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Background Patient Eligibility Criteria Endpomts and Assessments
* There is an unmet need for tolerable and effective maintenance treatment regimens after : : . : . * Primary endpoints
- duction th f fionts with metastatic triof e b t TNBC Key Inclusion criteria Key exclusion criteria
induction therapy for patients with metastatic triple-negative breast cancer ( ) . Locally recurrent, inoperable, centrally . Active CNS metastases — Progression-free survival (PFS) per RECIST v1.1 by blinded independent central review (BICR)
° Herte v:/leddes;:ribt.e the r;crial dze/gl?n ?f ;(EYLIN:(—OOQ [;()NCTOM 311?;'5), a .r;nﬁOmPiZAesI;Fﬂah?S?O' confirmed TNBC or .metastatic TNBC not - Prior therapy with olaparib; another PARP — Overall survival (OS)
con ro. ed, a gp ve .p ase rial of pembro |zum§\ Ig Cc?m ination wi e | inhibitor oreviously treated with chemotherapy nhibitor: or anti—PD-1. anti—PD-L1. or . Secondary endpoints
olaparib after induction therapy for treatment of patients with locally recurrent inoperable or . Centrallv confirmed PD-11 status anti—PD-L2 agent
metastatic TNBC that has not been previously treated in the metastatic setting d | o | | o — PFS and OsS in patients with BRCA-mutated (BRCAm) tumors
* Measurable disease based on RECIST v1.1 * Immunodeficiency diagnosis or receiving , _ _ L _ L
Study Design | chronic svstemic steroids — Health-related quality of life and time to deterioration using the European Organization for
. Al enrolled patients will receive 4 to 6 cveles of bembrolzumab + chamothers * Interval of 26 months between completion oHiE S5 - | Research and Treatment of Cancer (EORTC) Quality of Life Questionnaire Core 30 (EORTC
(Carboplatin?l- Jomcitabing) as inductionytherapyp Py Zf treatan(t:l \;Vlth Icurac’:!vte |r1tzr1t and first * Active infection requiring systemic therapy QLQ-C30) and the breast cancer module (EORTC QLQ-BR23)
ocumented local or distant disease o it i i i
| | | | - | . Addltlongl malignancy the.\t '_S progressing or — Visual analog scale using the EuroQoL 5-Dimension, 5-Level Questionnaire in patients with
» Patients who achieve complete or partial response or stable disease with induction therapy recurrence has required treatment within past 5 years BRCAM tUMors
will be randomized 1:1 to receive pembr0|izumab + Olaparib or continue pembrOIizumab + ° Aged >18 years, with ECOG performance o Pregnant breastfeeding or expecting to -
: - L | — Safety and tolerability
chemotherapy (Figure 1) status of O or 1 and life expectancy of conceive during the study
— Toxicities related to induction therapy must be grade <1 at randomization (Hb of =2l week§ | | * History of interstitial lung disease, active * Key exploratory endpoints per RECIST v1.1 by BICR
9.0 mg/dL; grade 2 hyperthyroidism, hypothyroidism, or hyperglycemia; or any grade ’ Treatefj with anjthracycllne. or taxane In tuberculosis, pneumonitis requiring steroids, — Obijective response rate
aIOpeCia i acceptable) neoadjuvant/adjuvant Settlngb HIV, hepatms B virus _ Duration of response

- - ~ - : L : - CNS, central nervous system; ECOG, Eastern Cooperative Oncology Group; PD-1, programmed cell death receptor 1; PD-L1, PD ligand 1; TNBC, triple- _
* This StUdy will enroll ~317 patlents IN phase 2a if a planned efflcacy boundary IS met’ negative breast cancer. 2Adjuvant radiation therapy is not considered treatment with curative intent for this interval requirement. ®Unless anthracycline and/or — Disease control rate

~0615 additional patients will be enrolled in phase 3 taxane was contraindicated or not considered best treatment option for patient according to treating physician.
* Postinduction imaging assessments will be performed every ~6 weeks for the first year and every

~12 weeks thereafter

Status

* Enroliment is ongoing at sites in Canada, Chile, Colombia, France, Hungary, Japan, Poland,
Republic of Korea, Spain, Taiwan, Ukraine, the United Kingdom, and the United States (Figure 2)
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