First line (1L) durvalumab in patients with PD-L1 positive, advanced non-small cell lung cancer (NSCLC) with f SAKK
a performance status of 2 (PS2). Primary analysis of the multicenter, single-arm phase Il trial SAKK 19/17

Michael Mark?!-?, Patrizia Froesch3, Katrin Gysel4, Sacha I. Rothschild>®, Alfredo Addeo’, Christoph J. Ackermann8, Sabrina Chiquet*, Martina Schneider?, Karin Ribi®, Angela Fischer Maranta?,
Sara Bastiant, Roger von Moos?!, Markus Joerger®, Martin Frih% for the Swiss Group for Clinical Cancer Research (SAKK) Financial support: Astra Zeneca

WE BRING PROGRESS TO CANCER CARE

lKantonsspital Graubuenden, 2Universita della Svizzera Italiana, *Oncology Institute of Southern Switzerland, 4SAKK CC, >University Hospital Basel, ®Cantonal Hospital Baden, “University Hospital Geneva, 8Spital Thun, °ETOP IBCSG Bern,°Kantonsspital St, Galleg i ' AbStraCt' 9088

Results
« The safety and efficacy of 1L durvalumab in PS2 « Forty-eight pts were enrolled at 10 Swiss centers from « Thirty-three deaths (69%) were observed so far. Figure 2: Changes from baseline in global health status/QoL
patients (pts) with advanced NSCLC is unknown. 12/2018 to 04/2022 (Table 1). « Seven early fatal events considered not treatment- — o o
* Important safety data leading to exclusion of pts with  OS at 6 months was 60% (95% CI: 45-74%). related occurred during the first 5 weeks of treatment 2 8 T L i
relevant respiratory symptoms have been published + OS at 6 months after the exclusion of pts with initially before the protocol amendment. e 4 0 L= T
as an interim report (1). relevant respiratory symptoms was 67% (95% CI: 46- -« Four out of the first 7 early fatal events (4/7; 57%) were e Q14 L B
e Here we present the primary analysis of 1L 84%, n=27) compared to the subgroup of pts without respiratory failures in pts with advanced symptomatic -% o Q =BT BB
durvalumab in PS2 PD-L1 positive pts, unsuitable for this exclusion criteria who were recruited before the primary lung tumors. e T N S
combination chemotherapy. amendment (52%, 95% CI: 30-74%, n=21) (Figure 1). « Only 3 more not treatment-related early fatal events S 4 ‘O“ H -
Methods  Median OS was 8.5 months (95% CI: 4.4-16.7). occurred after the protocol amendment excluding pts I E——
| | | _ * ORR, median DOR and median PFS were 17% (95% with severe respiratory symptoms. Week 8 12 16 20 24 28 3> 38 40 44 48 5
* Trial d_95|gn_3 Sl_ngle—arm, multicenter, phas_e_ll. Cl: 8-30%), 22.8 months (95% CI: 3.8-NR) and 2.5 * Global health status/ QoL (Figure 2), symptom and N 30 29 27 22 21 18 17 14 14 14 11 12
- nelusion critenia: pis Wit P52, oyt Posive months (95% Cl: 1.8-7.1). single item QoL scales remained stable or even PO e A b par ol
(tumor proportion score, TPS 225%), unresectable, improved over time for patients who remained on minimally important change 2 4 points (2); positive changes represent improvernent
advanced NSCLC, treatment-naive, unsuitable for _ L treatment ,
combination chemotherapy according to Table 1: Patient characteristics AEs > (33. h in Table 2 Jlggy A LA
* AEs 2 G3 are shown in Table 2.
investigator, absence of dyspnea 2G3 (based on an Pati ith AE 2 0
3 = 48 (100%) : _ : : atients with AE 2G3 39 (81%)
amendment after 21 pts), EGFR-, ALK- and ROS1- T e Sy a— 76 (37-87) Figure 1. OS of pts according to respiratory symptoms Most frequent AES 2G3 0
wild type- Sex 19 I[_)ung infection 3(12(;0)
+ Treatment: fixed dose of durvalumab 1500 mg every female L) (G0 | — A:excluding pts with relevant respiratory failures S 5 (10%)
four Weeké male 29 (60%) < 08- B: including pts with relevant respiratory failures Respiratory failure 5 (10%)
. ' i i Stage 8_" Treatment-related AEs 2G3 included
* Primary endpoint: Overall survival (OS) at 6 months. \ 41 (85%) S ee o Colonic perforation 1 (2%)
. Secondary endpoints: ORR, Duration of response I 7 (15%) £ S o P
(DOR), PFS, OS, Adverse events (AEs) according Previous radiotherapy and/or surgery 17 (39%) T 04 Increased lipase 2 (o)
to National Cancer Institute Common Terminology Sub/%pe of NSCLC B 2 == :
Criteria for AEs (NCI CTCAE) version 5.0, Quality of Sqﬁgﬁ’ncjjg'ﬂg{.“ ol 17 (35%) 02~ Conclusion
life (QoL) measured with the EORTC QLQ-C30 and NSCLC not otherwise specified SIS, For PS2 pts without severe pulmonary symptoms
. : 0 . . ‘g
QLQ-LC13 (range Q'_loo)_- EXt‘E;rtn%LTlggaeita“C disease 22 67% ; : . : > 15 18 21 2  diagnosed with PD-L1 positive (TPS 225%)
« Statistics hypothesis: To improve OS at 6 months Lung 25 (5206) Time from registration (months) advanced/metastatlc NSCLC unsuitable for _standard
from <35% to 253%. Bone 11 (2?;%) # at risk combination chemotherapy, monotherapy with durvalumab
15t line Durvalumab Brain 7 (15%) A ! 1° 10 2 ’ ° . ; Is effective and can result in prolonged tumor control.
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