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Background: Approximately 7200 Canadians are diagnosed with primary melanoma
each year resulting in 1240 deaths. While the advent of new treatment provides hope,
the emergence of precision medicine requires genomic data and clinical trials benefit
from real-world data. To avail of these advances, a better understanding of both disease
characterization and the impact of treatment on both clinical endpoints and patient
reported outcomes is necessary to assess morbidity and mortality. We initiated a Pan-
Canadian Melanoma Research Network (CMRN) in 2010 to collect both clinical and
patient reported data.

Methods: The CMRN collects data retrospectively and prospectively from ten cancer
centers in Ontario, Alberta and Quebec. The data dictionary includes 250 disease spe-
cific variables collected to produce structured data, including stage, pathology, tumour
mutation types, time from primary diagnosis to recurrence, sites of metastases, and
lines of treatment. Outcomes such as metastasis free interval, quality of life and survival
and performance status are collected.

Results: 3016 patients (pts) have consented to this registry. 11% pts are< 50 years;
42% pts are 41-70 years; whereas 47% pts are> 71 years. 58% are male and 42% are
female. 67% of pts presented with Stage I or II melanoma, and 33% presented with
Stage III or IV. Of pts with known primary histology, 73% were classified as superficial
spreading or nodular (36.5% each). Of the 589 pts who received mutation testing, 51%
were found to have a BRAF mutation. Interferon treatment accounted for 80% of adju-
vant therapies, whereas< 3% were checkpoint inhibitors or targeted therapies. 931 pts
received metastatic systemic treatment. 14% of 1st line treatments were targeted thera-
pies, whereas 18% were checkpoint inhibitors. 49% of metastatic patients received a 2nd

line treatment, with checkpoint inhibitors and targeted therapies accounting for 65%
and 10%, respectively.

Conclusions: This CMRN allows for detailed analysis of both patient and disease char-
acteristics, providing a key tool for future research. This network is still expanding to
include additional provinces and continues to conduct real-world research to advance
care and improve outcomes.
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Background: Significant advances were recently observed in the treatment of meta-
static melanoma (MM). With 60% of patients now reaching a second line of treatment
(trt) and a significant improvement in survival, the assessment of quality of life (QoL)
during whole disease is necessary. The objective of this work is to describe the evolution
of QoL of patients (pts) over trt lines until death.

Methods: QoL is collected through MelBase, a prospective French multicentric cohort
dedicated to the follow-up of adults with MM. It is assessed using the EQ-5D (called
utility, with range 0-1) and the FACT-M (score range 0-172) questionnaires, at inclu-
sion (i.e. at MM diagnosis) and then every 3 months or at each trt change, until death.
Evolution of QoL as compared to the beginning of the 1st line is described at the begin-
ning of the 2nd line, at progression and one month before death.

Results: QoL is assessed on 1183 pts included between 2013 and 2017. Median follow-
up is 12 months and 605 patients died during follow-up. At inclusion, the mean score is
0.831 [CI95%: 0.817; 0.843] for utility and 128.487 [CI95%: 127.047; 129.924] for FACT-
M scores. Between baseline and 6 months of 1st trt line, QoL decreased of 0.008 [CI95%:
-0.010; 0.030] (-0.8%) for utility score and of 1.62 [CI95%: -0.770; 4.010] (-0.9%) for
the FACT-M scores compared to baseline, whereas it evolves of -0.003 [CI95%: -0.030;
0.010] (-0.3%) for utility score and of 0.256 [CI95%: -2.550; 3.060] (0.2%) for the
FACT-M at the beginning of 2nd line. At progression, QoL evolves of -0.015 [CI95%: -
0.03; 0.01] (-1.5%) for utility score and of -2.640 [CI95%: -1.420; 3.450] (1.5%) for the

FACT-M. The greatest QoL deterioration was observed one month before death
by -0.129 [CI95%: -0.170; -0.090] (-13%) for utility score and by 18.961 [CI95%: -22.880;
-15.040] (11%) for the FACT-M score.

Conclusions: In Melbase cohort, patient’s QoL with MM seems to be fairly stable
through trt lines and disease progression. The QoL of pts appears to be mainly degraded
during the "pre-death" period. Complementary analyses are ongoing to evaluate the
impact on prognostic factors, treatments and time on the evolution of QoL.
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1Department of Medical Oncology, Mount Vernon Cancer Centre, Northwood,
Middlesex, UK, 2Medical Affairs, EMD Serono USA, Rockland, MA, USA, 3Medical
Oncology, GZA Ziekenhuizen Campus Sint-Augustinus University of Antwerp, Antwerp,
Belgium, 4Medical Oncology, University of Tel Aviv, Tel Aviv, Israel, 5Melanoma, Cancer
Immunotherapy and Development Therapeutics Unit, Istituto Nazionale Tumori –
I.R.C.C.S - Fondazione Pascale, Naples, Italy, 6Medical Oncology, EMD Serono, Billerica,
MA, USA, 7Medical Oncology, Pfizer Pharma GmbH, Berlin, Germany, 8Medical
Oncology, Pfizer, New York, NY, USA, 9CIC and Dermatology, Saint-Louis Hospital, Paris,
France

Background: Avelumab—a human anti–PD-L1 IgG1 monoclonal antibody—showed
favorable efficacy and safety in pts with mMCC in the phase 2 JAVELIN Merkel 200 trial
(NCT02155647), leading to its approval in multiple countries. Here, we describe real-
world experience with avelumab in European pts with mMCC.

Methods: European pts participating in the EAP (NCT03089658) had stage IV mMCC
and progressive disease (PD) on/after chemotherapy or were ineligible for either che-
motherapy or participation in clinical trials. In contrast to JAVELIN Merkel 200, pts
could have ECOG PS� 2, treated brain metastases, or immunosuppressive conditions.
Pts received a 3-mo supply of avelumab (administered 10 mg/kg IV Q2W until PD or
unacceptable toxicity); resupply was allowed for pts with complete response (CR), par-
tial response (PR), stable disease, or clinical benefit per physician assessment. No cen-
tral imaging was obtained.

Results: As of April 30, 2018, of 521 requests for avelumab across 37 countries, 343
were received in Europe: 305 were approved (including 20 for immunocompromised
[IC] pts), 29 were medically rejected, and 9 were withdrawn. Most requests were from
France (n¼ 96) and Italy (n¼ 87). 275 European pts received avelumab. Median age
was 73 y (range, 28-95 y), and 69% of pts were male. Of 250 pts on treatment>3 mo,
145 (58%) had either unevaluable tumors or no data reported (including 11 IC pts). Of
105 evaluable pts, physician-assessed objective responses were observed in 54.3% (57
pts; including 3 IC pts [2 CR and 1 PR]) with 25.7% CR (27 pts) and 28.6% PR (30 pts).
Median duration of treatment in pts with response was 195 d (range, 30-570 d). The
disease control rate in evaluable pts was 75%. No new safety signals were reported. The
EAP is ongoing but closing in 2018 as required postapproval.

Conclusions: The avelumab EAP provides an alternative treatment option for pts with
mMCC with PD on/after chemotherapy or who are ineligible for either chemotherapy
or clinical trials. In a real-world setting, avelumab showed efficacy and safety consistent
with JAVELIN Merkel 200.
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Background: mMCC is a rare, aggressive skin cancer with limited response to chemo-
therapy and a poor prognosis. Avelumab, an anti–PD-L1 IgG1 monoclonal antibody,
provides a new treatment option with demonstrated durable responses and promising
survival outcomes in the only registrational, prospective study of mMCC, JAVELIN
Merkel 200 (JM 200; NCT02155647). This analysis assesses the CE of avelumab vs SC in
pts with mMCC.

Methods: A 3-state partitioned-survival model was generated to assess the lifetime costs
and effects of avelumab and SC from a UK National Health Service (NHS) perspective.
Survival and health-related quality-of-life data were taken from JM 200 and observatio-
nal studies to inform estimates of life-years (LYs) and quality-adjusted LYs (QALYs).
Published literature and NHS reference costs were sought to quantify costs within the
model, with other parameters sourced from JM 200, literature, or clinical opinion.
Overall costs and QALYs were used to calculate the incremental CE ratio (ICER [cost
per QALY gained]). Treatment-experienced (TE) pts had a minimum follow-up of 24
months, while data were extrapolated using hazard ratios for treatment-naive (TN) pts
due to data immaturity.

Results: When costs and QALYs were discounted at 3.5% per annum, avelumab was
associated with ICERs of £32,612 (TE) and £36,635 (TN) per QALY gained.
Probabilistic sensitivity analysis demonstrated that avelumab was associated with a
93.3% (TE) and 76.4% (TN) probability of being CE at a willingness-to-pay threshold
of £50,000 per QALY gained.
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Background: Cemiplimab (REGN2810) demonstrated a positive risk/benefit profile
and produced antitumour activity in patients (pts) with advanced CSCC in the primary
analysis, by independent central review, of a phase 1 CSCC expansion cohorts (ECs).
We now report longer follow-up data from the CSCC ECs of the phase 1 study
(NCT02383212).

Methods: Pts with distantly metastatic or unresectable locally/regionally advanced
CSCC were enrolled in ECs 7 and 8, respectively. All pts received cemiplimab 3 mg/kg
every 2 weeks over 30 minutes by intravenous infusion for up to 48 weeks. Tumour
measurements were performed by RECIST 1.1 every 8 weeks to determine overall
response rate (ORR; complete response [CR]þ partial response [PR]) according to
intention to treat. The data cut-off date was 20 Jan, 2018. Tumour response in this
report was by investigator assessment.

Results: A total of 26 pts were enrolled (21 M/ 5 F; 10 in EC 7, 16 in EC 8; median age:
72.5 years [range: 55–88]; ECOG performance status was 1 in 16 pts and 0 in 10 pts).
Median duration of follow-up was 11.9 months (range: 1.1–18.2). Median duration of
cemiplimab exposure was 36.0 weeks. The most common treatment-emergent adverse
event (TEAE) of any grade was fatigue (26.9%). The only TEAEs of grade�3 that
occurred in more than one pt were hypercalcaemia and skin infection (each 7.7%).
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