
Real-World Survival Outcomes in Patients With HR+/HER2− Early Breast Cancer Meeting MonarchE and NATALEE Criteria: Analysis From a Brazilian cohort.
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Figure 2: Disease-Free Survival by Subgroups

Figure 3: Overall Survival by Subgroups

Table 2:  36 and 60 months DFS and OS by subgroup

Table 1: Subgroups baseline caracteristics

Table 3: Multivariable analysis of NATALEE-only subgroup
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While adjuvant CDK4/6 inhibitors improve outcomes in
selected patients with high-risk HR+/HER2− early breast
cancer (BC), real-world evidence from Latin America
remains limited. We aimed to evaluate clinical
characteristics and survival outcomes of patients treated in
a private oncology facility in Brazil, stratified by eligibility
for MonarchE and NATALEE criteria.

We analyzed a real-world cohort of patients with
HR+/HER2− BC at stages I–III, treated at Americas
Oncologia, a private oncology facility, in Rio de Janeiro and
São Paulo between 2012 and 2024. Patients who received
adjuvant abemaciclib were excluded from the analysis.
CDK4/6 eligibility was defined using clinical-pathological
criteria from the MonarchE and NATALEE trials (excluding
Ki-67 due to missing data). Survival analyses were
conducted using Kaplan-Meier and Cox models for overall
survival (OS) and disease-free survival (DFS), stratified by
MonarchE-eligible, NATALEE-eligible, NATALEE-only
(eligible for NATALEE but not MonarchE), and non-eligible
subgroups.

A significant number of patients with HR+/HER2− early
BC treated in Brazilian private practice qualify for
adjuvant CDK4/6 inhibitors, particularly under the
broader NATALEE criteria. Both groups from the
MonarchE and NATALEE trials showed worse OS
compared to patients who were not eligible for these
treatments. OS remained similar in the NATALEE-only
group, whereas DFS differed significantly, driven by
worse outcomes in T3/4 tumors.
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Figure 1: Among the 2,609
patients analyzed, 18% met

the MonarchE eligibility
criteria, 56% met the NATALEE

eligibility criteria, and 44%
were non-eligible. The

NATALEE-only subgroup
accounted for 38% of the

cohort. 
Figure 2 and 3: After a median follow-up period of 37
months, DFS analyses indicated that both MonarchE and
NATALEE eligibility were associated with a higher risk of

.

Table 1: Most patients had stage I or II disease (84%), and 64%
underwent breast-conserving surgery. 89% and 77% in the
MonarchE and NATALEE group respectivelly received
chemotherapy. Only a small proportion of patients underwent
ovarian function suppression.

Table 3: Subgroup analysis of the 999 patients in the
NATALEE-only group highlights the importance of T
stage as a prognostic factor for DFS.

recurrence compared to non-eligible patients (HR 2.31
[1.67–3.18] and HR 2.23 [1.49–3.34], respectively; both
p < 0.001). In the NATALEE-only subgroup, the
recurrence risk was also significantly elevated (HR 1.34
[1.04–1.73]; p = 0.023). Both MonarchE and NATALEE-
eligible patients showed worse OS compared to non-
eligible patients (HR 2.45 [1.71–3.52], p < 0.001; and HR
2.91 [1.87–4.54], p < 0.001, respectively). In the
NATALEE-only subgroup, OS was numerically lower, but
the difference did not reach statistical significance (HR
1.18 [0.84–1.67]; p = 0.341). 36 and 60 months DFS and
OS by subgroup are described in Table 2.

Methods and Materials

Figure 1: Eligibility overview for MonarchE and NATALEE 


