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Agenda
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neoadiuvante nel tumore mammario triplo 
negativo



KEYNOTE 522 – Study DESIGN

No T1a-T1b; No T1cN0; No T4d (inflammatory)



Neoadjuvant chemo 
plus pembrolizumab 

resulted in a 
significantlly and 

clinically meaningful 
increase in pCR of 13,6 

percentage points















Studi retrospettivi di real world sull’efficacia dell’immunoterapia in 
neoadiuvante

Studio Numero pazienti %di pCR

Botticelli A 
(multicentrico TIGER)

121 60

Rached 100 58

Hofherr et al 100 54,5

Wood et al 76 48,4

Krishnan J
(multicentrico)

153 64,7

Deng*
(multicentrico)

63 34,9

Karci E
(multicentrico)

108 63,9

* pembrolizumab orcamrelizumab or anti-PD-L1 antibody 
(atezolizumab) 



Real world data in Hispano-American women (PETRHA) 

• Approximately 10% of the participants in the KEYNOTE- 522 trial were Hispanic or Latino

• Neoadjuvant pembrolizumab was administered 200 mg q3w in 83.7% and 400 mg q6w in 16.3% of patients

• Disparities in access to pembrolizumab therapy were reflected as women with private insurance were more likely to complete pembrolizumab compared to those in 
public or governmental settings. 

• A significantly lower pCR rate among women who did not complete the planned number of pembrolizumab cycles, underscoring the importance of treatment 
adherence
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Real world data of toxicity

Krishnan J Clin breast cancer 2024



High-grade (grade 3-5) irAEs occurred in 30% 
of patients in the study of Rached

66% of irAEs during the neoadjuvant phase 
34% during the  adjuvant phase of treatment

ESMO Real World Data and Digital Oncology 2024





OptimICE-PCR: 
De-Escalation of Therapy in Early-Stage TNBC Patients Who Achieve 
pCR After Neoadjuvant Chemotherapy With Checkpoint Inhibitor 
Therapy



MDA Cancer center and and Lyndon B 
Johnson (233 patients)
• Grade≥ 3 irAE occurred in 26 instances

• The most common irAEs were endocrine (52%) followed by 
gastrointestinal (23%). 

• Grade≥ 3 irAE occurred in 26 instances, with the most common being 
gastrointestinal (13 instances). A fatal irAE occurred in 2 pts where 
both were colitis

• In this real-world diverse population, was identified a similar rate and 
severity of irAEs as reported in the KEYNOTE-522 trial (as in the TIGER 
trial)









La gestione della tossicità correlata al trattamento è fondamentale per 
garantire di completare la terapia pianificata e ottenere risultati ottimali

• L'interruzione precoce della chemioterapia neoadiuvante prima della 
settimana 12 è stata correlata a un tasso di pCR minore 

Krishnan J Clin breast cancer 2024



Agenda

•Dati di efficacia della immunoterapia nella terapia 
neoadiuvante nel tumore mammario triplo 
negativo

 

•Dati di tossicità

•Monitoraggio







36

Cos’è il monitoraggio remote dei pazienti (RPM)?
Monitoraggio remoto attraverso i patient-reported outcomes (PROs)

PROMs ospitati su una piattaforma software per 

collegare i pazienti a distanza con il loro team sanitario, 

dove questo meccanismo viene definito "monitoraggio 

remoto del paziente"

US Department of Health Human Services F.D.A. Center for Drug Evaluation Research, U.S. Department of 
Health Human Services F.D.A. Center for Biologics Evaluation Research, U.S. Department of Health Human 
Services F.D.A. Center for Devices Radiological Health. Guidance for industry: patient-reported outcome 

measures: use in medical product development to support labeling claims: draft guidance. Health Qual Life 
Outcomes 2006; 4: 79-79.

Interfaccia paziente

Interfaccia professionisti sanitari



Virtual Hospital – APP per monitoraggio

Maggiore coinvolgimento
del paziente

Raccolta dati

Monitoraggio continuo

Personalizzazione delle 
cure

Comunicazione efficace Limitazione 
autopresentazioni

Rilevamento precoce di 
eventi avversi

Riduzione messaggi 
email e whatsapp



La nostra esperienza in IEO:

MONITORING

EDUCATION

Cureety è un’applicazione certificata come dispositivo medico di classe II 
(Certificazione CE, ISO 13485:2016, ISO 27001:2017)
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Conclusions

• Long-term toxicities.

• The crucial importance of a close follow-up for the patients 
throughout the entire duration of the treatment with extensive work-
up to ensure an early detection of potentially serious toxicities 

• The importance  of collaborating with immune-toxicity teams. 

The QoL for this population should be carefully evaluated, especially

regarding permanent toxicities.



GRAZIE!!
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