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Background: Elevated neutrophil-lymphocyte ratio (NLR), derived NLR (dNLR) and
lactate dehydrogenase (LDH) have been identified as potential prognostic/predictive
biomarkers to immune checkpoint inhibitors (ICI). The Lung Immune Prognostic
Index (LIPI) utilises dNLR and LDH to define prognostic subgroups associated with
overall survival (OS) and overall response rate (ORR) to ICI. The objective of this study
was to assess progression free survival (PFS) and OS in pre-treated advanced NSCLC
pts who received pembrolizumab and to perform a comparative analysis of pre-treat-
ment NLR, dNLR, LDH, LIPI score and PD-L1 tumour proportion score (TPS) on sur-
vival, ORR and toxicity.

Methods: Pre-treated advanced NSCLC pts who received pembrolizumab (Jan ’17-Jan
’18) at The Christie were identified. Baseline demographics, PD-L1 TPS, NLR, dNLR
and LDH were collected. Elevated NLR, dNLR and LDH was defined as� 5,�3 and�
upper limit normal (ULN), respectively. LIPI score was calculated (Table). Survival
analysis was performed using Kaplan-Meier method. Univariate logistic regression
models were used to assess patient characteristics on PFS.

Table: 1462P Lung immune prognostic index (LIPI)
Good dNLR <3 AND LDH <ULN

Intermediate dNLR �3 OR LDH �ULN

Poor dNLR �3 AND LDH �ULN

Results: 58 pts were analysed; median age: 67, males 66%, non-squamous 64%, 53%
had PD-L1 TPS 1-49%. After median follow up of 5.2 months, 38/58 (66%) pts pro-
gressed. Median PFS and OS was 3.7m (95% CI 2.52-9.54) and 11.2m (95% CI 6.3-
NR), respectively. ORR was 22.4%. A non-significant trend towards longer PFS was
observed between LDH<ULN vs�ULN (5.5 vs 2.8m; p¼ 0.4), NLR<5 vs� 5 (5.51 vs
3.7m; p¼ 0.99), dNLR<3 vs� 3 (5.51 vs 2.66; p¼ 0.31), PD-L1 TPS�50 vs 1-49%
(9.54 vs 2.82m, p¼ 0.29) and LIPI good/int/poor subgroups (5.8 vs 3.02 vs 1.89m;
p¼ 0.23). Impact of blood-based markers on ORR and toxicity will be presented.

Conclusions: Our cohort demonstrated similar survival outcomes to KEYNOTE-010.
Baseline NLR, dNLR, LDH, PD-L1 TPS and LIPI score were not significantly prognos-
tic of survival.
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Background: 2Lþ overall response rates (ORRs) with PD-(L)1 inhibitors in patients
(pts) with advanced NSCLC range from 12% to 19% (PD-L1 unselected), and median
PFS ranges from 2.3 to 4.0 mo. Inhibiting the transforming growth factor b (TGF-b)
pathway, which promotes tumor immunosuppression, may enhance the response to
PD-(L)1 therapy. M7824 is an innovative first-in-class bifunctional fusion protein
composed of a human IgG1 monoclonal antibody against PD-L1 fused with 2 extracel-
lular domains of TGF-bRII (a TGF-b “trap”).

Methods: Pts with advanced NSCLC unselected for PD-L1 who progressed after 1L
standard treatment (no prior immunotherapy) were randomized to receive M7824 500
or 1200 mg (n¼ 40 each) q2w until disease progression, unacceptable toxicity or trial
withdrawal in this expansion cohort of the ongoing, phase 1 trial NCT02517398. The

primary objective is to assess BOR per RECIST v1.1; other objectives are dose explora-
tion and safety/tolerability. Tumor cell PD-L1 expression (Ab clone 73-10 [�80% is
comparable to� 50% with 22C3]) was evaluable in 75 pts.

Results: As of March 12, 2018, 80 pts received M7824 for a median of 11.9 (range, 2-
66.1) wk, with a median follow-up of 51.1 wk; 10 pts remain on treatment.
Investigator-assessed confirmed ORR was 27.5% at 1200 mg and 20% at 500 mg.
Clinical activity was observed across PD-L1 subgroups (Table); ORR was 40.7% in PD-
L1þ (�1%) and 71.4% in PD-L1–high (�80%) pts at 1200 mg. The most common
treatment-related adverse events (TRAEs) were pruritus (20%), maculopapular rash
(18.8%), decreased appetite (12.5%) and asthenia (11.3%). Grade�3 TRAEs occurred
in 23 pts (28.8%); 8 pts (500 mg, n¼ 2; 1200 mg, n¼ 6) discontinued treatment due to
TRAEs. No treatment-related deaths occurred.

Table: 1463P
ORR, n/N; % 500 mg 1200 mg Total

All PD-L1þ
PD-L1 high

8/40; 20.0 6/31;

19.4 2/6; 33.3

11/40; 27.5 11/27;

40.7 5/7; 71.4

19/80; 23.8 17/58;

29.3 7/13; 53.8

Median PFS; OS, mo

All PD-L1þ
PD-L1 high

1.4; 10.9 1.6;

10.3 1.5; NR

2.7; NR 6.8;

NR NR; NR

2.1; 12.2 2.7;

NR 8.1; NR

NR, not reached.

Conclusions: M7824 had promising efficacy, with encouraging PFS and OS, and ORRs
at the RP2D of 1200 mg of 40.7% and 71.4% in PD-L1þ and PD-L1 high pts, respec-
tively. Treatment was well tolerated.

Clinical trial identification: NCT02517398.
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Background: In KEYNOTE-189 (NCT02578680), pembro plus pem and platinum pro-
vided superior OS (HR 0.49, P< .00001) and PFS (HR 0.52, P< .00001) and had man-
ageable safety vs placebo plus pem and platinum as first-line therapy for metastatic
nonsquamous NSCLC. In an exploratory analysis, we assessed outcomes by investiga-
tor’s choice of carboplatin (carbo) or cisplatin (cis).

Methods: 616 patients (pts) with untreated metastatic nonsquamous NSCLC regard-
less of PD-L1 TPS without sensitizing EGFR or ALK alteration were randomized 2:1 to
4 Q3W cycles of pembro 200 mg or placeboþ pem 500 mg/m2þ carbo AUC 5 or cis
75 mg/m2 followed by maintenance pembro or placeboþ pem. Randomization was
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