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1291P Cost-effectiveness (CE) of avelumab vs standard care (SC) for the
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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.

Table: 1291P
Population Incremental ICER

Costs QALYs

TE £78,558 2.41 £32,612

TN £77,434 2.11 £36,635

Conclusions: This CE analysis from JM 200 demonstrates that avelumab is a CE treat-
ment option for pts with mMCC vs SC. The UK National Institute for Health and Care
Excellence recommended avelumab for TE and TN pts; hence, an effective treatment is
now available to all UK pts with mMCC. A confirmatory analysis will be conducted
with more-mature TN data.

Clinical trial identification: Clinical Trial Number: NCT02155647.

Editorial acknowledgement: Medical writing support was provided by
ClinicalThinking Inc., Hamilton, NJ, USA.

Legal entity responsible for the study: Merck KGaA, Darmstadt, Germany.

Funding: This trial was sponsored by Merck KGaA, Darmstadt, Germany, and is part
of an alliance between Pfizer, Inc. and Merck KGaA, Darmstadt, Germany.

Disclosure: M. Bharmal, C. Pescott: Employee: Merck KGaA, Darmstadt, Germany. A.
Amin, C. Stapelkamp: Employee: Merck Serono Ltd. A. Hatswell: Employee: BresMed
Health Solutions. C. Lilley, A. Willis, A. Bullement: Employee: BresMed Health
Solutions.
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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%).
ORR was 50.0% (95% CI: 29.9–70.1), with 2 CRs and 11 PRs; 5 patients had stable dis-
ease (SD), 6 had progressive disease, and 2 were not evaluable for response. Durable dis-
ease control rate (SD or response for�105 days) was 57.7% (95% CI: 36.9–76.6).
Median time to response was 1.9 months (range: 1.7–7.5). The median duration of
response has not been reached, and as of the data cut-off date, for pts with CR or PR,
the observed duration of response exceeded 6 months in 9 pts and 12 months in 5 pts.

Conclusions: The increasing duration of response in this analysis provides further evi-
dence of a positive risk/benefit profile for cemiplimab in

Clinical trial identification: NCT02383212.
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