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 Participant must be greater than equal to (>=) 18 
years old, must be able to understand the study 
procedures, and agrees to participate in the study by 
providing written informed consent which includes 
compliance with the requirements and restrictions 
listed in the informed consent form (ICF) and in this 
protocol. 

 Participant has histologically- or cytologically-
confirmed metastatic non-squamous NSCLC with 
documented absence of a sensitizing EGFR, ALK, 
ROS-1, or BRAFV600E mutation or other genomic 
aberration for which an approved targeted therapy is 
available. Mixed tumors will be categorized by the 
predominant cell type; if the tumor has 
predominantly squamous cell histology or if small 
cell elements are present, the participant is ineligible. 

 Participants must have measurable disease, that is 
(i.e.) presenting with at least 1 measurable lesion per 
RECIST v1.1 as determined by the local site 
Investigator/radiology assessment. Target lesions 
situated in a previously irradiated area are 
considered measurable if progression has been 
demonstrated in such lesions and if there are other 
target lesions. If there is only 1 target lesion that was 
previously irradiated, the participant is not eligible. 

 Participant has documented PD L1 status by the 
22C3 pharmDx assay (Agilent/Dako). If no prior PD 
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L1 result is available at the time of Screening, the 
participant can be tested locally using the stated 
method, or central PD L1 testing can be completed. 
Results are needed for stratification and must be 
available prior to randomization. 

 Participant has an ECOG performance status score 
of 0 or 1. 

 Participant has a life expectancy of at least 3 
months. 

 Participant has adequate organ function. 

 Participant has recovered to Grade less than equal 
to (<=)1 from any prior treatment related toxicities at 
the time of randomization. A participant with Grade 2 
alopecia is an exception to this criterion and may 
qualify for this study. 

 Contraceptive use by male and female participants 
should be consistent with local regulations regarding 
the methods of contraception for those participating 
in clinical studies. 

 Male participants are eligible to participate if they 
agree to the following during the Treatment Period 
and for at least 150 days after the last dose of study 
treatment: 

 Refrain from donating sperm plus, either: 

 Be abstinent from heterosexual intercourse as their 
preferred and usual lifestyle (abstinent on a long 
term and persistent basis) and agree to remain 
abstinent. 

 Must agree to use contraception/barrier as follows: 

 Agree to use a male condom (and should also be 
advised of the benefit for a female partner to use a 
highly effective method of contraception, as a 
condom may break or leak) when having sexual 
intercourse with a woman of childbearing potential 
(WOCBP) who is not currently pregnant. 

 Agree to use a male condom when engaging in any 
activity that allows for passage of ejaculate to 
another person. 

 A female participant is eligible to participate if she is 
not pregnant or breastfeeding, and 1 of the following 
conditions applies: 

 Is a woman of non childbearing potential 
(WONCBP), 

 Is a WOCBP, using a contraceptive method that is 
highly effective (with a failure rate of <1% per year 
and, preferably, with low user dependency) during 
the Treatment Period and for at least 180 days after 
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the last dose of study treatment and agrees not to 
donate eggs (ova or oocytes) for the purpose of 
reproduction during this period. The Investigator 
should evaluate the potential for contraceptive 
method failure ( for example [e.g.], noncompliance 
and recently initiated) in relationship to the first dose 
of study treatment. 

 A WOCBP must have a negative highly sensitive 
pregnancy test (urine or serum, as required by local 
guidelines) within 72 hours before the first dose of 
study treatment. If a urine test cannot be confirmed 
as negative (eg, an ambiguous result), a serum 
pregnancy test is required. In such cases, the 
participant must be excluded from participation if the 
serum pregnancy result is positive. 

 


