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Triple-negative breast cancer (TNBC) is an aggressive
subtype of tumor characterized by early disease
recurrence, with most events occurring within the first
two years after definitive treatment. With the adoption
of the KEYNOTE-522 regimen—pembrolizumab (P)
added to neoadjuvant chemotherapy (CT)—we aimed
to describe the patters and rates of early recurrence
events in a real-world population treated with this
regimen.

Introduction

The Neo-Real/GBECAM-0123 study is a real-world
data analysis of patients with TNBC treated with
P+NAC at sites in Brazil and Argentina since July 2020.
The current analysis evaluated recurrence patterns
following P+NAC:
o Early recurrence: recurrence occurring during or

within six months after completion of
neoadjuvant/adjuvant therapy. Disease progression
during NAC that precluded surgery was also
classified as early recurrence.

o Late recurrence: Recurrence occurring more than
six months after therapy completion was considered.

Overall survival (OS) was calculated from: 1) the date
of diagnosis to the date of death from any cause; 2) the
date of progression precluding surgery/ recurrence until
the date of death.

Methods
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A total of 726 patients were evaluated. After a median follow-up of 22 months, 70 patients (9.6%) experienced disease recurrence, 4 (0.55%) disease progression
precluding surgery, and 8 patients (1.1%) died without recurrence.

Results
CONCLUSIONS

The majority of recurrences 
after the KEYNOTE-522 
regimen occurred early. 

These patients are resistant 
to four chemotherapeutic 
agents and an immune 

checkpoint inhibitor (ICI) 
and face markedly poor 
survival outcomes. Our 
findings underscore a 
critical unmet need for 
effective therapeutic 

options in this population, 
which is often excluded or 

underrepresented in clinical 
trials investigating first-line 
regimens, including studies 
of antibody-drug conjugates 

combined with ICI.
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Table 1. Patients’ characteristics, N (%)
Early 

recurrence 
(N=50)

Late recurrence
(N=24)

Age, median (range) 45 (26 – 80) 46 (22 – 76)
Histology

Ductal
Special type

38 (76%)
9  (18%)

23 (95.8%)
1 (4.2%)

Premenopausal 22 (44%) 12 (50%)
Ki67 index ≥ 50 33 (66%) 16 (66.7%)
Grade

1-2
3

16 (32%)
32 (64%)

6 (25%)
15 (62.5%)

Clinical T status
T1
T2
T3
T4

3 (6%)
15 (30%)
13 (26%)
17 (34%)

0 (0%)
17 (70.8%)
4 (16.7%)
2 (8.3%)

Clinical Nodal status, 
N0
N1
N2-N3

11 (22%)
11 (22%)
27 (54%)

10 (41.7%)
7 (29.2%)
7 (29.1%)

Stage
II
III

14 (28%)
34 (68%)

16 (66.7%)
7 (29.2%)

BRCA
Mutated
Wild-type/Unknown

6 (12%)
44 (88%)

1 (4.2%)
23 (95.8%)

AC schedule
Every 3 weeks
Dose-dense

21 (42%)
24 (48%)

8 (33.3%)
16 (66.7%)

68% 
N=50 

32% 
N=24 

Recurrence pattern

Early Late

2% (N = 9) 2% (N=7)

96% (N = 407)

PCR (N = 245)

Early recurrence

Late recurrence

No recurrence

15% (N = 37)

6% (N = 15)

79% (N = 193)

RESIDUAL DISEASE

Early recurrence

Late recurrence

No recurrence

Most patients with early recurrence have received adjuvant therapy. In
patients with pathologic complete response (pCR), 8 out of 9 (88.9%)
received adjuvant P. Among patients with residual disease, 32 out of 37
(86.5%) received adjuvant treatment, including P plus capecitabine in 19
(51.3%), P alone in 6 (16.2%), capecitabine alone in 6 (16.2%), P plus
Olaparib in 1 (2.7%). Five patients (13.5%) received no adjuvant therapy,
mainly due to early relapse.
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Figure 1. Recurrence patterns after neoadjuvant CT+P.

Figure 2. Recurrence patterns and sites of recurrence according to pathologic response group. Figure 3. Overall survival from the date of initial diagnosis to death
from any cause, according to pattern of recurrence (early vs late).

From the date of progression precluding surgery/
recurrence, the 6-month OS rate was: 77.7% for early
recurrence and 87.9% for late recurrence.


