel the
need for more communication.

Discussion

The study aimed to describe companies' experi-
ences of the Finnish Digi-HTA and identify factors
that had acted as drivers, enablers and barriers in
the Digi-HTA process. The results provide insights
into Digi-HTA by broadening the understanding of
the factors that influence the capacity of organiza-
tions to engage in the process.

The study identified two types of Digi-HTA pro-
cesses. The first was light and fast, lasting a few
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months. Almost all required documentation and ev-
idence were readily available. The companies were
mainly medical device manufacturers and had com-
pleted certificates that were useful for Digi-HTA.
Another type of process was more engaging and
lengthier, requiring documentation to be produced
and gathered for assessment. The workload and
companies' concerns about limited resources were
also identified in the NICE experiences, along with
insufficient evidence [16]. Our result differs from
the previous Digi-HTA study, where nearly all com-
panies found it easy to respond and gather the nec-
essary documentation. Similar to the earlier study,
our study also highlighted concerns about the re-
quired evidence of effectiveness and accessibility.
(11]

In both lighter and more engaging processes, the
same drivers were identified, such as commitment
to the process. Commitment was identified in all
companies as a key factor leading to excellent eval-
uation results, supported by organizational culture
and sufficient resources. Previously, organizational
commitment, and organizational culture that influ-
ences organizational commitment, have been iden-
tified as key drivers of high-performing companies.
[25] Companies in our study were confident about
their chances of getting a good recommendation,
contrary to NICE's reports of companies' concerns
about poor recommendations [16]. However, our
study focused on companies that completed the as-
sessment, and therefore further research should
consider those that failed or abandoned the Digi-
HTA process.

The companies’ experiences of the process itself
were mainly positive, but the direct benefits and
low impact of Digi-HTA raised concerns. The find-
ings are consistent with the previous research
[3,11,13] and suggest that HTA has not reached its
role as a facilitator of active dialogue to promote
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evidence, evidence-based decision-making, and op-
timal use of technology in the health system [26].
Studies have stated that HTA should be seen as a
critical link between health technology develop-
ment, clinical practice, and health system decision-
makers. Furthermore, it can improve understand-
ing of patient care challenges, evidence generation,
and technology use, and help to develop and eval-
uate evidence to support informed decisions. [26]
This is supported by our results and the earlier Digi-
HTA study [11], which demonstrate that the major
benefit of Digi-HTA for companies has been the op-
portunity to enhance their solution, refine internal
processes, and gain new insights into the solution
itself. Our study found that companies saw the
need for evaluation to play a greater role in decision
making. The findings suggest that strengthening
Digi-HTA's role in Finnish public health procure-
ment could be beneficial. This could include a na-
tional reimbursement model similar to Germany's
DiGA or making Digi-HTA evaluation mandatory in
relevant procurement processes.

The companies expected HTA demand to increase
in the future. Nevertheless, they lacked experience
with other HTA processes and found the varying
processes across countries challenging. Previously,
companies have viewed the EUnetHTA model, de-
signed to make HTA transferable between EU coun-
tries, as enhancing comparability, quality, and ef-
fectiveness while reducing duplicate work. [3]. Our
study also suggests a need to raise awareness of the
similarities and differences between Digi-HTA and
other countries’” HTA processes. Previously, health
professionals identified the importance of raising
awareness of Digi-HTA and its potential to support
decision making. Increasing the number of recom-
mendations was seen important to improve inte-
gration. [11] Against this background, our study
provided valuable information on how to support
companies to engage with the HTA process.
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Strengths and limitations

The study had a
achieved data saturation. However, the transfera-

representative sample and

bility of the results is limited because background
information is not described to protect the privacy
of the participants, given the small total population.
Authenticity was improved by citations from the
original data [27].

The study examined the perceptions of companies
that completed Digi-HTA, focusing on their experi-
ences throughout the process. Notably, companies
whose evaluations were rejected, who chose not to
publish their results, or who abandoned the pro-
cess were excluded from the study. Future research
should include these perspectives to gain a more
comprehensive understanding and improve digital
health technology companies’ capacity to navigate
the Digi-HTA process.

Conclusion

The study provided insights into companies' experi-
ences of Digi-HTA and identified companies' driv-
ers, enablers, and barriers throughout the process.
The results highlight the need to develop processes
to improve companies' engagement with Digi-HTA.
From the companies’ perspective, it is also im-
portant to promote the overall effectiveness of
Digi-HTA. The research results can be useful for the
development of companies' capacity for HTA.
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