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Studies

1.1 First line, stage IB-1IIA NSCLC: ADAURA

1.2 First line, EGFR vaccine, stage IV NSCLC: BV-NSCLC-002
1.3 Non-small cell lung carcinoma: DIV-SCLC-301

1.4 First line, stage 1lIB-IV NSCLC: R2810-1624

1.5 First line, advanced or metastatic stage: R2810-16113

. Lung Cancer

. Advanced or metastatic adenocarcinoma of the stomach or

gastroesophageal junction

2.1 First line, HER2 +ve: Immugene

. Recurrent/metastatic head and neck squamous cell carcinoma

3.1 Second line: BI1200.161
3.2 Adjuvant, locally advanced stage: IMVoke

. Breast cancer

4.1 Advanced stage: compLEEment
4.2 First/second line, advanced triple negative: CLAG525B2101

. Stage IlIC-IV, unresectable or metastatic melanoma

5.1 BRAF +ve: CPDR001F2301

. Unresectable hepatocellular carcinoma

6.1 Advanced stage: HIMALAYA

. Lung, melanoma, skin squamous cell carcinoma

7.1 Advanced stage: CK-301-101



1.

Lung Cancer
1.1 First line, stage IB-11IA NSCLC: ADAURA

olAsunas (Eng): A Double-blind, Randomized, Placebo-Controlled Multicentre
Study to Assess the Efficacy and Safety of AZD9291 versus Placebo in Patients
with Epidermal Growth Factor Receptor Mutation Positive Stage IB-11IA Non-
small Cell Lung Carcinoma, following Complete Tumour Resection With or
Without Adjuvant Chemotherapy

golasuns(Ine): MisAinuINwAaUns:o:N 3 uudu  Undavoyanidosniu
AOUAURDBEInaannAtUNISluAugdYuranang  Iweds:iduds:answana:ndu
UaennuvaunisSnumogenioiisna 9291 1USsuiRsunugrkaon TugUoslsau:iSy
Jonslnnlulgisadvuimadn s:u: IB-IA na:iwanisnalgwusvodlowinosuoa
InsniwAinasiduuon  KasnlnsSuNsusinu:ISyagwauysnd  Inalasunsalila
SuinduUAIduNsSNyISoU

Status: UnSuyUouninsoulnsunisinouidnuigu 2561

Target Total screened Randomized subject (%) Screening failure (%)

6 11 5 (45.5) 6 (54.5)

a31 Recruitment rate 15:311) 2561 la39n13 ADAURA

ADAURA —4—Targrt

—M— Actual (cumulative)

¢ ¢ ¢ ¢ ¢ ¢

—

No.of randomize subject
o = N W B U o -
[ ]

Dec-17 Jan-18 Feb-18 Mar-18 Apr-18 May-18

Recruitment time

nan: www.clinicaltrial.gov
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1.2 Non-small Cell Lung Carcinorma, Stage IV Biomarker Positive,
Wild Type EGF-R NSCLC: BV-NSCLC-002

'ﬂa[nsams(Eng): A Phase lll, open-label, multicentre, randomised trial to
establish safety and efficacy of an EGF cancer vaccine in inoperable, stage
IV biomarker positive, wild type EGF-R NSCLC patients eligible to receive
standard treatment and supportive care

#olnsunas(Ine): nsAnudvelus:o: A3 ||uuaun|Um|vaauamssnm mluums
Tunuuoounmuum|waaswﬂo1uUaomnsua Us:answavevdngulouiuu=iSun
iDulowinasuoalnssiwAinos (EGF) Tuwdoamduu ISulonstnlulgisadvurmdn
(NSCLO), Tumosuvau|awmasuoaInSS||V\/n|mos (EGF-R) muwusmmunuuauon
AoroUTBEEoNWS:: 4 Bullianursnundnlna:iAruaUTRIKUI: aulunisléisunns
Snuwnsgunaznispiasnuuuds:Auds:nog

Status: UnSuyJouiinsoulnsunisinounanu 2561

Target

Total screened

Randomized subject (%)

Screening failure (%)

20

40

9 (22.5)

31 (77.5)

agﬂ Recruitment rate 152311 2561 l@39n13 BV-NSCLC-002

25

BV-NSCLC-002

s Target

el Actual (cumulative)

20

15

10

No. of randomize subject

Jan-18

Feb-18  Mar-18

Apr-18 May-18 Jun-18 Jul-18

Recruitment time

Aug-18 Sep-18  Oect-18

nan: www.clinicaltrial.gov




1.3 Non-small Cell Lung Carcinorma: DIV-SCLC-301

'z'ia[ns\ln'ls(Eng): A Two-Part, Open-Label, Randomized, Phase II/lll Study of
Dinutuximab and Irinotecan versus Irinotecan for Second Line Treatment of
Subjects with Relapsed or Refractory Small Cell Lung Cancer

Bolasunas(Ine): n1sAnudFus:o:n 2/3 nuaiduagovdou nuudu IWniwevoyans
SnuvevuIAUNBIVUNA: U'ﬂasIununu|Usau|naunumlas[ununuaﬁhsumssnm
drauRgodluonanainsisauziSilonstinsadvunidninauidudniolunouduoy

MoN1SSNUN

Status: UnSuyJouiinsoulnsunisinounanu 2561

Target

Total screened

Randomized subject (%) | Screening failure (%)

4

3 (75.0)

1 (25.0)

a71l Recruitment rate 1523911 2561 la53n15 DIV-SCLC-301

3.5

DIV-SCLC-301

—4§— Target

== Actual (cumulative)

2.5

»

L 4

»
L
»
»

1.5

No. of randomize subject

. =

Jan-13

Feb-18

Mar-13 Apr-13 May-18  Jun-13

Recruitment time

Jul-18  Aug-18 Sep-18 Oct-13

Nan: www._clinicaltrial.gov
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1.4 1% line, advanced or metastatic non-small cell lung cancer,
PDL1 > 50%: R2810-1624

'z'i'al'ns\m‘ls(Eng): Aglobal, randomized, phase 3, open-label study of REGN2810
(anti-PD-1 antibody) versus platinum based chemotherapy in first line treatment
of patients with advanced or metastatic PD-1 + non-small cell lung cancer

Bolasunis(Ine): MsAnuddus:o:A 3 uuguRsItUNISAaTanIazuUTAILE
N1sSNYVoJeN REGN2810 lounuaimofiu PD-1 IUSeuINgunuindununnogen
naunwantulunissnuidusunsnvedgUosniduuziISulonstnlulgisadiansainns
nanyoanvay PD-L1 fus:gzanaiunos:g:1wsns:91g

Status: Maviunsuydouninsoulnsinis

Target Total screened Randomized subject (%) Screening failure (%)
10 13 5 (38.5) 8 (61.5)

31 Recruitment rate 1/5:911l 2561 las9n15 R2810-1624

e TArg e
R2810-1624
e Actual {cumulative)

12
E- 10 * + + + + * * + + * +
7 s
=
k-
g &
‘3 o, o, on; ., o, *
§ 4
5
o
Z 7 = m:

n I I i i I I i i i I i

Jan-18 Feb-1& Mar-18 Apr-18 May-18 Jun-1§ Jul-18  Auwg-18 Sep-18 Oct-18 Nov-18 Dec-18

Recruitment time

|
1a11: www.clinicaltrial.gov




1.5 1% line, advanced or metastatic non-small cell lung cancer,
PDL1<50%: R2810-16113

BolAasun1s(Eng): Randomized, phase 3, open-label study of combinations of
REGN2810 (ANTI-PD-1 Antibody), ipilimumab (ANTI-CTLA-4 Antibody), and
platinum based doublet chemotherapy in first line treatment of patients with
advanced or metastatic non-small cell lung cancer with tumors expressing PD-

L1 <50%

golasunas(Ine): nisAnundves:u:N 3 nuudu UAIWeToYaNISSNUIVOIUNgnNS
WaUS:HIWE101$3318U2810 (IDUAUDARDAUWA-1) 81BWAYIUU (IDUAUDAKD
puBhealo-4) lazgAbunianduwatntuaavstnlneldidunissnundiaunsniu
wUosu:1Sulonstinnlulsisadvunnidn (NSCLC) Tus:e:ananundos:o:Iwsns:91e

Bursadu=ISudnisIanJoanvadwi- loal Usanonsosa: 50

Status: mMaviunSuydouninsoulnsinis

Target

Total screened

Randomized subject (%)

Screening failure (%)

10

.1

1 (100.0)

0 (0.0)

A1 Recruitment rate 1/5:911] 2561 la59n15 R2810-16113

12

10

No.of randomized subject
(=]

R2810-16113 —4—Target
—m— Actual ([cumulative)
. . . . .
____'__.-—'--_-. " " .
-
Aug-18 Sep-13 Oct-18 Mov-18 Dec-18

Recruitment time

d
137: www.clinicaltrial.gov
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2.

Advanced or metastatic adenocarcinoma of the stomach
or gastroesophageal junction

2.1 First line, HER2 +ve: Immugene

't'fa[nsan'ls(Eng): A Phase 1b/2 Open-label study of IMU-131 HER2/neu
Peptide Vaccine Plus Cisplatin and either 5-Fluorouracil or Capecitabine
Chemotherapy in Patients with HER2/neu Overexpressing Metastatic or
Advanced Adenocarcinoma of the Stomach or Gastroesophageal Junction

golasunas(Ing): n1sAnuIdVus:o:N 1b/2 IUUIUAIWETOYaNISSNYIVaINISIKIA
Buidding IMU-131 voomosuwosnsounumlnumumsawa'muua 5- WaooIsasq
zsahsom|anzim'luuoa'mimom\mu\ﬂuuu:)uu 15UNS:1IW1:011M1SKHSoU:ISIUSIonU
SOUMDSNINHADNDINISAUNS:IWIDINISS=Y:IWSNS:IUKSOS:U:anaunius=Au
NISIEMIDONVOIAISUITDST (HER2/NEU) unnnddnm

Status: UnSugJouiinsoulasunisinounannuy 2561

Target Total screened Randomized subject (%) Screening failure (%)
2 16 2(12.5) 14 (87.5)
A31l Recruitment rate dy=911 2561 lasans Immugene
—p— Target
Immugene
—gr— Actual (cumulative)
2.5
E:
3 2 4 4 4 4 /- u u u u N
n
N 15
£ /
3
s 1 [] o
-
° os
o
z

[ [
Jan-18 Feb-18 Mar-18 Apr-18 May-18 Jun-18 Jul-18 Aug-18 Sep-18 Oct-18

Recruitment time

fiwn: www.clinicaltrial.gov




3.

Recurrent/metastatic head and neck squamous cell carcinoma

3.1 Second line, recurrent/metastatic head
and neck squamous cell carcinoma: BI1200.161

Bolasun1s(Eng): A randomized, open-label phase lll study to evaluate the
efficacy and safety of oral afatinib (BIBW 2992) versus intravenous methotrexate
in patients with recurrent and/or metastatic head and neck squamous cell
carcinoma who have progressed after platinum-based therapy

#olasanas(Ine): n1sAnunsdus:u:n 3 uuay iUniwetoya IWoUs:1TuUs: answa
la:pdudasnnuvevgto:wantusuAsuUs:n1u |UseJU|nuunum|uIS|nsn|zsnn
Inmanaommammiuudoamduu ISuAsuY:=Na: mnovumanoauamaannamUuzﬂ
a:/nSonwsns: eBiinsANTUTUVedlsAraIINASUNISUNTASNUGouEAD
||wamUU|LJuwumu

Status: UnSuwJouiinsoulnsinisinouunsiay 2561

Target Total screened Randomized subject (%) Screening failure (%)

12 13 11 (84.6) 2 (15.4)

a1l Recruitment rate 1/5:311) 2561 lasan15 BI1200.161

g Target
BI11200.161
B _ Actual (cumulative)
15
-
Sz
] | |
T 9
&
§ . W
- 6
=
(1
£
-
Q9 3
o
Z
u ]
Dec-17 Recruitment time Jan-13

wn: www.clinicaltrial.gov
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3.2 Adjuvant, Locally advanced stage: IMVoke

't';al'ns\lms(Eng): A Phase lll, Multicenter, Randomized, Double-blind, Placebo-
controlled Study of Atezolizumab (ANTIPD-L1 ANTIBODY) as Adjuvant Therapy
after Definitive Local Therapy in Patients with High-risk Locally Advanced
Squamous Cell Carcinoma of the Head and Neck

#olasunas(Ine): MsAnuN3Fos:u:A 3 uudu UnUaveyanuaodsinu Aidunisiu
HaNgAUEIYY AUAURDYUMaONVaNeI9:NTBaLILY (IIDUR-WA-IIDA 1 IDURUDR)
AldumsSnuasunasmssnuawI:NIveliriavin TugUoslsau:ISuusionudsy:
lazannaslinisadanoiaiuuanauiawi:nNndgnUIdeIgInlsnv:nauuidusn

Status: Maviunsuydouninsoulnsinis

Target Total screened Randomized subject (%) Screening failure (%)

4 13 3 (23.1) 10 (76.9)

#31) Recruitment rate 1/523911) 2561 la59n15 IMVoke

—p—Target
IMVoke
—.—Actual (cumulative)

4 1 4 14 14 14 14 >

No.of randomized subject
[
n o
|
L

Jul-18 Aug-138 Sep-13 Oct-18 Nov-13 Dec-18

Recruitment time

nan: www.clinicaltrial.gov




4,

Breast cancer

4.1 Advanced stage: compLEEment

'z'i’aIns\lms(Eng): COMPLEEMENT-1: An open-label, multicenter, Phase lllb

study to assess the safety and efficacy of ribociclib (LEEQ11) in combination
with letrozole for the treatment of men and pre/postmenopausal women with
hormone receptor-positive (HR+) HER2-negative (HER2-) advanced breast
cancer (aBC) with no prior hormonal therapy for advanced disease

uaIns\lms([nu) pauwaIduri-1: N1sANW139es:9: 30 TuunUaAnsSnun influwn
an10u iweUs:idunoulasnfeiia:Us:answavedunslugnau (||oaooo11) nThsou
numlaInssza dnSunmsSnunygUousne a=gdountyunau/nasnunus:9nau n
10ulsAu=ISuIfNuUUS:9: anmuuummosuaas[uwUuwauon (HR+) 1a:795u150s2
iJuwaau (HER2-) zs\ﬂumulﬂmssnmmouaasmumhsuIsns:s:anaﬂuUmriau

Status: UnSugJouiinsoulnsunisinouunsinu 2561

Target Total screened Randomized subject (%) Screening failure (%)

6 5 5 (100.0) 0 (0.0)

@71l Recruitment rate 1l52917) 2561 lassns compLEEment

=g Target

compLEEment ]
—gg— Actual (cumulative)

4 "
_

No.of randomize subject
w

Oct-17 Nov-17 Dec-17 Jan-18

Recruitment time

Nan: www.clinicaltrial.gov
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4.2 First/second line, advanced triple negative: CLAG525B2101

olAsun1s(Eng): A phase Il, open-label, Randomized, Three-arm, Multicenter
Study of LAG525 Given in Combination with Spartalizumab (PDR001), or with
Spartalizumab and Carboplatin, or with Carboplatin, as Fiest or Second Line
Therapy in Patients with Advanced Triple-Negative Breast Cancer

#olasunas(Ine): NSANUISVYS:o: Adou nuuludntdanissnun Un1sdu U 3 Nau
nnasy mMiuwnaniuu WoAnueIoalod 525nThsounumaUﬁsmazsuuu (wm
913001) hsasounumamsnwazsuuuua asluwaniu niasounuennsluwaniu
|uaizslUumssnmaqmu||snhsaa'1munaa\ﬂquoaIsau ISuFuUBTANSUUa Iuniw
(Triple-negative) s:u=ananuy

Status: Nnaviunsugdouiinsoulasinis

Target Total screened Randomized subject (%) Screening failure (%)

2 0 0 (0.0) 0 (0.0)

a31l Recruitment rate 152317 2561 lasyn5 CLAG525B2101

—§— Target
CLAGS525B2101
el ACtual (Cumulative)

2.5
H
F 2 < o
S
n
8
E 15
o
=
f =4
&
-O- 1
[
=z

0.5

0 » - 7 i
Nov-18  pecruitment time Dec-18

fan: www.clinicaltrial.gov



5.

Stage IlIC-1V, unresectable or metastatic melanoma

5.1 1st line, unresectable/metastatic melanoma,
BRAFV600 mutant: CPDR001F2301

golasun1s(Eng): A randomized, double-blind, placebo-controlled, phase
lll study comparing the combination of PDR001, dabrafenib and trametinib
versus placebo, dabrafenib and trametinib in previously untreated patients with
unresectable or metastatic BRAF V600 mutant melanoma

Bolasunis(Ing): MsFAnuddus=o:n 3 IUUAL UnUanssnunudedthe Tneidindu
pouAUiuNsTBoWReNsS001 sounuenusTWUUIa:eNsIuNUU 1IUSBUINgunuNs
[Bonaon sounuemustWauna:zensuuntu  TuddoslsAu:ISvwontuniuausn

SnulRcrosnisuAnUINeu KSalus:a:Iwsns:91niiN1snatgwusveuusw 3600

Status: UnSuwJouiinsoulnsinisinoudnuigu 2561

Recruitment time

Target Total screened Randomized subject (%) Screening failure (%)
2 8 1(12.5) 7 (87.5)
a1l Recruitment rate 1/52311] 2561 la59n15 CPDR001F3201
i T gL
CPDRO001F2301 === Actual (cumulative)
25
329 < < o < *
ey
3
n
T 15
I
E
o
1w - - - - =
g
K
2os
u 1 1 1 1 J
Jan-18 Feb-18 Mar-138 Apr-18 May-18 Jun-13

nan: www.clinicaltrial.gov
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6. Unresectable hepatocellular carcinoma
6.1 Advanced stage: HIMALAYA
'z's"al'nsan‘ls(Eng): A Randomized, Open-label, Multi-center Phase Il Study
of Durvalumab and Tremelimumab as First-line Treatment in Patients with
Unresectable Hepatocellular Carcinoma (HIMALAYA)
‘i';qlnsams([na): msAnuszo:A 3 Tunaneanu  Tnedsnisduiaziniuedosn
WorAnuNsidennasongiidu (Durvalumab) la:en3dayiidu (Tremelimumab) Tu
nssnuiduanauisndnsugiUoslsauziSunusinnuaalule

Status: naudasugUouinsoulasunis
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regimen for prevention of chemotherapy-induced
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Background: Co-administration of multiple antiemetics that inhibit several molecular pathways involved in emesis is required
to optimize chemotherapy-induced nausea and vomiting (CINV) control in patients receiving highly emetogenic chemotherapy
(HEC). NEPA, a fixed combination of a highly selective NK; receptor antagonist, netupitant (300 mg), and the pharmacologically
distinct 5-HT3RA, palonosetron (PALO 0.50 mg), has shown superior CINV prevention compared with PALO in cisplatin and
anthracycline/cyclophosphamide-based settings. This study is the first head-to-head comparison of NEPA versus an aprepitant
(APR)/granisetron (GRAN) regimen.

Patients and methods: This randomized, double-blind phase Il study conducted in Asia was designed with the primary
objective to demonstrate non-inferiority of a single oral dose of NEPA compared with a 3-day oral APR/GRAN regimen in
chemotherapy-naive patients receiving cisplatin-based HEC. All patients also received oral dexamethasone (DEX) on days 1-4.
The primary efficacy endpoint was complete response (CR: no emesis/no rescue medication) during the overall (0-120h) phase.
Non-inferiority was defined as a lower 95% Cl greater than the non-inferiority margin set at — 10%. Secondary efficacy
endpoints included no emesis, no rescue medication, and no significant nausea (NSN).

Results: Treatment groups were comparable for the 828 patients analyzed: predominantly male (71%); mean age 54.5 years;
ECOG 0-1 (98%); lung cancer (58%). NEPA demonstrated non-inferiority to APR/GRAN for overall CR [NEPA 73.8% versus APR/
GRAN 72.4%, 95% CI (—4.5%, 7.5%)]. No emesis [NEPA 75.0% versus APR/GRAN 74.0%, 95% C| (—4.8%, 6.9%)] and NSN rates
[NEPA 75.7% versus APR/GRAN 70.4%, 95% CI (—0.6%, 11.4%)] were similar between groups, but significantly more NEPA
patients did not take rescue medication [NEPA 96.6% versus APR/GRAN 93.5%, 95% Cl (0.2%, 6.19%)]. NEPA was well tolerated
with a similar safety profile to APR/GRAN.

©@The Author 2017. Published by Oxford University Press on behalf of the European Society for Medical Oncology.
This is an Open Access article distributed under the terms of the Creative Commons Attribution Non-Commercial License (http://creativecommons.org/licenses/by-nc/4.0/), which permits non-commercial re-use,
distribution, and reproduction in any medium, provided the original work is properly cited. For commerdial re-use, please contact journals.permissions@oup.com
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ABSTRACT

BACKGROUND

Osimertinib is an oral, third-generation, irreversible epidermal growth factor receptor
tyrosine kinase inhibitor (EGFR-TKI) that selectively inhibits both EGFR-TKI-sensitiz-
ing and EGFR T790M resistance mutations. We compared osimertinib with standard
EGFRIKIs in patients with previously untreated, EGFR mutation—positive advanced
non-small-cell lung cancer (NSCLC).

METHODS

In this double-blind, phase 3 trial, we randomly assigned 556 patients with previously
untreated, EGFR mutation—positive (exon 19 deletion or L858R) advanced NSCLC in a
1:1 ratio to receive either osimertinib (at a dose of 80 mg once daily) or a standard
EGFRIKI (gefitinib at a dose of 250 mg once daily or erlotinib at a dose of 150 mg
once daily). The primary end point was investigator-assessed progression-free survival.

RESULTS

The median progression-free survival was significantly longer with osimertinib than
with standard EGFR-TKIs (18.9 months vs. 10.2 months; hazard ratio for disease pro-
gression or death, 0.46; 95% confidence interval [CI], 0.37 to 0.57; P<0.001). The objec-
tive response rate was similar in the two groups: 80% with osimertinib and 76% with
standard EGFR-TKIs (odds ratio, 1.27; 95% CI, 0.85 to 1.90; P=0.24). The median dura-
tion of response was 17.2 months (95% CI, 13.8 to 22.0) with osimertinib versus 8.5
months (95% CI, 7.3 to 9.8) with standard EGFR-TKIs. Data on overall survival were
immature at the interim analysis (25% maturity). The survival rate at 18 months was
83% (95% CI, 78 to 87) with osimertinib and 71% (95% CI, 65 to 76) with standard
EGFRTKIs (hazard ratio for death, 0.63; 95% CI, 0.45 to 0.88; P=0.007 [nonsignificant
in the interim analysis]). Adverse events of grade 3 or higher were less frequent with
osimertinib than with standard EGFR-TKIs (34% vs. 45%).

CONCLUSIONS

Osimertinib showed efficacy superior to that of standard EGFR-TKIs in the first-line
treatment of EGFR mutation—positive advanced NSCLC, with a similar safety profile and
lower rates of serious adverse events. (Funded by AstraZeneca; FLAURA ClinicalTrials
.gov number, NCT02296125.)

N ENGL) MED 378;2 NEJM.ORG JANUARY 11, 2018

The New England Journal of Medicine
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Pembrolizumab plus Chemotherapy
for Squamous Non-Small-Cell Lung Cancer
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ABSTRACT

BACKGROUND
Standard first-line therapy for metastatic, squamous non-small-cell lung cancer
(NSCLC) is platinum-based chemotherapy or pembrolizumab (for patients with pro-
grammed death ligand 1 [PD-L1] expression on >50% of tumor cells). More recently,
pembrolizumab plus chemotherapy was shown to significantly prolong overall sur-
vival among patients with nonsquamous NSCLC.

METHODS

In this double-blind, phase 3 trial, we randomly assigned, in a 1:1 ratio, 559 patients
with untreated metastatic, squamous NSCLC to receive 200 mg of pembrolizumab
or saline placebo for up to 35 cycles; all the patients also received carboplatin and
either paclitaxel or nanoparticle albumin-bound [nab]-paclitaxel for the first 4 cy-
cles. Primary end points were overall survival and progression-free survival.

RESULTS

After a median follow-up of 7.8 months, the median overall survival was 15.9 months
(95% confidence interval [CI], 13.2 to not reached) in the pembrolizumab-combi-
nation group and 11.3 months (95% CI, 9.5 to 14.8) in the placebo-combination
group (hazard ratio for death, 0.64; 95% CI, 0.49 to 0.85; P<0.001). The overall sur-
vival benefit was consistent regardless of the level of PD-L1 expression. The median
progression-free survival was 6.4 months (95% CI, 6.2 to 8.3) in the pembrolizumab-
combination group and 4.8 months (95% CI, 4.3 to 5.7) in the placebo-combination
group (hazard ratio for disease progression or death, 0.56; 95% CI, 0.45 to 0.70;
P<0.001). Adverse events of grade 3 or higher occurred in 69.8% of the patients in
the pembrolizumab-combination group and in 68.2% of the patients in the placebo-
combination group. Discontinuation of treatment because of adverse events was more
frequent in the pembrolizumab-combination group than in the placebo-combination
group (13.3% vs. 6.4%).

CONCLUSIONS

In patients with previously untreated metastatic, squamous NSCLC, the addition of
pembrolizumab to chemotherapy with carboplatin plus paclitaxel or nab-paclitaxel
resulted in significantly longer overall survival and progression-free survival than che-
motherapy alone. (Funded by Merck Sharp & Dohme; KEYNOTE-407 ClinicalTrials.gov
number, NCT02775435.)

N ENGL ) MED 379;21 NEJM.ORG NOVEMBER 22, 2018

The New England Journal of Medicine
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