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INTRODUCTION CLAIRE Study Design

e Standard guidelines do not recommend routine lab or imaging CLAIRE will prospectively evaluate
il for di f ve-i h o o
i eorly stage breast cancer (EBO) 12 e CtDNA surveillance using an
e These recommendations rely on decades-old evidence, when CATER MRIzhfgilr_\:gFI;-r%rir:gl;h I1) [OPEN] UItrasenSitive MRD assay in ER+/
Agent: Capecliabine * Letrozole HER2- EBC to identify patients for

early detection (via x-ray/ultrasound) did not improve survival
with treatments available at the time.??
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overtreatment. High Risk Endocrine Therapy screening for MRD | | Agents: Pending
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Imaging negative = proceed Status: Active and Recruiting

ctDNA-negative = to interventional trial
continue screening

e The Pathlight™ (SAGA Dx) structural variant -based ctDNA
assay showed ultrasensitive MRD performance suitable for

clinical use.® Sites:
e Using Pathlight, ctDNA was detected prior to distant T —— R R e Princess Margaret Cancer Centre, Toronto, Canada
recurrence in all evaluable cases, with:® [Open]
o 100% sensitivity
o P
> 100 /° SpeCIﬁC.I’[y Figure 2. Overview of the CLAIRE ctDNA-Guided Surveillance Program. After completing curative-intent therapy for high-risk ER+/HER2- early-stage breast cancer, patients enter serial tumor-informed . . . .
o Median lead time: 595 days (range: 15-1931 days). ctDNA monitoring (Pathlight, SAGA Dx) to detect MRD. ctDNA-negative patients continue routine surveillance, whereas ctDNA-positive results trigger reflex restaging assessment. Individuals with Cllnlcaltl‘lals.gov Identifier: NCT05196087

fn 1F : radiographic metastases receive standard care; those with molecular recurrence only (ctDNA-positive, imaging-negative) may enroll in MRD-directed trials, including the CATER Phase Il study
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