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QUESITO CLINICO 2: 

In pazienti con carcinoma mammario HER2-positivo cT1 cN0 

è raccomandabile trattamento neoadiuvante con chemioterapia e agente anti-

HER2? 

Sintesi delle evidenze e problematiche emerse (dal lavoro di gruppo)



 P= pazienti con carcinoma mammario HER-2 positivo cT1 cN0 

 I= chemioterapia neoadiuvante+anti her2

 C= nessun trattamento neoadiuvante ( chir.+adiuvante+ anti HER2)

 O=IDFS, DDFS, OS, qualità di vita e tossicità



Criteri inclusione

 NOHA trial:T>2cm

 NeoSphere: T >2 cm

 HannaH: breast clinical stage I to IIIC, including inflammatory and 
multicentric/multifocal breast cancer, with tumor size ≥1 cm

 TRYPHAENA: stage II-III

 BERENICE: T>2 cm se N0

 KRISTINE: T>2 cm

 PEONY: T2-3, N0-1, M0 or locally advanced breast cancer (T2-3, 
N2 or N3, M0; T4, any N, M0) and primary tumor larger than 2 cm



Antrhacycline-free regimens: neoadjuvant setting

Van Ramshorst MS Lancet Oncol 2018 Schneeweiss et al Annal Oncol 2013



BrUOG study

clinical stage II-III HER2+ BC 



Apt trial 

10-year recurrence-free interval was 96·3% 

(95% CI 94·3–98·3)

10-year overall survival was 94·3% (95% CI 

91·8–96·8)

10-year breast cancer-specific survival was
98·8% (95% CI 97·6–100).

Tolaney S. at al NEJM 
2015; Lancet 2023
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abstract

PURPOSE To develop guideline recommendations concerning optimal neoadjuvant therapy for breast cancer.

METHODS ASCO convened an Expert Panel to conduct a systematic review of the literature on neoadjuvant

therapy for breast cancer and provide recommended care options.

RESULTS A total of 41 articles met eligibility criteria and form the evidentiary basis for the guideline

recommendations.

RECOMMENDATIONS Patients undergoing neoadjuvant therapy should be managed by a multidisciplinary care

team. Appropriate candidates for neoadjuvant therapy include patients with in ammatory breast cancer and

those in whom residual disease may prompt a change in therapy. Neoadjuvant therapy can also be used to

reduce the extent of local therapy or reduce delays in initiating therapy. Although tumor histology, grade, stage,

and estrogen, progesterone, and human epidermal growth factor receptor 2 (HER2) expression should routinely

be used to guide clinical decisions, there is insuf cient evidence to support the use of other markers or genomic

pro les. Patients with triple-negative breast cancer (TNBC) who have clinically node-positive and/or at least T1c

disease should be offered an anthracycline- and taxane-containing regimen; those with cT1a or cT1bN0 TNBC

should not routinely be offered neoadjuvant therapy. Carboplatin may be offered to patients with TNBC to

increase pathologic complete response. There is currently insuf cient evidence to support adding immune

checkpoint inhibitors to standard chemotherapy. In patients with hormone receptor (HR)-positive (HR-positive),

HER2-negative tumors, neoadjuvant chemotherapy can be used when a treatment decision can be made

without surgical information. Among postmenopausal patients with HR-positive, HER2-negative disease,

hormone therapy can be used to downstage disease. Patients with node-positive or high-risk node-negative,

HER2-positive disease should be offered neoadjuvant therapy in combination with anti-HER2-positive therapy.

Patients with T1aN0 and T1bN0, HER2-positive disease should not be routinely offered neoadjuvant therapy.

Additional information is available at www.asco.org/breast-cancer-guidelines.

J Clin Oncol 39:1485-1505. © 2021 by American Society of Clinical Oncology

INTRODUCTION

Adjuvant or postoperative systemic therapy is the

mainstay of treatment for early-stage breast cancer.

The term neoadjuvant refers to the use of systemic

therapy prior to surgery. Neoadjuvant therapy was

initially used in breast cancer for the treatment of

inoperable, locally advanced disease.1 Subsequently,

the role of neoadjuvant therapy in patients with op-

erable breast cancer has been extensively investi-

gated. Building on the nding that systemic treatment

could render some inoperable patients eligible for

surgery, there was interest in using preoperative

systemic therapy to reduce the extent and morbidity of

curative surgery. Multiple studies of both chemo-

therapy and endocrine therapy have shown that

neoadjuvant treatment can increase the likelihood of

breast-conserving surgery,2-5 establishing neoadjuvant

treatment as a viable option in patients with operable

disease.

Additionally, as the goal of adjuvant treatment is to

eradicate micrometastatic disease and prevent distant

recurrence, there was interest in studying whether

delivering systemic treatment earlier could further

reduce the likelihood of metastatic disease. Two large
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- Registro Dana Farber (dal 2015-2020) n=579

- Registro spagnolo (Barcellona+Valencia) (2012-2021) n=292



Dati solo 
Dana Farber



Dati solo 
Dana Farber





Axillary lymph node dissection





Nodal involvement





Raccomandazione: condizionata a 
sfavore con certezza delle prove molto 

bassa 
NAT in cT1 cN0 non dovrebbe essere presa in considerazione 

come prima opzione 


