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Why and how to co-create with
patients?

Better medical devices that meet patients’ needs - devices « Patient involvement supports meaningful innovation:
performing better on the market — Enhances legitimacy, transparency, and accountability
Patients’ experiences and insight help understand the benefits — Leads to better, more relevant studies and results
most important to them and what risks they may or may not — Challenges researchers’ assumptions

be willing to tolerate in a device and clinical study

0)- Impact of patient involvement is greater the earlier patients are involved — and continuing throughout the device lifecycle.
“S" This requires engagement with all actors.

Information to

Setting Protocol synopsis Trial participants Data & Safety
research Steering Investigator Monitoring Regulatory
priorities Protocol design Committee meetings Committee Affairs

Research Research Design . Market Authorization and
o . Research Conduct and Operations
Priorities and Planning Post-approval

Ethics Review

Study Reporting

Patient
Information

Fundraising for

Post-Study Communication
research

Informed Consent

Practical Health
Considerations Technology Assessment



Patient engagement strategy
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* Multi-stakeholder collaboration within HEU-EFS is the key to success.
» Three pillars below to achieve this, supported by Patient Engagement Plans.
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Umbrella patient Patient Advisory Group Patient Engagement
organisations (PAG) Ambassadors (PEAs)
EPF and Global Heart Hub About 10 patients with different Specific, nominated consortium
manage patient engagement, profiles (geographies, disease members
collaborating with PAG and PEAs areas, genders, ages, levels of
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Contribute high-level and workstream overview to help
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Key findings on patient perspective L

EFS methodology and patient engagement Patient information and informed consent

Involve patients and patient organisations in study Treat informed consent as an ongoing process, not
design, conduct, and outcomes a one-time task

Use clear, lay-friendly language, visuals, empathetic
Combine patient experience data and clinician- communication to build understanding and trust

reported data for better outcomes
Be transparent and clear about study design,

objectives, device details, evidence, expected
outcomes, etc.

Reduce uncertainty through patient support
(information sharing, EFS support group, etc.)
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Ensure patients understand what an EFS is,
including risks and benefits

Key performance indicators (KPIs) Clinical investigation protocol (CIP)

0060

Systematic patient engagement tracking (including
engagement quality and consistency)

Lay summary of CIP for patients




Keep an eye on... EFS Patient
Engagement Roadmap

Map and give recommendations on patient
involvement practices for EFS from pre- to

EPF and piﬁ’é‘l‘il post-trial - not just as study participants but as
Glob::"l;leart input advisors
coordination
and input
Target Stakeholders who are involved in EFS
Patient audience (governance and implementation)

Advisory
Group input

« Present findings from patient engagement
work in project

« Consider suitable EFS-specific patient
engagement recommendations

« Also provide wider view of patient
engagement recommendations for medical
device development

Roadmap for Structured

Patient Contribution to EFS
(to be published in 2027)
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Thank you!

This project is supported by the Innovative Health Initiative Joint Undertaking (JU) under grant agreement No 101112185. The JU receives
support from the European Union’s Horizon Europe research and innovation programme and life science industries represented by MedTech
Europe, COCIR, EFPIA, Vaccines Europe and EuropaBio.
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