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ABSTRACT LBA 3_PR

KEYNOTE-010: Phase 2/3 Study of Pembrolizumab (MK-3475) vs Docetaxel for PD-L1-

Positive NSCLC After Platinum-Based Therapy

R.S. Herbstl, D.-W. Kim2, E. Felip3, J.L. Perez-Gracia4, E.B. Garon5, J.-Y. Han6, J. Molina7, J.-H. Kim8, R. Gervais9,
M.-J. Ahn10, M. Majem11, M.J. Fidler12, G. De Castro Jr.13, M. Garrido14, G.M. Lubinieckil5, Y. Shentul6, E. Im15, P.
Baas17 1Medical Oncology, Yale University School of Medicine Medical Oncology, New Haven, CT, US, 2Internal
Medicine, Seoul National University Hospital, Seoul, KP, 3Department of Oncology, Vall d’ Hebron University Hospital,
Barcelona, ES, 40ncology, Clinica Universitaria de Navarra, Pamplona, ES, 5Medicine, David Geffen School of
Medicine at UCLA, Los Angeles, CA, US, 6Center for Lung Cancer, National Cancer Center, Goyang, KR, 70ncology,
Mayo Clinic, Rochester, MN, US, 8Medical Oncology, Cha Bundang Medical Center, Cha University, Seongnam-si,
Gyeonggi-do, KP, 9Medicine, Centre Francois Baclesse, Caen, FR, 10Medicine, Samsung Medical Center, Seoul, KP,
11Medical Oncology, Hospital de la Santa Creu i Sant Pau, Barcelona, ES, 12Division of Hematology, Oncology, and
Cell Therapy, Rush University Medical Center, Chicago, IL, US, 130ncologia Clinica, ICESP - Instituto do Céncer do
Estado de Sao Paulo, Sao Paulo, BR, 14Medical Oncology, Pontificia Universidad Catolica de Chile-Cancer centre,
Santiago, CL, 15Clinical Oncology, Merck & Co., Inc., Kenilworth, NJ, US, 16BARDS, Merck & Co., Inc., Kenilworth, NJ,
US, 17Thoracic Oncology, The Netherlands Cancer Institute, Amsterdam, NL

Aim: Pembrolizumab (pembro) has shown efficacy in NSCLC, with improved outcomes in pts with greater tumor PDL1
expression. KEYNOTE-010 (NCT01905657) compared the efficacy and safety of 2 pembro doses with those of
docetaxel for PD-L1+ advanced NSCLC that progressed after =22 platinum-doublet chemotherapy cycles, with an
appropriate tyrosine kinase inhibitor also required for pts with EGFR sensitizing mutations or ALK translocations.

Methods: Pts were stratified by ECOG PS (0 vs 1), region (East Asia vs non—East Asia), and PD-L1 expression level
(tumor proportion score [TPS] 250% vs 1%-49%) and randomized 1:1:1 to pembro 2 or 10 mg/kg Q3W or docetaxel 75
mg/m2 Q3W. Treatment was continued up to 24 mo or until progression or intolerable toxicity. Response was assessed
every 9 wk. Primary end points were OS and PFS (RECIST v1.1, central review) in the TPS 250% stratum and total
population (ie, TPS 21%). ORR was a secondary end point. At final analysis, the study had 280% power to detect a 0.70
HR for OS in the total population (1-sided a = 0.825%).

Results: From Aug 2013 to Apr 2015, 1034 pts from 24 countries were randomized: 345 to pembro 2 mg/kg, 346 to
pembro 10 mg/kg, and 343 to docetaxel. Pembro significantly improved OS over docetaxel for TPS 250% and 21%
(Table). Pembro significantly improved PFS for TPS 250% and numerically improved PFS for TPS 21% (Table). ORR
was significantly higher with pembro for TPS 250% (30.2% at 2 mg/kg vs 29.1% at 10 mg/kg vs 7.9% with docetaxel, P <
0.0001 for both doses) and 21% (18.0% vs 18.5% vs 9.3%, P < 0.0005 for both doses). Pembro was associated

with fewer grade 3-5 drug-related AEs (12.7% at 2 mg/kg vs 16.0% at 10 mg/kg vs 35.3% with docetaxel). Drugrelated
deaths occurred in 0.9%, 0.9%, and 1.6% of patients.
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Conclusions: Pembro 2 and 10 mg/kg Q3W significantly prolonged OS compared with docetaxel and showed a
favorable benefit-to-risk profile in PD-L1+ advanced NSCLC after progression on platinum-based therapy.

Clinical trial identification: ClinicalTrials.gov identifier: NCT01905657; EudraCT number 2012-004391-19.
Keyword: docetaxel, immunotherapy, PD-L1, pembrolizumab
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