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Background: Platinum-based adjuvant chemotherapy (CT) improves survival in surgi-
cally resected non-small-cell lung cancer (NSCLC) patients (pts). However, cisplatin
and vinorelbine (PV), the most studied regimen, is often associated with increased rates
of grade 3-4 toxicities. We aimed to study the efficacy and safety of adjuvant CT in
NSCLC pts in a real-world scenario.

Methods: We performed a retrospective analysis of NSCLC pts treated with surgery
with curative intent between 2009 and 2018 in an academic cancer center. After surgery,
pts were accessed to receive adjuvant CT, based on physicians’ discretion. Electronic
records were reviewed and data were collected for pts and tumor characteristics, treat-
ments, outcomes (overall survival [OS] and disease-free survival [DFS]), and toxicities.
OS and DFS were estimated by the Kaplan-Meier method, and curves were compared
by log-rank. Prognostic factors were evaluated using Cox regression.

Results: 250 consecutive pts were studied: 80 adjuvant CT and 170 observation; 55/80
received PV. Median age 65 years, 62% adenocarcinoma and 28% squamous cell carci-
noma. The observation group differed from the adjuvant CT group in terms of type of
surgery (lobectomy, 88% vs 76%; p¼ .020), 7th ed TNM staging (I, 50% vs 2%; II, 29%
vs 45%; III, 20% vs 42%; p< .001), and lymph node status (N0, 71% vs 31%; p< .001).
After a median follow-up of 24 months (mo), median DFS was 56.0 vs 39.3 mo in CT
and observation groups, and median OS was 61.4 vs 58.5 mo, respectively. In an
adjusted analysis, adjuvant CT was associated with improved DFS (HR 0.36, IC 95%
0.23-0.58; p< .001) and OS (HR 0.47, IC 95% 0.28-0.78; p .004). Toxicities were high
in the PV group: 49% of the pts required hospitalization, 45% discontinued treatment,
and 89% presented grade 3-4 toxicities, including 29% of febrile neutropenia. Five pts
(9%) had treatment-related deaths.

Conclusions: Our study supports both the OS and DFS benefits of NSCLC adjuvant
CT in the real world scenario. However, PV was associated with alarming rates of
treatment-related toxicities and deaths, suggesting that new adjuvant avenues are
warranted.
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Background: FDG-PET/CT is an integral part of staging and radiation treatment plan-
ning for patients with stage III non-small cell lung cancer (NSCLC). In this study, we
analysed the correlation between different PET parameters and survival in NSCLC
patients treated with chemoradiotherapy (CRT).

Methods: Ninety-nine consecutive patients with NSCLC stage IIIA-B and good per-
formance status, who underwent FDG-PET-CT before the start of CRT were analysed.
Maximum standardized uptake value of primary tumor (SUVmax_PT) and range
between the two most distant PET-positive (SUV�3) lymph nodes in two directions
(cranio-caudal and transversal) were analysed for their correlation with patient sur-
vival. The cranio-caudal distance was defined as A- and the transversal as B-line. The
area under the ROC curve (AUC) as well as the cut-off SUVmax, A- and B-lines were
calculated.

Results: Median survival for the entire cohort was 20.8 months (95% CI: 15.3-26.3).
Patients with SUVmax_PT� 8 had poor overall survival (OS) (19 vs. 40 months in
patients with SUVmax� 8 and<8, p< 0.0001). A-line was not associated with OS,
whereas B-line< 3.7 cm improved OS significantly (30 vs. 16 months in patients with
B-line< 3.7 and�3.7cm, p¼ 0.001). The sum of A- and B-lines with the cut-off at
6.7cm correlated with overall survival significantly (29 vs. 18 months in patients with
sum< 6.7 and�6.7cm, p¼ 0.04). The PET-CT score was generated on the basis of
PET parameters correlated with OS in univariate analysis. The patients were divided
into 4 subgroups. The low-risk subgroup (0 points) included patients with
SUVmax_PT< 8, B-line< 3.7 cm and the sum of A- and B-lines< 6.7 cm (n¼ 20,
21.3%). Twenty-eight patients (29.5%) had 1 point (intermediate risk), 20 (21.3%) had
2 points (high) and 26 patients (27.7%) had 3 points (very high risk). Median OS in

terms of low/intermediate/high and very high risk subgroups was 40 (95% CI: 0-83)/27
(95% CI: 15-39)/26 (95% CI: 15-37) and 14 months (95% CI: 13-14), (p¼ 0.0001).

Conclusions: A new PET-CT score was developed for patients with inoperable stage III
NSCLC treated with definitive CRT. Initial SUVmax_PT< 8, B-line< 3.7 cm and
PET-CT score were predictors of patient long-term outcome.
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Background: Approximately 30% of patients (pts) with non-small-cell lung cancer
(NSCLC) are diagnosed with Stage III disease, which is often unresectable. Historically,
the standard of care (SoC) has been platinum-based chemoradiotherapy (CRT), but
outcomes have been poor. Durvalumab is a selective high-affinity, human IgG1 mono-
clonal antibody that blocks PD-L1 binding to PD-1 and CD80. In the phase 3 PACIFIC
trial of durvalumab versus placebo in pts with unresectable, Stage III NSCLC without
progression after concurrent CRT (cCRT), both primary endpoints progression-free
survival (PFS) and overall survival (OS) were met and significantly improved with dur-
valumab (HR for PFS, 0.52; 95% CI 0.42–0.65; P< 0.001; HR for OS, 0.68; 99.73% CI
0.47–0.997; P¼ 0.0025) with similar safety between treatments (Antonia et al, NEJM
2017; 2018). Based on these findings, the PACIFIC regimen (durvalumab following
CRT) is becoming the SoC. PACIFIC-Real World (PACIFIC-R) will assess if durvalu-
mab treatment after cCRT shows similar efficacy and safety in a large, real-world
population.

Trial design: PACIFIC-R is an international, observational study that will enroll�1200
NSCLC pts who have received durvalumab as part of early access programs (EAPs)
between Sept 2017 and Dec 2018. In the EAP, eligible pts are adults with histologically
or cytologically documented unresectable, Stage III NSCLC, regardless of tumor PD-L1
expression, who have not progressed after definitive CRT. Pts received durvalumab
(10 mg/kg intravenously) every two weeks. Pts will be enrolled in the PACIFIC-R study
after discontinuation of the EAP in participating countries. Data will be abstracted
from pts’ medical records at several time points within the 5 year study period. Primary
endpoints are PFS (investigator assessed) and OS. Secondary endpoints include PFS
and OS in pt subgroups; time to distant metastases; sites of disease progression; adverse
events of special interest leading to treatment interruption, discontinuation or medical
intervention; and descriptive analyses of demographic and clinical characteristics of pts
treated with durvalumab in a real-world setting. Recruitment for this study is ongoing.

Clinical trial identification: NCT03798535.
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