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Phase II, prospective single-arm study of adjuvant pembrolizumab  in N2 
positive non-small cell lung cancer treated with neoadjuvant concurrent 
chemoradiotherapy  followed by curative resection: Preliminary results.

Study design

Study endpoints

• 1’ Endpoint: Disease free survival (DFS)
• 2’ Endpoints: OS, adverse events (AEs), the correlation between 

PD-L1 expression and the efficacy (DFS, OS)

Key inclusion criterias

• Be within 6 weeks after complete resection after neo-adjuvant 
CCRT

• Have performance status of 0 or 1 on the ECOG PS
• Patients who complete neoadjuvant CCRT regimen
• Be willing to provide tissue from a obtained before neoadjuvant 

CCRT and surgical specimen
• Patients with adequate organ function

Key inclusion criterias

• Every 12 weeks for the 1st year, every 16 weeks for the 2nd year, 
every 6 months for the 3rd year, every year thereafter

Total number of trial subjects: 37 patients
Estimated enrollment period: 15 months
The estimated average length of treatment per patient: 24 months
The expected study periods: 51 months
The final anlyses: When 22 patients experience event (progression 
or death)



Phase II, prospective single-arm study of adjuvant pembrolizumab  in N2 
positive non-small cell lung cancer treated with neoadjuvant concurrent 
chemoradiotherapy  followed by curative resection: Preliminary results.

Current status and survival analyses of study population (n=37)

RESULTS

• Median duration of f/u (range): 11.7 
months (2.9 – 16.8), 12 months DFS rate 
was 66.1%

• 54.1% of patients are still on treatment.

• Median disease-free survival: Not reached

• 11 cases of PD event (EGFR mutation [n=3], 
pN2 [n=9], pN0 [n=2], adenocarcinoma
[n=8])

• Sites of PD: lung (n=2), brain (n=7), lymph 
node (n=2), liver (n=2), bone (n=1).

Expression profile of PD-L1 (22C3) immunohistochemistry (IHC)

Pre-CCRT sample

(n=21)

Surgical sample

(n=27)

PD-L1 ≥ 50% 1 (4.8%) 5 (18.5%)

50 %> PD-L1 ≥ 1% 5 (23.8%) 9 (33.3%)

1% > PD-L1 15 (71.4%) 13 (48.2%)

Samples with paired result N=14

Increased after CCRT 7 (50.0%)

Decreased after CCRT 2 (14.3%)

No change after CCRT 5 (35.7%)
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Adjuvant Chemotherapy +/- Bevacizumab for early stage 
NSCLC: Updated chemotherapy subset analysis
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STRATIFIED:

- Cisplatin Doublet* 

- Stage

- Histology 

- Sex

Arm A: 

Chemotherapy
X 4 cycles*ELIGIBLE: 

Resected 
Stage IB (>/= 4cm)-IIIA Arm B:

Chemotherapy
x 4 cycles* 

+ 
Bevacizumab

x 1 year
*Investigator Choice of 4 chemotherapy regimens:
1501 enrolled 7/07-9/13 
21 day cycles all with Cisplatin given at 75 mg/m2 on day 1 

Cisplatin/Vinorelbine:   30 mg/m2 d 1, 8 (25.0%) ; 83.5 mo f/up

Cisplatin/Docetaxel: 75 mg/m2 d 1 (22.9%) ; 89.9 mo f/up

Cisplatin/Gemcitabine:1200 mg/m2 d1,8 (18.9%) ; 87.8 mo f/up

Cisplatin/Pemetrexed: 500 mg/m2 d 1 (33.2%) ; 71.9 mo f/up

Bevacizumab 15 mg/kg IV q 3 weeks for up to 1 year

Followed for:
Survival/Recurrence
CXR/exam q 3 months x 2y,
q 6 m through year 5, then
annually through year 10

Schema- phase III



Adjuvant Chemotherapy +/- Bevacizumab for early stage 
NSCLC: Updated chemotherapy subset analysis
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OS by Chemo type, Non-Squamous Patients 
(Pooled across arm A+ B (regardless of Bev)

N events
Median 
(mos)

0.95 
lower CI

0.95 
upper 

CI
Log-

rank P

Cis/Doce 202 101 80 66.9 108 0.346

Cis/Gem 134 61 97.8 62.6 NA

Cis/Pem 494 186 98.8 89 NA

Cis/Vin 248 104 92.4 75 NA

OS by Chemo type, Squamous Patients Only 
(Pooled across arm A+ B (+/- Bev)

N events
Median 
(mos)

0.95 
lower CI

0.95 
upper 

CI
Log-

rank P

Cis/Doce 143 61 109 86.2 NA 0.95

Cis/Gem 151 62 98 86.4 NA

Cis/Vin 128 50 119 75.4 NA

DFS and OS by chemotherapy by histology (Pooled regardless of Bev arm)



Adjuvant Chemotherapy +/- Bevacizumab for early stage 
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OS by chemotherapy regimen +/- BEV, by histology

Non-squamous Squamous
Significant positive improvement in DFS + OS with bev added to pemetrexed

Trends of worse outcomes with bev added to docetaxel or vinorelbine

Negative study

HR 1.28, p.217

HR 1.43, p.171 HR 0.65, p.00368

HR 1.11, p.58 HR 1.19, p.506

HR 0.8, p.385

HR 1.22, p.493
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Durvalumab impact in the treatment strategy of stage III Non-Small 
Cell Lung Cancer (NSCLC): an EORTC Young Investigators Lung Cancer 
Group survey

• 96% of cases consider concurrent CHT-RT the best strategy for stage III 
unresectable fit patients

Percentage of concomitant treatment for centre Chemotherapic strategy associated with concomitant radiotherapy

MGiajLevraMD

Beginning of durva after CHT-RT PDL1 expression and treatment strategy Rebiopsy after CHT-RT in case of PD-L1<1%




