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Methods: A retrospective analysis of a cohort of patients with BC and micrometastases (Mic)
or isolated tumour cells (ITCs) in SN. Factors associated with ALND were identified, and pa-
tients with ALND were matched to patients without ALND. Overall survival (OS) and
recurrence-free survival (RFS) were estimated in the overall population, in Mic and in ITC
cohorts.

Findings: Among 2009 patients analysed, 1390 and 619 had Mic and ITC in SN, respectively.
Factors significantly associated with ALND were SN status, histological type, age, number of
SN harvested and absence of adjuvant chemotherapy. After a median follow-up of 60.4
months, ALND omission was independently associated with reduced OS (hazard ratio [HR]
2.41, 90 confidence interval [CI] 1.36—4.27, p = 0.0102), but not with increased RFS (HR
1.21, 90 CI 0.74—2.0, p = 0.52) in the overall population. In matched patients, the increased
risk of death in case of ALND omission was found only in the Mic cohort (HR 2.88, 90 CI
1.46—5.69), not in the ITC cohort. The risk of recurrence was also significantly increased in
the subgroup of matched Mic patients (HR 1.56, 90 CI 0.90—2.73).

Interpretation: A separate analysis of Mic and ITC groups, matched for the determinants of
ALND, suggested that patients with Mic had increased recurrence rates and shorter OS when
ALND was not performed. Our results are consistent with those of previous studies for pa-
tients with ITC but not for those with Mic. Randomised controlled clinical trials are still war-
ranted to show with a high level of evidence if ALND can be safely omitted in patients with
micrometastatic disease in SN.

© 2016 Elsevier Ltd. All rights reserved.

Research in context

Evidence before this study

A search in Medline/PubMed was undertaken using the
following terms: breast cancer, sentinel nodes, axillary
lymph node dissection, overall survival, recurrence-free
survival, adjuvant chemotherapy, and radiotherapy.
Studies were selected upon criteria of higher level of ev-
idence. This literature review showed that omission of
ALND was recognised as standard practice in patients
with BC and negative SN. In those with SN invaded by
micrometastases (Mic) or ITC, two randomised trials
showed no increased recurrence rates in patients who did
not undergo ALND, but the level of evidence is too low
to recommend this attitude in current practice.

Added value of this study

Our findings are consistent with those of the main rand-
omised trials that showed that ALND can be safely
omitted in patients with BC and ITC in SN. However,
they differ from those previously published for patients
with Mic: while other studies found no negative impact of
ALND omission, we observed increased recurrence rates
and reduced OS in this subgroup of patients.

Implications of all the available evidence

Our findings suggest that ALND omission might not be
safe in patients with Mic in SN. Before ALND omission in
this population becomes current practice, more evidence
from well-designed randomised studies is warranted.

1. Introduction

It is now admitted that omission of completion axillary
lymph node dissection (ALND) is safe and avoids the
adverse effects of ALND in patients with breast cancer
(BC) and negative sentinel nodes (SNs) [1]. Several
studies evaluated the non-inferiority of ALND omission
in patients with SN invasion [2—4]. The randomised
trials ACOSOG Z0011 (1 or 2 Mic in SN) [2] and
IBCSG 23-01 (isolated tumour cells [ITCs] or Mic in
SN) [3] supported the non-inferiority of ALND omis-
sion, without statistical differences in recurrence-free
survival (RFS) rates between ALND omission and
systematic ALND. However, current data are consid-
ered insufficient to support new standard practices of
ALND omission when SN is invaded. An ongoing
randomised study is assessing the non-inferiority of
ALND omission versus ALND, in order to provide
more evidence to recommend this strategy [5]. In the
meantime, the aim of our work was to assess the impact
of ALND omission on overall survival (OS) and RFS in
a large cohort of patients with BC and Mic or ITCs in
SN and to identify factors that determine the decision to
perform ALND.

2. Methods

Patients with histologically proven invasive BC < 5 cm,
clinically negative axillary lymph nodes (LNs), absence
of neoadjuvant therapy, and LN status determined upon
SN biopsy were included if the pathological examination
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