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Eftilagimod alpha (efti): Figure 1: Mechanism of action of efti
*Mechanism of action: efti is a soluble LAG-3 protein (LAG-3 domains fused to human IgG
backbone) and MHC Class Il agonist. Activating antigen presenting cells (APCs: dendritic cells & O ‘ ‘
monocytes) with efti leads to a broad immune response to fight cancer, including increases in
activated T cells (CD4/CD8) and other important immune cells/cytokines (Figure 1). T Cells NK Cells Dendritic
(CD8+, CD4+) Cells

*Synergistic effect with chemotherapy: efti reinforces long-lasting T cell responses, leading to
more durable effects & prolonged survival with minimal related side effects.
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Rationale for trial:

*Data from predecessor randomized, phase 2b trial of paclitaxel plus either efti or placebo in HR* HER2- MBC patients
(AIPAC; NCT02614833) linked sustained pharmacodynamic activity to improved overall survival (OS) in the efti arm?.
*To address a high unmet medical need in HR* HER2-neg/low metastatic breast cancer (MBC) and metastatic triple negative breast cancer (TNBC) patients eligible to receive
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chemotherapy.
TRIAL DESIGN
AIPAC-003 has multiple components including an initial safety lead-in component Figure 2: Trial flow chart
followed by a Phase 2 open-label dose optimization lead-in and Phase 3 component
(Figure 2). Initial Safety Lead-n Randomized Dose Optimization Lead-In Phase 3

« Safety lead-in (n=6): evaluate safety of a higher dose of efti (90 mg).

 Dose optimization lead-in (n=66): determine optimal biological dose (OBD) based on Establish
safety, tolerability, efficacy & pharmacodynamic data. Evaluation comprises data from 0- e

the safety lead-in and the randomized dose optimization lead-in. e

Define OBD Randomized,
ofefti > double-blinded

» Phase 3: randomized, double-blinded; to be initiated after OBD determination.

Treatment will consist of a chemo-immunotherapy (chemo-I0) phase followed by an
immunotherapy (10)-phase (Figure 3).

Figure 3: Treatment phases and schedule of treatments
Objectives of the dose optimization lead-in: Treatment phases Schedule of treatments
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KEY ELIGIBILITY CRITERIA TRIAL SITES & RECRUITMENT DRUG ADMINISTRATION
© Key inclusion criteria @Key exclusion criteria Figure 5. Study sites* Paclitaxal: Eftilagimod alpha:
* Patients with HR+ HER2- * Prior chemotherapy for 80 ma/m? as 1V .
neg/low MBC or mTNBC. MBC. 60 mg/m=as LV. 30 or 90 mg injected
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therapy and are indicated to of adjuvant chemotherapy. e Europe: Spain cycle. day =30 min after
receive chemotherapy for & Belgium 6 planned cycles with paclitaxel infusion.
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by RECIST 1.1 for the dose
optimization lead-in.
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*The study will expand to other sites/countries in the Phase 3 component.

-ECOG perforn".nance status 0-1. [~ RECRUITMENT cycles with paclitaxel
* Expected survival longer than 3 Recruitment is ongoing. For more info, please visit: were completed.
months. https://www.clinicaltrials.gov/ct2/show/NCT05747794
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