
nivolumab 23%, ipilimumab/nivolumab 21%) but ipilimumab use decreased to 13%.
BRAF/MEKi use did not change (20-21%) but vemurafenib (2% in 2017) was replaced
by dabrafenib/trametinib and cobimetinib/vemurafenib (14% and 4%). Cytokine and
chemotherapy use declined (43% to 3% and 35% to 7%, respectively). During 2011-17,
CPI and BRAF/MEKi were used more in LOT 1-4 (60% and 25%) than as adjuvant
(30% and 2%), whereas cytokines were used as adjuvant only (64%). CPI were used
most in NRASMut (85%) and less in BRAFMut, BRAFwt, or NRASwt (57-66%). In
BRAFMut, CPI use was higher in stage III (62%) than IV (52%) unlike in BRAFwt (52%
stage III vs. 90% stage IV). BRAFi were used in 65% of BRAFMut, more in stage IV than
III (79% vs. 34%). BRAFMut and NRASMut received less adjuvant therapy than wild-
type (20-22% vs. 28-31%) but more LOT (BRAFMut had 89% LOT 1, 37% LOT 2, 13%
LOT 3, 5% LOT 4þ). The table compares treatment changes in BRAFMut melanoma
between 2011-14 and 2015-16.

ma between

1 LOT 2

BRAF/MEKi

Vemurafenib 12% 28% 12% 0 5% 5%

Dabrafenib/Trametinib 4% 21% 26% 9% 43% 38%

Cobimetinib/Vemurafenib 0 <1% 2% 0 4% 10%

Dabrafenib 0 4% 8% 0 4% 2%

Trametinib 0 2% 4% 0 1% 2%

CPI

Ipilimumab 14% 23% 20% 35% 8% 5%

Pembrolizumab 1% 7% 11% 7% 13% 21%

Nivolumab 0 7% 12% 9% 10% 21%

Ipilimumab/Nivolumab 1% 6% 7% 7% 15% 12%

Cytokines 60% 7% 1% 33% 3% 0

Chemotherapy 2% 4% 7% 0 3% 0

Conclusions: Checkpoint inhibitors have replaced other advanced melanoma thera-
pies, providing more treatment options to patients with BRAFMut melanoma.

Legal entity responsible for the study: Amgen Inc.

Funding: Amgen Inc.

Disclosure: L. Raskin: Employee, Stock ownership: Amgen Inc. S. Shah, J. Buchanan,
D. Cohan: Employee, Stockholder: Amgen Inc. All other authors have declared no con-
flicts of interest.

1281P Assessment of real-world effectiveness of first-line (1L) nivolumab
(NIVO) plus ipilimumab (IPI) or NIVO monotherapy for advanced
melanoma: A retrospective cohort study

M. Freeman1, K. Gupte-Singh2, M. You3, T.K. Le3, C. Ritchings4, S. Rao2, S. Jang5

1Department of Medical Oncology & Therapeutics Research, City of Hope, Duarte, CA,
USA, 2Health Economics Outcomes Research, Bristol-Myers Squibb, Princeton, NJ, USA,
3Center for Observational Research & Data Sciences, Bristol-Myers Squibb, Princeton, NJ,
USA, 4Melanoma, Bristol-Myers Squibb, Princeton, NJ, USA, 5Hematology Oncology,
Inova Melanoma and Skin Cancer Center, Fairfax, VI, USA

Background: NIVOþIPI and NIVO are approved for 1L treatment of patients with
unresectable or metastatic (advanced) melanoma. This study assessed real-world out-
comes (objective response rate [ORR], progression-free survival [PFS], and overall sur-
vival [OS]) with NIVOþIPI or NIVO alone in patients with advanced melanoma using
the US Flatiron Health electronic health record database from January 2011 to June
2017.

Methods: Eligible patients were aged�18 years, diagnosed with advanced melanoma,
and treated with 1L NIVOþIPI or NIVO (index date). Outcomes were assessed based
on an in-depth review of patient charts. Patients were followed until death, database
discontinuation, or end of the study period. Factors associated with ORR, PFS, and OS
were evaluated using logistic and Cox proportional hazards regression models. An eval-
uation of safety outcomes is ongoing.

Results: 463 patients were eligible (NIVOþIPI, n¼ 254; NIVO, n¼ 209), with a mean
follow-up of 9.2 months (range 1.0-31.6). Of those with data available, 39% of patients
had elevated LDH, 35% had ECOG PS 1, and 33% were BRAF mutant. Compared with
NIVO patients, NIVOþIPI patients were younger (71 vs 61 years) and a higher propor-
tion were treated in academic centers (7.7% vs 18.9%). For NIVOþIPI and NIVO,
ORR was 51% and 41%, median PFS was 12.2 and 5.4 months (1-year PFS rate 51%

and 37%), and median OS was not reached and 20.1 months (1-year OS rate 71% and
60%), respectively. After adjusting for patient characteristics, NIVOþIPI patients were
twice as likely to respond within 3 months, had a 35% lower likelihood of progression,
and had a 35% lower likelihood of death compared with NIVO (Table).

Table: 1281P
Factor Model value vs

reference value

Hazard/odds

ratio (95% CI)

P value

PFS

Treatment NIVOþIPI vs NIVO 0.65 (0.50, 0.83) 0.0006

LDH �ULN vs >ULN 0.56 (0.41, 0.77) 0.0003

OS

Treatment NIVOþIPI vs NIVO 0.65 (0.47, 0.90) 0.0354

LDH �ULN vs >ULN 0.44 (0.29, 0.67) <0.0001

ECOG PS 0–1 vs 2–5 0.48 (0.31, 0.75) 0.0016

Response

Treatment NIVOþIPI vs NIVO 2.13 (1.27, 3.56) 0.0039

Conclusions: In this real-world clinical practice database, 1L NIVOþIPI was associated
with improved efficacy outcomes compared with NIVO alone in patients with
advanced melanoma.

Editorial acknowledgement: Editorial assistance was provided by StemScientific,
funded by Bristol-Myers Squibb.

Legal entity responsible for the study: Bristol-Myers Squibb.

Funding: Bristol-Myers Squibb.

Disclosure: M. Freeman: Consulting role: Merck, Merck Serono, Novartis, Amgen;
Speakers’ bureau: Bristol-Myers Squibb. K. Gupte-Singh, M. You, T.K. Le, C.
Ritchings, S. Rao: Employee: Bristol-Myers Squibb. S. Jang: Personal fees: Bristol-
Myers Squibb.

1282P Responder analysis based on patient-reported outcomes (PROs) and
clinical endpoints (CEPs) in patients (pts) with metastatic Merkel cell
carcinoma (mMCC) treated with avelumab

S.P. D’Angelo1, F. Fofana2, M. Schlichting3, M. Henry-Szatkowski4, M. Hennessy5,
M. Bharmal6

1Medical Oncology, Memorial Sloan Kettering Cancer Center & Weill Cornell Medical
College, New York, NY, USA, 2Patient-Centered Outcomes, Mapi Group, Leiden,
Netherlands, 3BioStatistics, Merck KGaA, Darmstadt, Germany, 4Patient-Centered
Outcomes, Mapi Group, Lyon, France, 5Medical Oncology, EMD Serono, Billerica, MA,
USA, 6Global Evidence & Value Development, Merck KGaA, Darmstadt, Germany

Background: To better understand the impact of the anti–PD-L1 antibody avelu-
mab, clinical outcomes and PROs in chemotherapy-refractory pts with mMCC
enrolled in a single-arm, international phase 2 trial (NCT02155647) were analysed.
Here we explore the proportion of pts categorised as responders based on these out-
come measures.

Methods: PROs were assessed at baseline (BL), at week 7, thereafter Q6W until dis-
ease progression, and at end of treatment using EQ-5D, a generic health-related
quality of life (HRQoL) tool, and FACT-M, a cancer-specific HRQoL tool. Pts were
categorised as meaningfully improved/stable or as meaningfully worsened. HRQoL
deterioration-free survival (QFS) was defined as the time from BL to either a mean-
ingful worsening from BL with no further improvement in HRQoL or death. QFS
rates of PRO endpoints were computed at specific time points. Responders based on
PRO meaningfully improved/stable and QFS analyses were described along with the
best overall response (BOR) and progression-free survival (PFS) analyses assessed by
IERC per RECIST v1.1.

Results: As of Sept 26, 2017, 88 pts had been followed for a minimum of 24 months
(mo; median, 29.2 [range, 24.8-38.1]). The table presents responders based on
PROs and CEPs at 6, 12, 18, and 24 mo. In addition, PRO-based, 2-year rates of
improved/stable endpoints tended to be higher than the BOR rate of 33%, ranging
from 41% for FACT-M physical well-being to 58% for FACT-M melanoma surgery
scale.
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Table: 1282P
6 mo 12 mo 18 mo 24 mo

CEPs

PFS rate, % 40 29 29 26

PRO endpoints

QFS rate, % EQ-5D VAS 52 52 49 38

FACT-M total 45 40 36 32

FACT-M physical well-being 44 37 33 33

FACT-M social/family well-being 40 40 31 26

FACT-M emotional well-being 45 40 33 33

FACT-M functional well-being 41 34 31 27

FACT-M melanoma subscale 53 42 39 39

FACT-M melanoma surgery scale 46 43 38 38

FACT-G total 41 39 35 31

Conclusions: The findings show similarity in the proportion of responders based on
clinical and PRO endpoints, reiterating the potential association of both outcome
measures in this mMCC population. This confirms the interest in using PROs in trials
to contribute to the interpretation of objective CEPs.

Clinical trial identification: 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 and Merck KGaA, Darmstadt, Germany.

Disclosure: S.P. D’Angelo: Financial interest from EMD Serono, Pfizer, and Nektar. F.
Fofana: Employee: Mapi Group. M. Schlichting, M. Bharmal: Employee: Merck KGaA.
M. Henry-Szatkowski: Employee: Mapi Group; Paid consultant: Merck KGaA. M.
Hennessy: Employee, Financial interest: EMD Serono.

1283P Treatment pattern and clinical outcomes of patients with locally
advanced and metastatic melanoma in a real-world setting in China

C. Cui1, X. Yan1, S. Liu2, A. Deitz3, L. Si4, Z. Chi1, X. Sheng1, B. Lian1, J. Li2, J. Ge2,
X. Wang1, L. Mao1, B. Tang1, L. Zhou1, X. Bai1, S. Li1, B. Li2, H. Wu2, J. Guo1

1Urology and Melanoma, Beijing Cancer Hospital, Beijing, China, 2Medical Oncology,
MSD China, Beijing, China, 3Medical Oncology, Merck & Co., Inc., Kenilworth, NJ, USA,
4Department of Renal Cancer and Melanoma, Peking University Cancer Hospital-
Beijing Cancer Hospital, Beijing, China

Background: In China, treatment options for late-stage melanoma, particularly for sec-
ond-line (2L) therapy, are limited. This retrospective, observational study used elec-
tronic medical records (EMRs) of patients (pts) with melanoma treated at Beijing
Cancer Hospital (BCH) to describe the treatment pattern and real-world clinical out-
comes in locally advanced, metastatic melanoma in China.

Methods: All adult pts with unresectable stage III or IV melanoma who initiated treat-
ment between Jan 1, 2014, and Dec 31, 2015, were eligible. Pts were treated and fol-
lowed up with regular imaging (every 3 mo). Trained researchers performed additional
medical chart reviews to supplement data captured in the EMR database. Complete or
partial responses, per RECIST v1.1 were adjudicated case by case. Survival analysis
involved the Kaplan-Meier method, pts were censored at last known date alive before
Dec 31, 2017.

Results: Of 248 pts included in the study, 40.7% and 30.6% had acral and mucosal his-
tology, respectively; almost all (�95%) had stage IV melanoma; 221 received first-line
(1L) therapy and 116 received 2L therapy (89 received both at BCH within the treat-
ment period). The most common 1L regimens were dacarbazineþ cisplatinþ
recombinant human endostatin (RHE) (36.7%) and paclitaxelþ carboplatinþ bevaci-
zumab (22.2%). The most common 2L regimens were paclitaxel albuminþ carboplatin
þ bevacizumab (22.4%), paclitaxelþ carboplatinþ RHE (15.5%) and paclitaxel albu-
minþ cisplatinþ RHE (12.1%). Clinical outcomes in pts with advanced melanoma
are summarized in the table and are generally unfavorable: ORR<10%; median PFS
<4 months; median OS< 1 year. Median DOR was 9.1 mo for 1L and 7.5 mo for 2L
therapy.

Table: 1283P
1L Therapy (N 5 221) 2L Therapy (N 5 116)

Response

CR, n 2 0

PR, n 12 4

ORR, % (95% CI) 6.3% (3.5-10.4) 3.4% (0.9-8.6)

Median DOR (range), months 9.1 (1.7-28.4þ) 7.5 (4.6-24.2þ)

Median PFS (95% CI), months 3.5 (2.9-4.2) 2.3 (2.0-3.0)

12-month PFS rate 10.6% 5.2%

Deaths, n (%) 171 (77.4) 101 (87.1)

Median OS (95% CI), months 10.5 (9.2-12.1) 7.5 (6.5-8.7)

12-month OS rate 43.5% 30.5%

CI, confidence interval; CR, complete response; DOR, duration of

response; 1L, first-line therapy; 2L, second-line therapy; ORR, objective

response rate; OS, overall survival; PR, partial response; PFS, progression-

free survival.

Conclusions: The poor outcomes observed in this study suggest a high degree of unmet
medical need for advanced melanoma in China in both the 1L and 2L settings.

Editorial acknowledgement: Medical writing and/or editorial assistance was provided
by Doyel Mitra, PhD, of the ApotheCom pembrolizumab team, Yardley, PA, USA. This
assistance was funded by Merck & Co., Inc., Kenilworth, NJ, USA.

Legal entity responsible for the study: Merck & Co., Inc.

Funding: Merck & Co., Inc.

Disclosure: C. Cui, X. Yan, L. Si, Z. Chi, X. Sheng, X. Wang, L. Mao, B. Tang, L. Zhou,
X. Bai, S. Li: Research funding: Merck & Co., Inc. S. Liu, J. Li, J. Ge, H. Wu: Employee,
Stockholder: MSD China. A. Deitz: Employee, Stockholder: Merck & Co., Inc. B. Lian:
Research funding: Merck. B. Li: Employee: MSD China. J. Guo: Research funding,
Advisory board: Merck & Co., Inc.

1284P Real life costs associated with the management of unresectable
metastatic melanoma (uMM)

D. Strens1, M. Peeters2, P.M.C. Specenier3

1Realidad, Grimbergen, Belgium, 2Oncology, U.Z.A. University Hospital Antwerp,
Edegem, Belgium, 3Oncology, Antwerp University Hospital, Grimbergen, Belgium

Background: Cancer care costs are a major concern for patients and society. We aimed
to assess real life costs for the medical management of uMM.

Methods: We performed a retrospective patient chart review collecting data on demo-
graphics, disease characteristics and management. A complete registry of patients diag-
nosed with melanoma at the Antwerp University Hospital between 2007 and 12/2017
was compiled. Eligible for this chart review were all patients with uMM with sufficient
data available and who either had an observation period of> 1 year at the time of this
review or who deceased before December 31, 2017. Direct costs were calculated by
multiplying each item of resource use, obtained from each individual patient chart,
with its unit cost (2018, f) using the Belgian public health care payer’s perspective
(PHCP) and patient’s perspective. A Kaplan–Meier sample average (KMSA) estimator
was used to weight expected costs by the probability of survival and to adjust for cen-
sored data.

Results: 89 patients fulfilled all eligibility criteria for this chart review. Ten of the
patients (11%) are still alive. 9 patients (10%) received best supportive care (BSC) only.
40 patients (45%) received> 1 immunotherapy or targeted agent. Mean overall
monthly cost/patient for the entire cohort was f 7,244, of which f 7,153 was covered by
the public health care payer. The cost was driven by systemic treatment costs (69% of
cost). Median overall survival (OS) was 8.18 months (95 % CI: 6.0-10.3). Mean
monthly overall cost was f 9,269 for patients (n¼ 40) with potential access to anti-
PD1, anti-CTLA-4, BRAFi, and MEKi; median OS in this cohort was 13.83 months (95
% CI: 8.6-19.0). Mean monthly overall cost was f 3,258 for patients (n¼ 33) treated
with chemotherapy/BSC only. Median OS in this cohort was 3.91 months (95 % CI:
2.2-5.6). Mean monthly overall cost was f 5,398 for patients (n¼ 16) who had access to
anti-CTLA-4 and/or BRAFi but not to MEKi and anti-PD1. Median OS in these
patients was 11.0 months (95 % CI 7.5-14.6).

Conclusions: Management of uMM results in considerable costs for the PHCP, mainly
driven by systemic treatment costs. Also in a real-life setting, the introduction of immu-
notherapy and targeted agents substantially improved survival. However, mean
monthly cost has nearly tripled.

Legal entity responsible for the study: Antwerp University Hospital.
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