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Nivolumab versus Docetaxel in Advanced

Nonsquamous Non-Small-Cell Lung Cancer 2% line after platina doublets
H. Borghaei, L. Paz-Ares, L. Hom, D.R. Spigel, M. Steins, N.E. Ready, LQ.Chow,  Nivolumab vs. Docetaxel
E.E. Vokes, E. Felip, E. Holgado, F. Barlesi, M. Kohlhaufl, O. Arrieta, M.A. Burgio,
J. Fayette, H. Lena, E. Poddubskaya, D.E. Gerber, S.N. Gettinger, C.M. Rudin,
N. Rizvi, L. Crind, G.R. Blumenschein, Jr., S.J. Antonia, C. Dorange,
CT. Harbison, F. Graf Finckenstein, and J.R. Brahmer
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93, BUEE2 0 BBEKOBEBEER(CHEEREL. 201 METHODS

8EMDEREZEIET . In this randomized, open-label, international phase 3 study, we assigned patients

with nonsquamous non-small-cell lung cancer (NSCLC) that had progressed dur-

I ing or after platinum-based doublet chemotherapy to receive nivolumab at a dose

;’Sﬁg?ﬁﬂ 108 of 3 mg per kilogram of body weight every 2 weeks or docetaxel at a dose of 75 mg

per square meter of body-surface area every 3 weeks. The primary end point was
overall survival.

BACKGROUND
Nivolumab, a fully human IgG4 programmed death 1 (PD-1) immune-checkpoint—
inhibitor antibody, disrupts PD-1-mediated signaling and may restore antitumor

N Engl ) Med 2017;376:2415-26.

i I
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I Cancer Andrew G. Robinson, M.D., Rina Hui, M.B., B.S., Ph.D., Tibor Csészi, M.D.
ung Andrea Fulop, M.D., Maya Gottfried, M.D., Nir Peled, M.D., Ph.D.
" % > PD-L1 expression Al Tafreshi, M.D., Sinead Cuffe, M.D., Mary O'Brien, M.D., Suman Rao, M.D. 9 . ;
F/’ = - expressiol Katsuyuki Hotta, M.D., Ph.D., Melanie A. Leiby, Ph.D., Gregory M. Lubiniecki, M.D. 50/°3 Pb _Ll expression
in tumor tissue Yue Shentu, Ph.D., Reshma Rangwala, M.D., Ph.D., and Julie R. Brahmer, M.D. in tumor tissue

for the KEYNOTE-024 Investigators

BACKGROUND
Nivolumab has been associated with longer overall survival than docetaxel among pa-
tients with previously treated non—small-cell lung cancer (NSCLC). In an open-label
phase 3 trial, we d firstline nivolumab with chy h in patients with

BACKGROUND
izumab is a i antibody against programmed death 1

(PD-1) that has antitumor activity in advanced non-small-cell lung cancer (NSCLC),

with increased activity in tumors that express programmed death ligand 1 (PD-L1).

programmed death ligand 1 (PD-L1)-positive NSCLC.
METHODS

METHODS In this open-label, phase 3 trial, we randomly assigned 305 patients who had previ-

We randomly assigned, in a 1:1 ratio, patients with untreated stage IV or recurrent
NSCLC and a PD-L1 tumor-expression level of 1% or more to receive nivolumab (admin-
istered intravenously at a dose of 3 mg per kilogram of body weight once every 2 weeks)
or platinum-based chemotherapy (administered once every 3 weeks for up to six cycles).
Patients receiving chemotherapy could cross over to receive nivolumab at the time of
disease progression. The primary end point was progression-free survival, as assessed
by means of blinded independent central review, among patients with a PD-L1 expres-
sion level of 5% or more.

ously untreated advanced NSCLC with PD-L1 expression on at least 50% of tumor cells
and no sensitizing mutation of the epidermal growth factor receptor gene or trans-
location of the anaplastic lymphoma kinase gene to receive either pembrolizumab (at
a fixed dose of 200 mg every 3 weeks) or the investigator’s choice of platinum-based
chemotherapy. Crossover from the chemotherapy group to the i group
was permitted in the event of disease progression. The primary end point, progres-
sion-free survival, was assessed by means of blinded, independent, central radiologic
review. Secondary end points were overall survival, objective response rate, and safety.
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