Real-world data of patients with recurrent and/or metastatic squamous cell carcinoma of the
head and neck, including first-line population, treated with nivolumab in Germany
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Introduction Figure 5. Changes from baseline in QoL at month 12 by EQ-5D VAS and FACT H&N
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« Patients with recurrent and/or metastatic squamous cell carcinoma of the head and OVG l'a ll SU er Val
neck (R/M SCCHN) have poor long-term prognosis and limited treatment options' S 104
« In 2016, nivolumab, a checkpoint-blocking human 1gG4 monoclonal antibody targeting » At the time of the interim analysis, the median OS was 10.8 months (95% Cl, * In the 1L subset, the median OS was 11.7 months (95% CI, 9.5-13.7) with » For the 1L population, similar OS benefit was observed in platinum-sensitive § g . E
programmed death-1, was approved in the United States for the treatment of this 9.2-12.2) with a survival probability of 46% (95% Cl, 35%-55%) at 12 months, a survival probability of 47% (95% Cl, 39%-55%) at 12 months, 27% (95% Cl, and platinum-refractory patients (ie, progressed > 6 or < 6 months after e K
patient population, with European approval following in 201714 26% (95% Cl, 17%-37%) at 24 months, and 18% (95% Cl, 8%-30%) at 36 months 19%-36%) at 24 months, and 22% (95% Cl, 14%-32%) at 36 months (Figure 3) platinum-based therapy, respectively) (Figure 4) 23 0 - -+ T f
. Thg pivotal CheckMatg 141 (!\ICT02105636) trial evaluated the efficacy, safety, and (Figure 2) — Of the 222 patients, 61 patients (27%) received subsequent therapies, -F:, § . T
patlen.t—reported quallty of !lfe (QoL) of nivolumab monotheljapy versus therapy qf among which cetuximab was the most common (n = 33; 54%) s
investigator’s choice (cetuximab, methotrexate, docetaxel) in patients with platinum- = 0
refractory R/M SCCHN".5 Figure 2. OS (N = 477) Figure 3. OS in 1L subset (n = 222) Figure 4. OS in 1L subset by response to platinum
— However, real-world data for patients with R/M SCCHN receiving nivolumab are -15 - Total score  Physical Social Emotional Functional Additional
rare, particularly in the first-line (1L) setting ' . concerns
« Furthermore, the assessment of QoL in oncology clinical studies is becoming increasingly 100 ~ 100+ 100 “L’H_ Z::;?tl:ye rel?::c“tjén EQ-5D VAS FACT H&N
important to better understand treatment benefit from the patient’s perspective (n = 127) (n = 95r)'y
» Here, we present updated real-world data from the observational study HANNA Median OS, months 10.8 Median OS, months 1.7 Median OS th 1.2 1.9 Figure 6. Changes from baseline in QoL at month 24 by EQ-5D VAS and FACT H&N
conducted in Germany describing the effectiveness, safety, and QoL in patients with 80 (95% Cl) (9.2-12.2) 801 (95% Cl) (9.5-13.7) 80 995;"“3 » months 8.8 1’4 ’ 9.7 1'6 4
R/M SCCHN initiating nivolumab, including the 1L population (95% CI) (8.8-14.1) (9.7-16.4) 15 -
Log-rank P-value = 0.5427 ~ 10
Methods < 607 < 607 < 607 = .
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« HANNA (NCT03114163) is a German, prospective, observational, multicenter cohort study 8 8 , 8 Platinum-refractory ga,,g a
in adult patients diagnosed with SCCHN progressing on or after platinum-based therapy 40 - ! 40 - ! 40+ sg 0 |
(in either the primary, adjuvant, or R/M setting) who start a new systemic therapy with ! ! el 5|
nivolumab for the first time and are treated within the market authorization according to ! ! : +— L 24% s
the label approved in Germany (Figure 1) 20 - ! ! 20 - ! ! : 204 o L - = 0
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. Cohort 1 (n = 255): > 2L treatment for EQ-5D VAS FACT H&N
Population R/M SCCHN, prior platinum-based therapy Primary endpoint: 0 6 12 18 24 30 36 42 48 0 6 12 18 24 30 36 42 48 0 30 36 42 48 Q
« R/M SCCHN was administered for locally advanced, « 0S No. at risk Months Months Months
+ 2 18 years metastatic, or recurrent disease Secondary endpoints: Overall 477 259 131 67 37 20 5 1 1 1L 222 122 56 28 16 9 3 0 0 Platinum-sensitive 127 72 30 14 9 4 2 0
during or after « DOT
E:ﬂﬂ:érapy Cohort 2 (n = 222): 1L treatment for . Pﬁtie”tt i « In this interim analysis of the real-world study HANNA, the median OS was similar
- . characteristics 3 g
. Treatment R/M SCCHN, prior platinum-based therapy . Safety profile between the overall po.pulatlon .and 1L sul?set (10.9 a.nd 11.7 months, respectively)
decision for was administered for locally advanced « Management of — In the 1L subpopulation, no difference in OS5 benefit was observed between
therapy with ?gsearsaz::gczh:maodtjh”graa”t ;’r primary setting immune-related AEs DOT and time to next treatment platinum-sensitive and platinum-refractory patients
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