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Background. The aim of our study was fo evaluate the quality of surgery of Slovenian breast cancer screening pro-
gram (DORA) using the requested EU standards. Furthermore, we investigated whether regular quality control over
the 3-year period improved the quality of surgical management.

Patients and methods. Patients who required surgical management within DORA between January 1st, 2016
and December 31st, 2018 were included in the retrospective study. Quality indicators (Qls) were adjusted mainly ac-
cording fo European Society of Breast Cancer Specialists (EUSOMA) and European Breast Cancer Network (EBCN)
recommendations. Five Qls for therapeutic and two for diagnostic surgeries were selected. Additionally, variability in
achieving the requested Qls among surgeons was analysed.

Results. Between 2016 and 2018, 14 surgeons performed 1421 breast procedures in 1398 women. There were 1197
therapeutical (for proven breast cancer) and 224 diagnostic surgical interventions respectively. Overall, the minimal
standard was met in two Qls for therapeutic and none for diagnostic procedures. A statistically significant improve-
ment in three Qls for therapeutic and in one QI for diagnostic procedures was observed however, indicating that
regular quality control improves the quality of surgery. A high variability in achieving the requested Qls was observed
among surgeons, which remained high throughout the study period.

Conclusions. Adherence to all selected surgical Qls in patients from screening program is difficult to achieve, especially
to those specifically defined for screen-detected lesions. Regular quality control may improve results over time. Reducing
the number of surgeons dedicated to breast pathology may reduce variability of management inside the institution.
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Introduction As the management of early breast cancer is
complex, the optimal outcomes are ensured in the
Breast cancer is the most common female can- specialized multidisciplinary breast cancer centres.’

cer with an estimated incidence of 523,000 cases = Comprehensive quality assurance is of great im-

in Europe in 2018 and the third leading common
cause of death from cancer (138,000 cases per
year).! A 5-year survival rate in women with breast
cancer ranges from 25.1% to 95.7% and depends
mainly on the stage of the disease at the time of di-
agnosis.? Screening programs are efficient in early
detection of cancer and lead to a better prognosis
and less intensive treatment.>*
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portance for maintaining the appropriate balance
between benefits and harms.? European Society of
Breast Cancer Specialists (EUSOMA) and European
Breast Cancer Network (EBCN) provided a set of
quality indicators (QIs) in order to establish mini-
mum standard of care and to improve the quality
of care, patient satisfaction and outcome. Qls also
allow standardised quality of care evaluation.>”
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Slovenian breast cancer screening program,
called DORA, is a national population-based or-
ganized screening program inviting women aged
50-69 to biannual mammography and it is aimed
to detect breast cancer in asymptomatic women
in early stages. Quality of surgery and the impact
of regular quality control on improvement of Qls
within screening program is not known. In 2016,
we defined and regularly monitored a set of sur-
gical QIs mainly from EUSOMA and EBCN for
women that undergo surgical procedure for a sus-
picious or malignant lesion detected in Slovenian
Breast Cancer screening Program.

The aim of our study was to evaluate the quality
of surgical treatment of patients from the DORA
program and to investigate whether the surgi-
cal approach fulfils the requested EU standards.
Furthermore, we investigated whether regular
quality control over the 3-year period improved
the quality of surgical management.

Patients and methods

A retrospective study of women who required sur-
gical management within Slovenian Breast Cancer
screening Programme between January 1%, 2016
and December 31¢, 2018 was performed. The data
were prospectively collected from the National
screening programme registry and missing data
supplemented by reviewing patient’s records.

Slovenian National screening program DORA,
with centrally organized invitation system, pro-
vides screening mammography every two years
for women aged from 50 to 69 with residence in
Slovenia. The programme was initiated in April
2008. The average participation rate in the years
between 2008 and 2018 was 73%. Between 2016 and
2018, 216,717 women were screened in the DORA
programme. A total of 1352 (0.6%) breast cancers
were detected during that time.?

For the purpose of this study, patients were di-
vided into two groups: the group in which breast
cancer was preoperatively histologically or cytologi-
cally confirmed (B5 or C5 lesions) and the group in
which diagnostic surgical procedure was performed
due to lesions of uncertain malignant potential.

A decision on management of screen-detected
breast cancer was always made within multidisci-
plinary tumour board. Thus, this QI was not moni-
tored, as it was not expected to change over time.
Since all patients were operated at the same insti-
tution (Institute of oncology Ljubljana), the same
rationale approaches were used.

All but one QIs have been chosen according to
EUSOMA recommendations from 2010 and EBCN
recommendations from 2006.%” We did not in-
clude all QIs as we do not routinely collect all the
required data. Furthermore, we tried to avoid be-
coming overwhelmed with too many indicators.

QlIs that have been defined and regularly moni-
tored in patients in which breast cancer was preop-
eratively histologically or cytologically confirmed
are:

(1) median waiting time (in days) from multidisci-
plinary tumour board to surgery and propor-
tion of patients who waited less than 15 work-
ing days from multidisciplinary tumour board
to surgery: both EUSOMA and EBCN consider
waiting time as a QI; since in our study only
patients with screen detected lesions were in-
cluded, we decided to choose more strict EBCN
recommendation;

(2) proportion of patients (invasive and noninva-
sive cancers) who received a single (breast)
operation for the primary tumour (excluding
reconstruction): EUSOMA recommendation
considers invasive and noninvasive cancers
separately and the recommendation is stricter
for invasive cancers (80%) compared to nonin-
vasive cancers (70%); we decided to combine
invasive and noninvasive cancers into one QI
with stricter criteria to provide more robust
numbers and to avoid becoming overwhelmed
with too many rather similar QlIs;

(3) proportion of patients with invasive breast
cancer not greater than 3 cm (total pathologi-
cal size, including DCIS component) who un-
derwent breast conserving treatment (BCT):
EUSOMA QI

(4) proportion of patients with invasive cancer and
axillary clearance performed with at least 10
lymph nodes (LN) examined: EUSOMA QI;

(5) mean weight of the excised specimen and the pro-
portion of specimens from the breast with weight
less than 80 g when breast conserving surgery
was performed: this is neither the EUSOMA nor
the EBCN QI. We decided to include it as a sur-
rogate of expected cosmetic result. The average
specimen from breast conserving surgery should
weigh between 20 and 40 g and as a general rule,
80 g of breast tissue is the maximum weight that
can be removed from a medium-sized breast
without resulting in deformity.’

QIs that have been regularly monitored in pa-
tients in which diagnostic surgical procedure was
performed due to lesions of uncertain malignant
potential are:
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(1) median waiting time (in days) from multidisci-
plinary tumour board to surgery and propor-
tion of patients who waited less than 15 work-
ing days from multidisciplinary tumour board
to surgery: EBCN QI

(2) mean weight of the excised specimen and the
proportion of specimens with weight less than
30 g: EBCN QL
Patients who received neoadjuvant chemother-

apy were excluded from calculations of median

waiting time.

All selected QIs have been regularly monitored
each year, starting in 2016.

All statistical analyses were performed using
SPSS for Windows, version 22.0. Data were sum-
marized using frequencies and percentages for cat-
egorical variables and median or mean for continu-
ous variables. Chi square test was used to compare
categorical variables and Mann-Whitney test or
ANOVA for continuous variables. P-values < 0.05
were considered statistically significant.

This study was conducted according to the rules
of the Ethical Committee of the Institute of oncol-
ogy Ljubljana.

Results

Between 2016 and 2018, 14 surgeons performed
1421 breast procedures in 1398 women from breast
cancer screening program DORA. There were 1197
procedures therapeutic because of histologically or
cytologically proven invasive or in situ breast can-
cer and 224 procedures were diagnostic because of
lesions of uncertain malignant potential.

To determine whether our surgical approach
reaches the requested EU standards, quality of care
was evaluated by predefined QlIs.

Pathologic characteristics of patients that under-
went therapeutic surgical procedures split by the
year of treatment are shown in Table 1. Quality in-
dicators of therapeutic surgical procedures split by
the year of surgery are shown in Table 2.

Pathologic characteristics of patients that under-
went diagnostic surgical procedures split by the
year of surgery are shown in Table 3. Quality in-
dicators of diagnostic surgical procedures split by
the year of surgery are shown in Table 4.

Nineteen out of 224 (8.5%) patients needed reop-
eration after diagnostic breast surgical procedure;
5/224 (2.2%) re-excision, 4/224 (1.8%) mastectomy,
2/224 (0.9%) re-excision followed by mastectomy
and 8/224 (3.6%) only sentinel lymph node biopsy.

There were 1421 breast procedures performed
by 14 surgeons. The variability among surgeons in
3 years period is shown in Table 5.

Discussion

Regularly reporting and analysing outcome data
is important in order to allow centres to ensure
patients with breast cancer the optimal manage-
ment and to recognise the particular areas, where
the improvements are required. Namely, focusing
on QIs shows higher compliance to recommended
treatment and better outcome.!** Furthermore, by
providing outcome data, the new scientific knowl-
edge is incorporated and minimum standards are
upgraded.®

TABLE 1. Characteristics of therapeutic procedures performed between 2016 and 2018

All 2016 2017 2018
No. of procedures p-value
1197 296 417 484
Procedure type in breast
OO eciomics 927 (77.4%) 218 (73.6%) 312 (74.8%) 397 (82.0%) 0.007
270 (22.6%) 78 (26.4%) 105 (25.2%) 87 (18.0%)
Procedure type in axilla:
none 202 (16.9%) 34 (11.5%) 72 (17.3%) 96 (19.8%)
SNB 858 (71.7%) 211 (71.3%) 304 (72.9%) 343 (70.9%) 0.002
ALND 87 (7.3%) 35 (11.8%) 25 (6.0%) 27 (5.6%)
SNB + ALND 50 (4.2) 16 (5.4%) 16 (3.8%) 18 (3.7%)
Histologic tumour type
Benign 64 (5.3%) 6 (2.0%) 19 (4.6%) 39 (8.1%)
In situ 214 (17.9%) 50 (16.9%) 84 (20.1%) 80 (16.5%) 0.004
Microinvasive carcinoma 19 (1.6%) 2 (0.7%) 12 (2.9%) 5 (1.0%) ’
Invasive carcinoma 899 (75.1%) 238 (80.4%) 302 (72.4%) 359 (74.2%)
Other 1(0.1%) 0 (0.0%) 0 (0.0%) 1 (0.2%)
Mean tumour diameter =
S.D. (mm) 17.8+13.3 18.9 £ 14.6 18.2+13.6 16.8+12.0 0.127

ALND = axillary lymph node dissection; BCT = breast conserving treatment; S.D. = standard deviation; SNB = sentfinel node biopsy
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TABLE 2. Quality indicators of therapeutic surgical procedures split by the year of freatment

cancer screening

491

Recommendation: All 2016 2017 2018 p-value
1. Ql: waiting fime
Median (days) Not more than 15 working 33 38 34 28 <0.001
Proportion of patients with days = 90% 4.2% 1.7% 2.9% 6.9% :
waiting time less than 15
working days
2. Ql: proportion of patients
(invasive and noninvasive . .
cancers) who received a Minimum standard: 80% 1088/1197 266/296 379/417 443/484 0735
single (breast) operation for Target: 90% (90.9%) (89.9%) (90.9%) (91.5%) ’
the primary tumour get. 7u%
(excluding reconstruction)
3. Ql: proportion of patients
with invasive breast cancer . .
not greater than 3 cm (total Minimum standard: 70% 669/801 165/211 220/265 284/325 0.019
size, including DCIS . (83.5%) (78.2%) (83.0%) (87.4%) ’
Target: 80%
component) who
underwent BCT
4. Ql: proportion of patients
with invasive cancer and Minimum standard: 95%
! 124/137 45/51 40/41
axillary clearance . (90.5%) (88.2%) (97.6%) 39/45 (86.7%) 0.014
performed with at least 10 Target: 98%
LN examined
5. Ql: weight of the excised
specimen from the breast Proportion of specimen
Mean £ S.D. (9) after BCT with weight less 69.0 + 42
- . 0+425 75.3 £50.3 63.8+35.9 69.7 £ 42.3
Proportion of specimens than 80g = 90% 70.0% 618% 75.6% 70.0% 0.009

with weight < 80g (%)

BCT = breast conserving treatment; DCIS = ductal carcinoma in situ; LN = lymph nodes; QI = quality indicator; $.D.= standard deviation

In 2016, we defined a series of five surgical Qls
for therapeutic and two surgical QlIs for diagnostic
procedures for women diagnosed with breast le-
sion within national screening program. Overall,
the minimal standard was met in two QIs for ther-
apeutic (proportion of patients (invasive and non-
invasive cancers) who received a single (breast)
operation for the primary tumour (excluding re-
construction) and proportion of patients with inva-
sive breast cancer not greater than 3 cm (total size,

including DCIS component) who underwent BCT)
and none for diagnostic procedures. Furthermore,
we observed a statistically significant improve-
ment in three Qls for therapeutic (waiting time,
proportion of patients with invasive breast cancer
not greater than 3 cm (total size, including DCIS
component) who underwent BCT and weight of
the excised specimen) and in one QI for diagnostic
procedures (waiting time), indicating that regular
quality control may improve the quality of sur-

TABLE 3. Results of the diagnostic surgical procedures split by the year of treatment

All 2016 2017 2018
No. of procedures p-value
224 78 66 80
Procedure type in axilla:
- none 208 (92.9%) 75 (96.2%) 59 (89.4%) 74 (92.5%)
- SNB 16 (7.1%) 3 (3.8%) 7 (10.6%) 6 (7.5%) 0.289
- ALND 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
- SNB + ALND 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Histologic tumour type
- Benign 177 (79.0%) 63 (79.5%) 52 (78.8%) 62 (77.5%)
- In situ 28 (12.5%) 11 (14.1%) 6 (9.1%) 11 (13.8%) 0.610
- Microinvasive carcinoma 1 (0.4%) 1(1.3%) 0 (0%) 0 (0.0%) .
- Invasive carcinoma 14 (6.3%) 2 (2.6%) 6 (9.1%) 6 (7.5%)
- Other malignat 4 (1.8%) 1(1.3%) 2 (3%) 1(1.3%)
Mean tumour diameter = S.D. (mm) 15.5 £ 14.1 15.0 £ 14.1 19.0+£18.7 122+5.7 0.701

ALND = axillary lymph node dissection; $.D. = standard deviation; SNB, sentinel node biopsy
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TABLE 4. Quality indicators of diagnostic surgical procedures split by the year of surgery

Recommendation All 2016 2017 2018 p-value
1 QI: waiting time
- Median (days) Not more than 15 41 44.5 42 34 <0001
- Proportion of patients with waiting time less than working days = 0% 10.3% 2.6% 6.2% 21.5% ’
15 working days
2 Ql: weight of the excised specimen from the breast  Proportion of specimen
' . 37.3+234 403+258 326+221 38.2%221
-Mean £S.D. (g) with weigh less than 47.8% 46.2% 60.6% 38.8% 0.131

- Proportion of s

pecimens with weight < 30g 30g = 90%

QI = quality indicator; $.D. = standard deviation

gery. However, the number of Qls meeting the
minimum standard was the same through all three
studying years.

Timely treatment is an important requisite for
the quality of surgery as it maximizes the benefit
of early detection and reduces anxiety of patients
and their families.> This is especially important
in screen-detected lesions as participation rate is
critically dependent on patient’s satisfaction. Thus,
we set a recommendation for waiting time as de-
fined by EBCN (15 working days), which is much
stricter compared to EUSOMA (6 weeks). In the
first year of our quality control monitoring, only
1.7% of patients with therapeutic operation and
2.6% of patients with diagnostic operation met the
EBCN recommendations on waiting time for sur-
gery, which is far below the minimum standard (=
90%). Several reasons contributed to a long wait-

ing time. First, our institution has been faced with
increasing number of surgical oncology patients
and the screening patients had to be scheduled for
surgical intervention regarding the waiting time
and indications of all patients. Second, during the
analysed period our institution was the only hospi-
tal in Slovenia performing the surgery of screening
patients. Recently another institution, after meet-
ing all necessary quality checks, started to operate
on these patients, which will contribute to lower
the waiting times. Finally, in many patients longer
preoperative preparation including examinations
by other physicians (i.e. cardiologist, diabetologist
etc.) were required and thus the surgical interven-
tion was postponed until it could be safely per-
formed.

Several measures have been taken to shorten
waiting time. First, patients were referred to the

TABLE 5. The variability of Qls within the institution for each studying year and altogether

All 2016 2017 2018
Number of procedures: least active surgeon - most B B B _
active surgeon 1-166 1-45 6-62 1-67
Proportion of mastectomies: surgeon with lowest _ _ . _
proporion - surgeon with highest proportion 17.8%-100.0% 10.0%-100.0% 12.5%—44.4% 0.0%-100.0%
Median waifing time (in days): surgeon with lowest - . -
surgeon with highest waiting time 28.0-45.0 24.0-45.0 27.0-41.0 23.0-136.0
Single (breast) operation for the primary tumour
Therapeutic (excluding reconstruction): surgeon with lowest - 83.1%-100.0% 73.3%—-100.0% 71.4%-100.0% 75.0%-100.0%
proce‘zlures surgeon with highest proportion
Invasive breast cancer not greatfer than 3 cm who
underwent BCT: surgeon with lowest - surgeon with 0.0%-92.6% 0.0%—94.4% 40.0%—-100.0% 77.8%-100.0%
highest proportion
Weight (g) of the excised specimen from the breast: - - x
surgeon with lowest mean - surgeon with highest mean 35.5-89.0 33.5-104.5 28.0-94.0 37.0-81.5
Patients with invasive cancer and axillary clearance
performed with at least 10 LN examined: surgeon with 71.4%-100.0% 50.0%—-100.0% 80.0%—-100.0% 50.0%—-100.0%
lowest - surgeon with highest proportion
Number of procedures: least active surgeon - most 3-30 1-12 1-11 112
active surgeon
Diagnostic Median waiting time (in days): surgeon with lowest - L e
procedures surgeon with highest waiting fime 2ot Zell=gry Aol Ao=rie
Weight (g) of the excised specimen from the breast: 18.0-70.0 20.0-73.0 15.0-55.0 18.0-94.0

SUr

BCT = breast conserving

geon with lowest mean - surgeon with highest mean

tfreatment; LN = lymph nodes
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surgeon in maximum 2 weeks after the decision
on operation was made within multidisciplinary
meeting. Second, all other investigations needed
before surgery were made on the day of appoint-
ment with surgeon. Finally, we provided addition-
al time in operating theatre dedicated for women
from screening program. Because of described
measures, the waiting time had significantly im-
proved over the next two years. Nevertheless, ac-
tivities to shorten waiting time should be intensi-
fied to reach the minimum standard.

Three QIs from EUSOMA working group had
been chosen to monitor the quality of surgery in
women with proven breast cancer: proportion of
patients (invasive and noninvasive cancers) who
received a single (breast) operation for the primary
tumour (excluding reconstruction), proportion of
patients with invasive breast cancer not greater than
3 cm (total size, including DCIS component) who
underwent BCT and proportion of patients with
invasive cancer and axillary clearance performed
with at least 10 LN examined. The recommended
standard was met for the first two Qls every single
year. Furthermore, QI proportion of patients with
invasive breast cancer not greater than 3 cm (total
size, including DCIS component) who underwent
BCT significantly improved over the study period.
On the other hand, we had not reached the mini-
mal proportion of patients with invasive cancer
and axillary clearance performed with at least 10
LN examined. However, in the majority of patients
low number of examined lymph nodes was not the
result of low technical skills of the surgeons, but
rather the decision of the surgeons that complete
axillary lymph node dissection might not be neces-
sary, following the trends towards minimizing the
axillary surgery as reviewed in an article by Henke
et al..’® Overall, the number of these patients is very
low. As more data become available that less ag-
gressive axillary surgery does not affect survival in
breast cancer patients, the inclusion of this QI in
monitoring surgical quality control should be re-
considered. Indeed, in the last version of EUSOMA
QIs from 2017, this QI is no longer included and
was replaced by QI monitoring the ability to avoid
axillary overtreatment (proportion of patients with
no more than 5 SLN excised).’

As the breast is aesthetically sensitive organ and
important for woman’s self-esteem, the cosmetic
results are of utmost importance in breast surgery.
However, measurement of cosmetic results are dif-
ficult and subjective assessments could not be ruled
out. Weight of the excised specimen is a proxy for
expected final cosmetic result and preserved shape

and symmetry with the contralateral breast.'®
Although far from ideal as it does not take into
account the effect of oncoplastic reconstruction, it
represents an objective measurement of the sur-
geon’s ability to balance between aggressiveness
and clear margins on the one hand and cosmetic is-
sues on the other. The weight of the specimen was
significantly reduced in the second and third stud-
ying year compared to the first one for therapeutic
procedures and a trend towards weight reduction
was observed for diagnostic procedures. However,
the goal was still not met and efforts to reduce the
weight of the specimens should be continued.

Besides monitoring surgical QIs at the institu-
tional level, we also analysed the variability of man-
agement among surgeons. As all surgeons were
informed about their own results each year, we
would expect that the variability among surgeons
becomes less pronounced over time. However, the
variability remained high throughout the studying
years, which is most probably the reflection of the
number of surgeons involved in breast surgery at
our department. As recommended by EUSOMA,
any breast surgeon at the breast centre must carry
out primary surgery as first operator on at least 50
newly diagnosed breast cancers a year. If the centre
has surgeons in training, those responsible for su-
pervising trainees might perform fewer than 50 pri-
mary cases as first operator. In this case documen-
tation on their role as second operator supervising
trainees must be available.”” Although surgeons
involved in breast surgery at our department oper-
ate other breast lesions besides those detected in
the screening program, many surgeons still do not
meet the requested volume standards. To further
improve the compliance with QIs and to reduce the
variability of surgical management inside the insti-
tution, the importance of concentrating the breast
pathology to a reduced number of surgeons meet-
ing the requested standards could not be overem-
phasized. It seems that this measure may provide
important step towards improved quality of breast
surgery.

Although many studies addressed the compli-
ance to Qls as defined by EUSOMA, our study is
the first considering only screen-detected breast le-
sions and including both, diagnostic and therapeu-
tic procedures. Since women with screen-detected
lesions represent a specific population and the
quality of management of those women, includ-
ing the quality of surgery, is important not only for
the woman in question but also for the appropriate
participation rate and the operation of the screen-
ing program as a whole, we included QIs specifi-
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cally recommended for screen-detected lesions as
well. As a result, our results are not fully compa-
rable to other studies considering EUSOMA QlIs
only. Nevertheless, the results from other studies
show, similar to ours, that complete adherence to
guidelines is difficult to achieve. However, contin-
uous monitoring is of paramount importance as it
results in better performance of QIs over time.!*20

Besides being the first study addressing the
topic of monitoring surgical QIs within breast
cancer screening program, other strengths of our
study are large number of included cases, com-
prehensive data collection from a prospective da-
tabase and thus low number of missing data and
the recent nature of the data. Furthermore, in the
study period all patients with screen-detected le-
sions detected in the national screening program,
underwent surgery at our institution, minimizing
the selection bias. The limitations of our study are
limited number of QIs that were monitored and
inclusion of old EUSOMA QIs defined in 2010.
Looking ahead, a set of our QIs should be updated
according to the latest EUSOMA recommenda-
tions. Furthermore, all potential cofounders were
not taken into account in our analysis. First, the re-
sults of most EUSOMA indicators improves over
time independent of quality control as demon-
strated by van Dam et al.'$; these time trends were
not considered in our study. Second, without mul-
tivariate analysis adjusting for differences in case
mix firm conclusions are difficult to draw. In con-
clusion, our results showed that adherence to all
surgical QIs in patients from screening program is
difficult to achieve, especially to those specifically
defined for screen-detected lesions. Nevertheless,
regular quality control may improve results over
time. Reducing the number of surgeons dedicated
to breast pathology may reduce variability of man-
agement inside the institution.
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