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an important part of the trial design. SN biopsies are performed by the
combined technique using preoperative lymphoscintigraphy by injection of
Technetium-99m nanocolloid, immediate pre-operative injection of Patent
Blue dye, and SN retrieval by both discoloration and intra-operative use
of a detection probe. A successful learning curve of 30 patients and an
approved dummy run protocol are mandatory for participation. During a
site visit, prior to participation, original patient files of the learning curve
are checked and a SN procedure is witnessed.

Results: As of 25 May 2005, 1795/3485 (52%) patients were included by
23 institutes from Europe and Israel. SN biopsy results demonstrated 34%
positive and 64% negative sentinel nodes leading to an overall identification
rate of 98%. Last interim quality control analysis revealed one axillary
recurrence in the SN negative group resulting in a 5-year axillary recurrence
estimate of 1% (95%Cl: 0-3%) in the SN negative group. Other preliminary
results showed that adjuvant systemic treatment was given to 56% (95%Cl:
43-69%) of patients randomised for ALND and to 58% (95%CI: 47-70%)
of patients randomised to RT of the axilla.

Conclusions: Accrual status of the AMAROS ftrial has reached halfway.
A strict quality control protocol resulted in a SN identification rate of 98%.
Information of the complete axillary lymph node status did not show a
difference in distribution of adjuvant systemic treatment between the two
treatment arms. Finally, the small number of axillary recurrences developed
after a SN negative procedure supports the accuracy of this new promising
staging technique in early breast cancer.
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Objective: Despite the use of sentinel node biopsy, many patients with LBC
require axillary lymphadenectomy. Axillary aponeurosis padding appeared
to be a valuable alternative technique as it avoids vacuum drainage and
its risks. After reporting our first experience with muscular padding [1], we
report here the results with axillary aponeurosis padding.

Patients and methods: Aponeurosis padding was prospectively performed
in patients with LBC. Level | and Il axillary lymphadenectomy was
performed through a horizontal skin incision close to the hairline. The
aponeurosis was incised at the same level and dissection started
underneath. Padding consisted of suturing the edges of the axillary
aponeurosis to the underlying muscle with 3 separate stitches, without
drainage. A surgeon, a pain clinician and a physiotherapist, respectively
evaluated surgical complications (i.e. infection, seroma, ...), pain after
surgery and at 6 weeks, mobility of the shoulder and arm.

Results: From 01/2004 to 03/2005, 114 patients were treated. The mean
number of excised nodes was 14 (5-36). The mean hospital stay was 2
days. There was no clinical seroma in 91% of the patients and aspiration
was required in only 4%. There was no pain at 6 weeks in 71% of the
patients. This compares very favourably with a previous cohort of patients
operated on by the same team using vacuum drainage: mean hospital stay
was 4 days, incidence of seroma and upper arm mobility were similar, and
pain at 6 weeks was present for almost 50% of the patients.

Discussion and conclusion: Aponeurosis padding without drainage is
easy to learn and effectively reduces morbidity after axillary node dissection
in patients with LBC. A longer follow-up is required but this new technique
appears to be very promising.
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Background: The number of examined axillary lymph nodes (LN) varies
among patients and may also be surgeon-dependent. In case of insufficient
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LN retrieved upon axillary dissection, it has been often recommended to re-
operate. Axillary relapse is known to affect prognosis. Sentinel LN biopsy is
increasingly been used, where one of a few LN are examined. The purpose
of this study is to examine LN recurrence and specific survival (SS) in
node-negative breast cancer patients according to the retrieved number of
axillary LN.

Materials and Methods: Between 1973 and 2003, 2461 patients
presenting with infiltrating breast adenocarcinoma and registered in our
database were examined. They were treated with either conservative
surgery (57.9%), or mastectomy (42.1%). All patients had axillary LN
dissection and were negative for LN involvement. Radiotherapy was given
after conservative surgery, and for T3 or T4 tumours after mastectomy.
Some patients with central or inner lesions were given radiotherapy to the
internal mammary chain. No axillary radiotherapy was delivered. Hormonal
therapy and or chemotherapy was given according to the policy at the time
the patient was seen. The mean follow-up was 120 months. The 5- and 10-
year Kaplan-Meier rate of LN relapse was studied, as well as the specific
survival.

Results: The overall 5- and 10-year LN relapse rate was 1.1% and 1.4%.
No LN relapse was observed after 8 years of follow-up, with 1369 patients
at risk at that time. In the group of patients with less than 8 axillary LN
examined, the 5- and 10-year LN relapse rate were 2.1% and 2.8%. For
those with 8 or more LN, the respective values were 0.8% and 1.1%
(p=0.0046). For the whole population, the 5- and 10-year SS were 95.5%
and 88.3%. Patients with less than 8 axillary LN had SS of 94.9% and
89.8% respectively, versus 95.6% and 88.0% for patients with 8 or more
examined LN (p=0.58). Similar results were obtained if patients were
classified into more than 2 groups according to the number of retrieved
axillary LN.

Conclusions: Even though LN relapse increased by a factor of 2.5 in case
fewer than 8 LN were recovered at axillary dissection, the long-term SS was
not affected by the number of LN, probably because of the rare occurrence
of axillary relapse. These findings do not favour re-operation of the axilla,
nor performing axillary radiotherapy in case of insufficient LN examined. In
addition, these data tend to comfort the sentinel LN biopsy technique.
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Background: After it's introduction SLNB gained broad exceptance as a
minimal invasive alternative for staging the axilla in breast cancer patients.
However the optimal site of injection of blue dye and Tc-labeled colloid
remain an issue for debate. The aim of this study was to compare two
different injection sites of the radioactive tracer, using a deep (peritumoral)
and a superficial (periareolar) technique.

Material and Methods: To this purpose a prospective registration of 525
patients, operated on between 1998 and 2004, was analysed. Group A (284
patients) underwent the SLNB after subareolar injection of the radioactive
tracer (60 MBq of technetium-99m nanocolloid). In group B (241 patients)
the radioactive tracer was injected peritumoral, the blue dye was injected
peritumoral in all patients. The Sentinel Lymph Node (SLN) was identified
guided by the preoperative lymphoscintigraphy, the blue lymphatic vessels
and hand-held gamma probe. Extra-axillairy SLN’s were not harvested.
Results: Patient and tumour characteristics were comparable in both
groups. A median of 1.0 SLN’s were harvested in group A compared to 2.0
SLN’s in group B. In Group A 13 extra-axillairy SLN’s were visualised on
scintigraphy compared to 21 in group B. In group A 30.6% of all patients had
tumour postive SLN’s, in group B 39.8% had metastatic SLN’s (p = 0.03).
In group A this concerned micrometastases in 47.7%, in group B 41.7%
(p=0.42). In group B a false negative rate of 5.2% was seen (non-SLN
harvested was tumour positive while SLN was tumour negative), in group A
there were no false negatives. Tumour positive SLN’s were hot and blue in
83.4%, hot only in 2.3% and blue only in 13.8% of all metastatic patients
in group A, compared to 79.1%, 8.8% and 12.1% respectively in group B.

Metastatic SLN

Group A Group B P-value
(N=284) (n=241)
Total 30.6% 39.8% 0.03
Micrometastases A47.7% A41.7% 042
False negative rate 0% 5.2% 0.03




