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Risk of recurrence in patients with HR+ early-BC treated with adjuvant ET
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Pan H, et al. N Engl J Med. 2017;377:1836-1846
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Real world clinical outcomes in stage II and III HR+/HER2- EBC after initiation of ET  

• Retrospective analysis of ConcertAI’sde-identified electronic medical records dataset among 

pts treated at US academic and community oncology clinics from January 1, 1995 to April 30, 

2021

• Stage II BC was 4x’ as common as stage III and had a 41% risk of invasive disease recurrence 

within 10 years of starting adjuvant ET

Population
2-Year Event 

Risk (95% CI), %

3-Year Event Risk 

(95% CI), %

5-Year Event Risk 

(95% CI), %

10-Year Event 

Risk (95% CI), %

Overall

(N = 3133)
11.1 (10.1-12.3) 16.3 (15.0-17.7) 26.1 (24.5-27.9) 45.0 (42.7-47.3)

Stage II 

(n = 2535)
9.4 (8.3-10.7) 13.8 (12.4-15.2) 22.7 (21.0-24.6) 40.5 (38.0-43.1)

Stage III 

(n = 598)
18.4 (15.5-21.8) 27.1 (23.6-31.0) 40.4 (36.2-44.9) 62.9 (57.9-67.9)

O’Shaughnessy et al, SABCS 2022



Ribociclib and endocrine therapy as adjuvant treatment in patients with HR+/HER2− early breast cancer: primary results from the Phase III NATALEE trial





Baseline characteristics



NATALEE: Ribociclib achieved highly significant iDFS benefit (median follow-up 27.7 months)



NATALEE: Ribociclib at 400-mg dose was safe and well tolerated<br /><br />

Harbeck N  ASCO 2023, discussant 
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Comparison of NATALEE and monarchE Populations

AJCC 

Anatomical 

Staging1

TN (M0) NATALEE2 monarchE3

Stage IIA T0N1 Only if grade 3 or Ki-67 ≥20% 

T1N1 Only if grade 3 or Ki-67 ≥20% 

T2N0 Only if G3; or G2 with Ki-67 ≥20% or high genomic riska

Stage IIB T2N1 Only if grade 3 or Ki-67 ≥20%

T3N0

Stage IIIA T0N2

T1N2

T2N2

T3N1

T3N2

Stage IIIB T4N0

T4N1
Only if tumor size ≥5 cm or

grade 3 or Ki-67 ≥20%

T4N2

Stage IIIC Any TN3 

N0 not allowed in monarchE

NATALEE allowed: 

• Any N1, N2, N3

• N0: T2 [(G2 + high genomic risk or Ki-67≥ 20%) or G3)], T3, T4

monarchE allowed: 

• Any N2, N3

• N1 only if G3 or tumor size ≥ 5cm or Ki-67≥20% 

. 

Slamon D, et al. ASCO 2023. LBA500; Harbeck N, et al. Ann Oncol. 2021;32:1571-1581. 

a High risk as determined by Oncotype DX/Prosigna/MammaPrint/EndoPredict
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• No chemotherapy: 12 trials (3,934 women) 

• Chemotherapy given prior to randomisation 

(3 trials)

• Post-randomisation chemotherapy (14 trials: 

7,786)
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3-year invasive disease-free survival (iDFS) of the strategy-based, randomized phase II PHERGain trial evaluating chemotherapy (CT) de-escalation in human epidermal growth 

factor receptor 2-positive (HER2[+]) early breast cancer (EBC)



• De-escalation phase II study with a response-adapted strategy

• Patient charact.:  76.8% stage II; 51% cN0; ER+ 67.4%

Javier Cortés, ASCO 2023 #LBA506



pCR in PET responders (primary endpoint)

Pérez-García, Lancet Oncol 2021; Javier Cortés, ASCO 2023 #LBA506

PHERGain



pCR in PET responders (primary endpoint) 3-years iDFS in group B N=267 (co-primary

endpoint) 

3-years iDFS without chemo in PET responders with pCR n=86 
(subgroup analysis)

Pérez-García, Lancet Oncol 2021; Javier Cortés, ASCO 2023 #LBA506

PHERGain



Nine weeks versus one-year trastuzumab for early HER2+ breast cancer: 10-year update of the Short-HER phase III randomised trial

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Conte P et al, Ann Oncol 2018 ;Pierfranco Conte, ASCO 2023 #637

• 5y DFS: Long Arm 87.5%; Short Arm 85.4%; 

HR 1.15 (90% CI 0.91-1.46) → Non-inferiority 

cannot be claimed

• Significant lower cardiac toxicity for the short 

treatment HR 0.32 (95% CI 0.21-0.50; 

p<0.0001)

ShortHER



Conte P et al, Ann Oncol 2018 ;Pierfranco Conte, ASCO 2023 #637

• 10-year DFS and OS 

• Final OS (co-primary endpoint) with 

a median FU of 9y

ShortHER



Pierfranco Conte, ASCO 2023 #637

ShortHER



Prognosis and Treatment Outcomes for Patients with Stage IA Triple-negative Breast Cancer: <br />A Population-based Study



Population based study stage I TNBC

Paolo Tarantino, ASCO 2023

• N 8,601

• Women with Stage I TNBC 

from SEER

• Diagnosed 2010-2019

• 1ry Obj: BC specific

survival

• 2ry Obj: trends & use of 

chemo over the time

The use of chemo significantly increased over time for pts with T1b and T1c TNBC 



Paolo Tarantino, ASCO 2023

Population based study stage I TNBC



Conclusions in ER +/HER2- EBC

• NATALEE has reached its primary end point, and supports RIB + NSAI as a new treatment

of choice in stage II-III ER+/HER2- EBC, including pts with node-negative disease ( 8%

grade ≥3 liver-related AEs, and only 20% of pts have already completed 3y RIB)

• In MonarchE, pts ≥65y derive similar benefit (iDFS, DRFS) from adjuvant abema + ET,

and showed similar AEs rate, although dose reductions and treatment discontinuations

were higher in this group of pts

• Ovarian ablation/suppression Oxford meta-analysis: recurrence and survival benefit in

women who received no prior chemotherapy, or who received chemo and remained

premenopausal after it. Larger benefit in patients ≤ 45y, and in women who received no

tamoxifen



Conclusions in HER2-positive/TN  EBC

• The PHERGain study also mets the second primary endpoint with a 3yiDFS of 95.4%

in pts in group B. Among CT-free pts, 3y iDFS was 98.8%. This approach identifies

∽1/3 of pts who could safely omit CT

• In ShortHER: 10y DFS and OS of long vs short duration of adjuvant trastuzumab are

similar. However, pts with 4+ nodes and stage III have better DFS and OS with 1-year

• Population-based study in stage I TNBC: chemo significantly improved BCSS in pts

with TNBC, but not for pts with T1b TNBC



Muchas gracias por vuestra atención!

Institut Català d’Oncologia (ICO) Hospital Universitari de Bellvitge (HUB)

spernas@iconcologia.net
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