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IMMUNOTHERAPY FOR TN METASTATIC BREAST CANCER

• The Past:  an unmet clinical need but, given the biology, a very strong 
candidate for IO clinical investigation

• The Present: lights (and shadows) from RCT

• The Monday Clinic: harmonizing PDL1 assessment

• The Future: exploring new combinations



Luen S et al, Breast 2016; Loi S et al, J Clin Oncol 2013; 

Loi S et al, J Clin Oncol 2019; Dieci MV et al, Eur J Cancer 2020

Mut load across BC subtypes TILs across BC subtypes Prognostic role of TILs in TNBC

Model variables Likelihood ratio χ2 P value

CP +  TILs + PD-L1 vs CP +  TILs 6.50 0.011

CP +  TILs + CD8 vs CP +  TILs 5.89 0.015

CP +  TILs + FOXP3 vs CP +  TILs 3.95 0.047

Prognostic role of additional immune markers in TNBC

RATIONALE FOR IMMUNOTHERAPY IN TNBC



Dieci MV, et al. Ann Oncol. 2014 Bracci L, et al. Cell Death Differ 2014

CT AS A TRIGGER FOR IMMUNE ACTIVATION

Lessons from pivotal trials
Modest activity as monotherapy
PDL1 status matters
Line of therapy matters
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ATEZOLIZUMAB + NabPACLITAXEL AS 1L: IMPASSION 130

Schmid P, NEJM 2018

N=902



IMPASSION 130 STATISTICAL TESTING



IMPASSION 130: PROGRESSION-FREE SURVIVAL

Schmid P, NEJM 2018

ITT population PD-L1 positive subgroup



IMPASSION 130: OVERALL SURVIVAL

Schmid P, NEJM 2018

ITT population PD-L1 positive subgroup



IMPASSION 130: OS IN PDL1+ AT 20 MOS FUP

Emens, ESMO 2020



1LINE ATEZOLIZUMAB + PACLITAXEL: IMPASSION 131 





IMPASSION 131: primary analysis





PEMBROLIZUMAB + CT FOR 1L: KEYNOTE 355



KEYNOTE 355: PATIENT DISPOSITION

Cortes J, et al. ASCO 2020



KEYNOTE 355:PROGRESSION-FREE SURVIVAL

Cortes J, et al. ASCO 2020

CPS score ≥ 10 (38% of patients)
Pre-specified p-value boundary of 0.00411
met

HR 0.65, p=0.0012
HR 0.74, p=0.0014

CPS score ≥ 1 (75% of patients)
Pre-specified p-value boundary of 0.00111
not met

HR 0.74, p=0.0014

ITT population
Statistical significance not tested due to the
pre-specified hierarchical testing strategy

HR 0.82 (95% CI 0.69-0.97) 



PROGRESSION-FREE SURVIVAL IN SUBGROUPS:PD-L1 CPS≥10

Cortes J, et al. ASCO 2020



Cortes J, et al. ASCO 2020



Cortes J, et al. ASCO 2020
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COMPARISON OF PD-L1 IHC ANTIBODIES IN TNBC



IMPASSION 130: PD-L1 STATUS ASSESSMENT
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• Enhancing immune response (ladiratuzumab vedotin, Dectin-1 agonist Imprime
PGG…)

• Broadening the benefit of PARPi


