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Overtreating
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Undertreating

We destroy your cancer,
but we destroy your body too
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Bad news for the
healthcare system!

The costs of The costs of treating the
wasted treatment new problems we've created
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- Immune activation

- Proliferation

- Luminal differentiation

- HER2 amplicon expression
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Validated in >5000 samples

TIME 2022

Included in the Spanish and German clinical
guidelines

Practice changing St Gallen guidelines
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Early adoption ex-EU

> TO TRANSFORM BREAST CANCER TREATMENT
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41 sites in 7 countries

patients
enrolled

of 450 planned

Target expanded from 304 in protocol v3.0 (July 2026) to add pCR as
a co-primary endpoint
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Trial design: can HER2DX safely de-escalate treatment?

Treatment according to the physician’s choice and local guidelines

N = 450 patients ‘ Neoadjuvant treatment R Adjuvant treatment

TH+/-P
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ccore x 4 cycles Hor T-DM1
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" AC-based chemotherapy x 3-4 cycles may be administered at the discretion of the investigator prior to adjuvant treatment with ADC

' 'Adjuvant treatment between options according to physician’s choice

AC: anthracyclines and cyclophosphamide; C: carboplatin; D: docetaxel; H: trastuzumab; P: pertuzumab; pCR: pathologic complete response; Sur: surgery; T: paclitaxel; T-
DM1: trastuzumab emtansine.
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HER2DX Implementation
roadmap &+
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SICG Market analysis
Guidelines review and
HER2DX inclusion

HTA analysis
Policy recommendations Gt

Data analysis .................
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Harmonise approvals Harmonise Harmonise care

Approved in one country, reimbursement Every patient, wherever they live,

recognised in all. Reimbursed in one country, gets the same cancer care.
reimbursed in all.




Diagnostic HER2DX-guided treatment for patients
with early-stage HER2-positive breast cancer

This project has received funding from the European Union’s Horizon Europe research and innovation programme under grant
agreement No 101136953.
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Learn more at www.thedefinitivetrial.eu
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