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New standardised features 



New standardised features 

Personalised medicine synopsis table for metastatic NSCLC 

Biomarker Method Use LOE, 
GOR 

EGFR mutation Any appropriate validated method, subject to 
external quality assurance.  

Used to select patients for 
EGFR TKI therapy, identifying 
those, with sensitizing 
mutations, most likely to 
respond 

V, A 

ALK gene 
rearrangement 

Any appropriate validated method, subject to 
external quality assurance. Standard approach has 
been FISH, or less often, multiplex PCR or RT-PCR. 
Certain IHC approaches may be used as a 
substitute primary test. IHC may also be used to 
screen patients, positive cases confirmed by an 
orthogonal method (FISH, PCR) 

Used to select patients for 
ALK tyrosine kinase inhibitor 
therapy, identifying those, 
with a positive test, most 
likely to respond 

V, A 



Factors taken into account for ESMO-MCBS 

Presented By Lowell Schnipper at 2016 ASCO Annual Meeting 



ESMO-MCBS substantial improvements<br /> 

Presented By Lowell Schnipper at 2016 ASCO Annual Meeting 



                      NON CURATIVE OS 



ESMO-MCBS – inclusion of scores in Guidelines 
Metastatic NSCLC (continued) 

 
 

 

 

 

 

 

 

 

 
 

 

 
 

aEMA approvals in 2016 to end August 2016. bESMO-MCBS version 1.0 [181], cEMA approval, October 2015 
dCo-primary end points (overall survival and progression-free survival both in the total population and in patients with PD-L1 expression on at least 50% of tumour cells) 

 

Therapy Disease 
setting 

Trial Control Absolute survival 
gain 

HR 
(95% CI) 

QoL/ 
toxicity 

MCBS 
scoreb 

Nivolumab Advance
d 

Nivolumab versus docetaxel 
in advanced squamous-cell 
NSCLC [98] 
  
Phase III 
  
NCT01642004 

Docetaxel in patients with 
advanced SCC who have 
disease progression during 
or after 1st-line 
chemotherapy. Control OS 6 
months 

OS gain: 3.2 
months.  
2-year survival gain 
15%  

OS: HR for 
death 0.59 
(0.44-0.79) 

Improved 
toxicity 
profile 

5 
(Form 2a)c 

Nivolumab Advance
d 

Nivolumab versus docetaxel 
in advanced non-squamous 
NSCLC [104]  
 Phase III 
 NCT01673867 

Docetaxel in patients with 
NSCC who progressed 
during or after platinum-
based doublet 
chemotherapy. Control OS 
9.4 months 

OS gain: 2.8 
months. 2-year 
survival gain 16% 

OS: HR for 
death 
 0.73 (0.59-
0.89) 

Improved 
toxicity 
profile 

5  
(Form 2a) 

Pembrolizuma
b 

Advance
d 

Pembrolizumab vs 
docetaxel for previously 
treated, PD-L1-positive, 
advanced NSCLC (KEYNOTE-
010): a randomised 
controlled trial [96] 
 Phase III 
 NCT01905657 

Docetaxel in patients with 
previously treated, 
PD-L1-positive, advanced 
NSCLC.  
Control OS 8.5 months 

In PD-L1 >1%:d  
OS gain: 1.9 months 
 In PD- L1 >50%:d  
OS gain: 6.7 months 
  

In PD-L1 
>1%:d  
OS: HR for 
death 0.71 
(0.58–0.88) 
 In PD-L1 
>50%:d  
OS: HR for 
death 0.54 
(0.38–0.77) 

Improved 
toxicity 
profile 

In PD-L1 
>1%: 3 
(Form 2a) 
 In PD-L1 
>50%: 5 
(Form 2a) 
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Lung & Chest Tumours 
Gynaecological Malignancies 
Breast cancer 
Upper GI Cancer 
Lower GI Cancer 

Urogenital Cancer 
Lymphomas 
Leukaemias & Myeloma NEW 

 Supportive Care 



Interactive Guidelines App 

 Existing sections (to be updated): 

 Lung & Chest tumours 

 Urogenital Cancers 

 Upper GI 

 Lower GI 

 New sections (to be added): 

 Lymphoma 

 Supportive care 


