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Disclaimer

The views and opinions expressed in the following PowerPoint slides are those
of the individual presenter and should not be attributed to DIA, its directors,
officers, employees, volunteers, members, chapters, councils, communities or
affiliates, or any organization with which the presenter is employed or affiliated.

These PowerPoint slides are the intellectual property of the individual presenter
and are protected under the copyright laws of the United States of America and
other countries. Used by permission. All rights reserved. DIA and the DIA logo
are registered trademarks or trademarks of Drug Information Association Inc. All
other trademarks are the property of their respective owners.
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Disclosure statement

0 | have no real or apparent relevant financial relationships to disclose
0 1 am employed by a regulatory agency, and have nothing to disclose

Please note that DIA is not requesting a numerical amount to be entered for any disclosure, please indicate by marking the
check box, and then providing the company name only for those disclosures you may have.

Type of Financial Interest within last 12 months Name of Commercial Interest

Grants/Research Funding This independent research initiative is led by Global Heart Hub and
SDA Bocconi School of Management, Milan, and it has been made
possible with financial support from Bayer and Edwards
Lifesciences.

The financial supporters have no influence over the study design,
data analysis, interpretation of results or reporting.

Stock Shareholder
Consulting Fees

Employee

N O Y I B

Other (Receipt of Intellectual Property Rights/Patent
Holder, Speaker’s Bureau)

Will any of the relationships reported in the chart above impact your ability to present an unbiased presentation? 0 Yes X No

In accordance with the ACPE requirements, if the disclosure statement is not completed or returned, participation in this activity will be refused.
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roduction and Objectives

Health Technology Assessment (HTA) decisions have major implications for patients’ outcomes,
daily functioning and access to care, making inclusion of patient perspectives critical for legitimacy and
relevance.

Internationally, patient involvement in HTA is acknowledged as valuable but remains heterogeneous
and often ad hoc, with engagement concentrated in assessment and appraisal rather than earlier
scoping or post-access review.

Patients and patient organisations contribute unique experiential knowledge on disease burden,
unmet needs and real-world trade-offs that are not fully captured by clinical and economic evidence alone.

objectives of this research were:

To synthesise evidence from a literature review, a global survey and stakeholder interviews to build a
holistic picture of patient involvement in HTA.

To identify barriers and facilitators of meaningful patient engagement from the perspectives of
patients/patient representatives and other HTA stakeholders.

To generate an empirical basis for future strategies and policy options to strengthen systematic,
patient-centred engagement in HTA, with particular attention to CVD.
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Methods

« Scoping and
synthesis of scientific
and grey literature on
patient and public
involvement in HTA,
focusing on 13
established HTA
agencies and
mapping who is
involved, purposes,
mechanisms, timing
and depth of
engagement across
the HTA lifecycle
(2010-2025).

Global online survey:

* International survey
of patients and
patient
representatives
disseminated
through Global Heart
Hub and partner
networks (153 valid
responses from 39+
countries; ~70%
active in CVD),
fielded between
August and
November 2025.

Qualitative interviews:

» Semi-structured
interviews with key
informants from
patient organisations,
HTA agencies,
industry and other
public bodies
conducted in late
2025 to contextualize
quantitative findings
and explore
perceived barriers,
enablers and
examples of
emerging good
practice.
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Survey — Key insights

CVD respondents are less likely to have prior HTA
involvement than peers in other disease areas.

Dimensions of Analysis

Whom to involve:
Considers the different stakeholders who may be engaged in HTA processes: Prior CVD Any other
patients (disease-experts), users of technologies (actual or potential), ) .
members of the general, etc. involveme Overall responde disease
@ nt in HTA? nts areas
For what purposes:
Patients can be engaged to inform policy-making, to contribute to Yes 50 28 22
organisational governance within HTA bodies, to shape the commissioning
and prioritisation of HTA research, etc. No 83 62 21
£
Depth of involvement: | am not 20 16 4
The depth of engagement can vary, ranging from simple information-sharing, sure
to consultation, to active participation in decision-making processes and
committee work. Total 153 106 47
9 . . Yes 33% 26.5% 47%
What mechanisms are used for involvement:
Refers to formal and informal methods to engage patients, such as advisory o 0 o
committees, public consultations, citizens’ juries, workshops, interviews, etc. No 54% 58.5% 44.5%
o=y | am not
@ 13% 15% 8.5%
Which timing of involvement: sure
Patient involvement may occur at different stages of the HTA process, from
early scoping and topic selection to evidence appraisal, deliberation, and final Total 100% 100% 100%

decision-making.
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Survey — key insights

Main barriers among those not participating in HTA

Top three barriers for those with no prior involvement in HTA

competent agencies

Unaware of opportunities for
involvement

Insufficient internal resources

»  Limited participation in HTA is driven primarily by gaps in outreach and
communication, rather than by disengagement or opposition. Capacity and
knowledge constraints are present but secondary

»  83% of respondents with no prior involvement are very to extremely interested to
being involved in HTA.
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Survey — key insights

Top three barriers for those with some forms of prior involvement in HTA

No information about how
input was used

Limited staff within
organisation

Lack of funding or financial
compensation

Top three facilitators for those with some forms of prior involvement in HTA

Early engagement and 54%,
reasonable timelines

Clear guidance documents 52%

Collaborations with other o
stakeholders 48%

Top four enablers rated as major facilitators for those with some forms of prior involvement in HTA

Training or mentoring provided
by a third party provider

Plain language summaries of
evidence

Financlal support or
reimbursement

Digital platforms for submission

& participation

Effective HTA participation is
facilitated by early
engagement, clear guidance
and supportive infrastructures,
complemented by training and
collaboration opportunities.
This suggest that well
designed processes can
significantly enhance the
accessibility and
effectiveness of patient
engagement in HTA.
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Survey — Key insights

Modalities for providing input to HTA processes

Workshop or meetings 54%
Survey or questionnaire 40%

Written submission 36%

Public consultation 34%

Oral hearing or testimony 34%

Informative material 32%

0% 10% 20% 30% 40% 50% 60%

Patient input is most commonly provided through interactive and consultative formats, while more formal and
influential roles remain relatively rare. This suggests that patient engagement in HTA is still concentrated in
advisory rather than decision-making modalities.
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Conclusions and implications

@ Engagement Gap in CVD: Cardiovascular disease (CVD) groups, despite forming the majority of
survey respondents, report comparatively lower levels of prior HTA involvement.

For the CVD community, addressing gaps in proactive contact, HTA literacy support and feedback
mechanisms will be essential to ensure that health technology decisions better reflect the outcomes,
burdens and trade-offs that matter most to patients and their families.

@ Informational and Procedural Barriers limiting patient engagement in HTA: The findings suggest
that limited participation is driven less by lack of interest and more by weak outreach, unclear entry
points, complex processes and insufficient support, in contrast with consistently high willingness to
engage among patient organisations and advocates.
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Thank you!

Contact: marta@globalhearthub.org
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