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* Baseline characteristics of patients
Table 1 shows the baseline characteristics of patients overall and by subgroup.

NTRODUCTION

Figure 2. Summary of results of PFS overall and by subgroup: Kaplan-Meier estimate (ITT * Results of safety
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TREATMENT

Patients received ATZ 1200 mg + Cb-Eto every 3 weeks for 4-6 cycles in the induction phase (at
the Investigator’s discretion), followed by ATZ maintenance every 3 weeks up to disease
progression, unacceptable toxicity or clinical deterioration.

STUDY ENDPOINTS

Primary endpoints

Incidence of serious adverse events (SAES)

Incidence of serious and non-serious immune-mediated adverse events (imAES)
Secondary endpoints

- Overall response rate (ORR) CONCLUSIONS

In the overall ITT population, 111 patients (71.6%; 95% CI, 64.1% to 78.1%) had response and 44 The results of safety in the induction phase of the MAURIS study are in line with the known

(28.4%; 95% CI, 21.9% to 35.9%) did not respond to treatment. The proportion of responder safety profile of ATZ, CB and Eto.

The number of patients alive at 1 year was 18 (27.3%; 95% CI, 18.0% to 39.0%) in those who patients was higher in those who performed 5-6 cycles (75 patients, 84.3%) than in those who < More than half of the patients continued the induction up to 5-6 cycles, according to the

performed 4 induction cycles and 47 (52.8%; 95% Cl, 42.5% to 62.8%) in those who performed 5-6 performed 4 cycles (31 patients, 72.1%) or < 3 cycles (5 patients, 21.7%). Investigator’s choice based on safety and efficacy evaluation.

induction cycles. None of the 23 patients that performed < 3 cycles was alive at 1 year. « The longer benefit for patients receiving 5-6 cycles of chemotherapy in comparison with
- Overall survival (OS) - Results of safety in the induction phase those <4 deserves further investigation

The median OS in the overall ITT population was 10.7 months (95% ClI, 9.9 to 13.7 months). Table 2 shows the overall summary of results of safety overall and by subgroup. = There was no evidence of an increase in the risk of toxicity with an increased number of

Figure 1 shows the results of OS by subgroup (humber of cycles of induction). The median OS was cycles in the induction phase of the study (however, a minority of patients performed < 3

longer in patients who performed 5-6 induction cycles (13.8 months, 95% CI, 10.7 to 18.2 months) Table 2. Overall summary of results of safety in the induction phase (safety set) cycles).

than in those who performed 4 cycles (10.4 months, 95% CI, 8.6 to 14.2 months) or < 3 cycles (2.7 < * The results of efficacy observed up to the cut-off date (median follow-up 10.5 months)
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Results of efficacy
- Survival rate at one year
In the overall ITT population, 65 patients (41.9%; 95% CI, 34.5% to 49.8%) were alive at 1 year.

Figure 1. Summary of results of OS overall and by subgroup: Kaplan-Meier estimate (ITT e
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- Progression-free survival
The median PFS in the overall ITT population was 5.5 months (95% CI, 5.3 to 5.8 months). Figure
2 shows the results of PFS by subgroup (number of cycles of induction). The median PFS was
longer in patients who performed 5-6 induction cycles (5.8 months, 95% CI, 5.5 to 6.5 months)
than in those who performed 4 cycles (4.5 months, 95% CI, 4.1 to 5.5 months) or < 3 cycles (1.8
months, 95% CI, 1.0 to 3.9 months).

induction. At a median follow-up of 10.5 months, the median number of ATZ administrations was
8.0 (range 1-35), the median number of administrations of Cb was 6.0 (range 1-6) and the median
number of administrations of Eto was 18.0 (range 3-18). Overall, 14 patients receivedthoracic
radiotherapy during the study and 15 patients received prophylactic cranial irradiation during the
maintenance phase.

TEAEs: treatment-emergent adverse events
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