!ﬁ, EUROPEAN ALLIANCE

&‘ FOR PERSONALIZED MEDICINE

From Policy to Practice: Advancing Universal HER2 Testing
Standards for Diagnostic Equity & Uptake of Digital Pathology

Side Event at the European Society of Pathology (ESP) Congress
Saturday, September 6th, 2025 | 13:00 - 15:30 CET
Organized by the European Alliance for Personalised Medicine (EAPM)

Austria Center Vienna (ACV), Room 1.31, 1st Floor
Bruno-Kreisky-Platz 1, 1220 Wien, Austria

Session Overview

The rapid expansion of HER2-targeted therapies into gastric, lung, colorectal, and rare
cancers has outpaced the policy and diagnostic infrastructure required to support their
equitable use. Local and central lab discordance remains unacceptably high, and scoring
criteria still hinge on breast cancer-derived protocols that do not translate across tumor
types. These gaps expose patients to a diagnostic lottery —particularly those outside major
centers or in low-resource settings.

This EAPM-led side event convenes stakeholders to move beyond problem diagnosis and
into shared responsibility for implementation. With a strong emphasis on policy frameworks,
digital pathology, and international coordination, the session will articulate a roadmap for
delivering universal, reliable, and patient-centered HER2 testing across oncology.

Opening & Scene Setting (13:00 - 13:30)

e Welcome: Denis Horgan, PhD, European Alliance for Personalised Medicine
(EAPM) (Confirmed)

e Keynote framing remarks: Nicola Normanno, MD, PhD, Scientific Coordinator,
IQN-Path (Confirmed)

e Context setting: Nicola Fusco, PhD, Director of Anatomic Pathology, IEO Milan;
Chair, ISLB Quality Assurance Committee

Sub-Session 1 (13.30 - 14:15): Policy & Practice Foundations for Diagnostic Equity:
Reframing HER2 Testing Beyond Breast Cancer

This opening session revisits the policy proposals presented earlier in the year and
interrogates why HER2 testing remains uneven and narrowly scoped. Drawing from recent
literature—including real-world challenges in gastroesophageal adenocarcinoma
interpretation—this sub-session will call for national and EU-level regulatory action to
harmonize HER2 testing criteria across tumor types.
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Digital pathology will be positioned as a core enabler of this vision: not only enhancing
reproducibility and efficiency, but offering a scalable platform for training, remote review,
and Al-supported borderline case resolution.

Key Policy Priorities:

National lab accreditation and peer-reviewed scoring systems

Tumor-specific HER2 interpretation frameworks beyond breast-centric models
Integration of digital pathology into routine HER2 workflows

Governance models for timely guideline updates across tumor types

Speakers:

o Pieter Demetter, MD, PhD, Cerba Path, Division CMP, Brussels (Confirmed)
e Gabriella Nesi, MD, PhD, Department of Pathology, University of Florence
(Confirmed)

Sub-Session 2 (14:15 - 15:00): From Lab to Policy: Scaling HER2 Testing Through
Systems Innovation

This sub-session explores practical implementation strategies that have emerged globally,
focusing on how digital infrastructure, workforce training, and funding models are helping
move HER? testing standards from pilot to national scale. Emphasis will be placed on:

e How digital pathology is enabling remote consultation and case review
e How value-based reimbursement can incentivize accuracy and transparency
e How implementation success hinges on both technical and political will

Case studies will examine integrated diagnostic networks, Al-supported image
interpretation, and how national cancer plans are incorporating HER2 testing as a measure
of systemic readiness.

Key Policy Priorities:

Mandating digital pathology infrastructure in national diagnostic roadmaps
Reimbursement and procurement models linked to quality outcomes
Support for multi-country diagnostic quality consortia

Inclusion of HER2 testing in performance-based health financing

Setting the Scene: Falko Fend, MD, PhD, University Hospital Tiibingen (Confirmed)
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Speakers:

e Zsuzsanna Bago-Horvath, Medical University of Vienna. Vienna, Austria (Confirmed)

e Emad A. Rakha, Department of Histopathology, School of Medicine, The University of
Nottingham and Nottingham University Hospitals NHS Trust, Nottingham City Hospital,
UK (Confirmed)

e Sven Seiwerth, MD, PhD, University of Zagreb (Confirmed)

Sub-Session 3 (15:00-15.45): Toward a Global Policy Agenda: Aligning Standards,
Funding, and Patient Rights

The final session shifts the focus to international alignment. How do we ensure HER2
testing is not left behind in the broader digital and precision oncology agenda? Participants
will explore policy proposals such as a “Global Diagnostic Equity Compact,” and debate
how data sharing, Al validation, and digital equity can underpin a new era of HER2 testing
standardization.

This segment will also explore the rights of patients to access high-quality HER2 testing,
receive plain-language result reports, and benefit from real-time equity tracking systems
embedded in pathology platforms.

Key Policy Priorities:

e Global HER2 testing benchmarks and reporting interoperability
e International frameworks for digital pathology validation and deployment
e Patient rights legislation to ensure diagnostic transparency and access
e Funding mechanisms for digital equity across health systems

Speakers:

e Giuseppe Floris, MD, PhD, University Hospitals Leuven (Confirmed)
e Claudia Schauflinger, Europa Donna Austria

Discussants
e All Session Participants

Closing Remarks (15:45-16:00)

e Denis Horgan, European Alliance for Personalised Medicine (EAPM)
e Nicola Normanno, MD, PhD, Scientific Coordinator, IQN-Path



