LUME-LUNG 1

A randomised, double-blind, Phase III trial to investigate the eﬃcacy and safety of the triple angiokinase
inhibitor nintedanib* plus docetaxel compared with placebo plus docetaxel in patients with Stage IIIB/IV
or recurrent NSCLC after ﬁrst-line chemotherapy.1

Trial Sites¶

Trial Design1
RANDOMISED

Patients with Stage IIIB/IV or recurrent
NSCLC after first-line chemotherapy
(all histologies; ECOG PS 0 or 1)§

N=1314

Subgroup analyses: OS1,3
OS improved with nintedanib vs placebo in patients with adenocarcinoma
and TSFLT <9 months.1 Post-hoc analyses also found OS beneﬁt with
nintedanib vs placebo in European patients with adenocarcinoma and in
patients with progressive disease as best response to ﬁrst-line therapy
(PD-FLT).3

Risk of progression reduced by
21% with nintedanib vs placebo
(HR=0.79; 95% CI: 0.68–0.92)
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The LUME-Lung 1 study
met its primary endpoint:
PFS was signiﬁcantly longer
in the nintedanib arm than
in the placebo arm (3.4
months vs 2.7 months;
p=0.0019).

Placebo

Nintedanib

PFS: all patients1

1

Placebo oral bid
(Days 2–21)
+ docetaxel 75 mg/m2
IV (Day 1) 21-day cycles

n=659

PRIMARY ENDPOINT: PFS by independent review
KEY SECONDARY ENDPOINT: OS

Trial Results1

1

Nintedanib 200 mg
oral bid (Days 2–21)
+ docetaxel 75 mg/m2
IV (Day 1) 21-day cycles

n=655

60

Subgroup of
adenocarcinoma patients

20

0

2

4

6

8

10

12

14

16

18

Time (months)

OS: patients with adenocarcinoma1

Risk of death reduced by 17%
with nintedanib vs placebo
(HR=0.83; 95% CI: 0.70–0.99)
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p-value

TSFLT <9 months

10.9

7.9

0.75 (0.60–0.92)

0.0073

European

13.4

8.7

0.79 (0.65–0.97)

0.0254

European TSFLT <9 months

11.0

6.9

0.69 (0.53–0.89)

0.0049

PD-FLT

9.8

6.3

0.62 (0.41–0.94)

0.0246

Safety profile
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Whilst there was no
signiﬁcant diﬀerence in
OS between treatment
arms in the overall patient
population, a prespeciﬁed
analysis demonstrated
improved OS with
nintedanib vs placebo
in patients with
adenocarcinoma.
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There was a slightly greater incidence of Grade ≥3 AEs with
nintedanib/docetaxel compared with placebo/docetaxel
(71% vs 64%, respectively)1
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A similar proportion of patients discontinued treatment because of
AEs in both treatment arms (nintedanib: 23%; placebo: 22%)1
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There was a low incidence of AEs commonly associated with
anti-angiogenic agents in the nintedanib arm4

*Nintedanib is approved in the EU under the brand name VARGATEF® for use in combination with docetaxel in adult patients with locally advanced, metastatic or locally recurrent NSCLC of adenocarcinoma tumour histology after ﬁrst-line chemotherapy.
For the full list of country-speciﬁc information please click here. Nintedanib is not approved in other oncology indications. §For patients with recurrent disease, one additional previous regimen was allowed for adjuvant, neoadjuvant or neoadjuvant plus
adjuvant therapy. ¶Austria, Belarus, Belgium, Bulgaria, China, Croatia, Czech Republic, Denmark, France, Georgia, Germany, Greece, India, Israel, Italy, Republic of Korea, Lithuania, Poland, Portugal, Romania, Russia, Slovakia, South Africa, Spain,
Switzerland, Ukraine, UK.
Abbreviations: AE, adverse event; bid, twice a day; ECOG PS, Eastern Cooperative Oncology Group performance status; CI, conﬁdence interval; HR, hazard ratio; NSCLC, non-small cell lung cancer; OS, overall survival; PD-FLT, progressive disease as best
response to ﬁrst-line therapy; PFS, progression-free survival; TSFLT, time since start of ﬁrst-line therapy; vs, versus.
1. Reck M, et al. Lancet Oncol 2014;15(2):143–55. 2. Clinicaltrials.gov. NCT00805194. https://clinicaltrials.gov/ct2/show/NCT00805194 (Accessed: July 2017). 3. Heigener D, et al. Ann Oncol 2016;27(Suppl. 6): Abstract 1276P. 4. Reck M, et al. Lung Cancer
2015;90(2):267–73.
This information is from an international website which is intended for healthcare professionals not located in the United States of America (US) and the United Kingdom (UK). Nintedanib is subject to country-speciﬁc regulations and the approved product label
may vary from country to country. Information on this website is derived from the approved European Summary of Product Characteristics. Please refer to
your local product label for full details.
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LUME-LUNG 1
Abbreviated SmPC
For further information please click on the link below:
https://www.inoncology.com/sites/default/ﬁles/ema-combined-h2569en_Vargatef_2017-02-23.pdf

