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1. FOREWORD

In 1995, the House of Representatives Standing Committee published a report on the
management of breast cancer in Australia. Breast cancer, being the most common non-
skin related cancer affecting Australian women and the highest cause of cancer related
death and morbidity, was recognised as an area where high quality surgical management
was essential to provide improved surgical outcomes and survival. Following the report,
the Royal Australasian College of Surgeons was recommended to implement a
compulsory form of accreditation and audit process specific to surgeons performing
breast cancer surgery. TFrom rather inauspicious beginnings and limited funding
resources, the National Breast Cancer Audit (NBCA) was established with seed funding
from the National Breast Cancer Centre (NBCC) and the Australian Government
Department of Health and Ageing.

This very challenging project requires considerable enthusiasm and effort from a large
number of breast surgeons around the country. Nevertheless, with the financial support
of the State Quality Officials Forum (SQOF) through the Australian Council for Safety
and Quality in Health Care, the NBCA has become Australia’s largest resource for

evaluating the surgical management of early breast cancer.

This detailed report outlines recent progress in audit development and the establishment
of an online data entry system. The NBCA has compiled over 30,000 episodes of breast
cancer treatment since 1998 and is entering a new and exciting phase. The ability for
individual surgeons to perform an analysis of their own data and compare it with national
data was the initial aim of the project. This is now possible but, in the next few years, the
NBCA will focus its attention towards the development of a cycle of quality
improvement. This involves the development of key issues and clinical indicators for
breast cancer care and establishing quality thresholds which all surgeons will be expected
to attain. Surgical practices where standards of care are statistically different from the
quality thresholds can be identified with the aim of re-training and re-educating surgeons
to improve performance. The end result will translate into better outcomes for women

with breast cancer.

The NBCA is an audit program designed by surgeons for surgeons. Naturally, to sustain
and maintain quality data input and management, a high level of administrative skill is
required and for this, I thank the ASERNIPS organisation for their valuable support.
Financial support is critical and I am grateful for the support that the Australian Council
for Safety and Quality in Health Care have provided in the recent past. Although

applications for various research grants are underway, the current and future financial



requirements to maintain the NBCA are growing, and its future is not guaranteed. It is
important to note that a similar National Breast Cancer Audit in the United Kingdom
developed under the auspices of the British Association of Surgical Oncology (BASO)
had intended to undertake a similar clinical appraisal and audit of breast cancer surgery
but failed after 4 years due to lack of funds.

It is essential that the NBCA be viewed as a priority funding project by the various
government and funding bodies to ensure high quality surgical care for women with

breast cancet.

MR JAMES KOLLIAS

National Breast Cancer Audit - Clinical Director



2. REPORT SUMMARY

Organisation information

The Australian Safety and Efficacy
Register ~of New Interventional
Procedures — Surgical (ASERNIP-S) is a
program of the Royal Australasian
College of Surgeons (RACS). It aims to
improve the quality of health care in
Australia through the application of
evidence-based research into surgical
techniques and technologies. In 2002,
ASERNIP-S expanded its remit when it
took over responsibility for managing
the National Breast Cancer Audit
(NBCA), an audit of early breast cancer
surgery. In order to establish a national
clinical audit a wvast amount of

preparatory work has been undertaken
by ASERNIP-S.

Audit development

At its inception the NBCA was designed
as an information tool for breast
surgeons who wished to self audit.
However, it was recognised that self
audit was not an adequate means of
ensuring breast cancer surgery be
performed to the highest possible
standard. The focus of the NBCA
subsequently changed to become a full
clinical audit where data is collected and
surgical practice is assessed against pre-
defined standards.

Audit progress

Substantial progress has been made
during 2004 towards developing and
implementing a full clinical audit. The

online data entry system was launched in

May 2004. Standards for the surgical
treatment of breast cancer in Australia
have been developed and a process for
evaluating and reporting surgeons’
results is awaiting ratification by the
RACS Council and the Section of Breast
Surgery.

Results

Surgeons have quickly adopted the new
online system of data entry with
episodes of breast cancer entered in the
audit increasing from 17,500 prior to the
launch to over 30,000 within six

months.

Over 80% of cases entered into the
database are for invasive breast cancer
of which 62% underwent breast
conserving  surgery. The use of
mastectomy for invasive cancers and
ductal carcinoma in situ (DCIS) has
been consistently reported at around
35%. Re-excision rates for invasive
cancers are around 6% and 18% for
DCIS. Level 2 axillary sampling is
performed on around 60% of invasive
cancer cases. Tamoxifen is prescribed to
73% of patients with invasive cancer
including patients who are oestrogen
receptor negative. Over 25% of patients
with no nodal involvement are being

treated with chemotherapy.

Funding

Funding has been provided by the State
Quality Officials Forum through the
Australian  Council for Safety and
Quality in Health Care.



Awareness raising campaigns

Awareness of the audit is critical to its success. Firstly, it is essential for instance that all
surgeons who perform breast cancer surgery are made aware of the audit, and believe the
audit is valuable for them. Secondly, once the processes are in place to enable the audit
to become a quality assurance activity, it will be essential that the management systems
that can effect change (such as hospitals and state departments of health) are fully aware
of the outcomes of the audit. Thirdly, patients who are undergoing treatment for eatly
breast cancer should have rapid access to information about the audit, so that they know

to ask whether their surgeon is auditing his/her practice.

Information sent to surgeons has been ongoing during 2004. In addition to the launch

package, a number of letters have been distributed providing specific audit information.

A number of papers and posters concerning the audit were presented at the RACS
Annual Scientific Congress (ASC) in May 2004. A booth was staffed by a member of the
audit team for the duration of the congress. Two posters were presented also at the

Leura International Breast Cancer Conference in November 2004.

There has been continued criticism however from the surgical community that more
information from and about the audit needs to be published. One paper has been
accepted by the Australian and New Zealand Journal of Surgery this year and is awaiting
publication. However, to address the shortfall in publications, the NBCA is negotiating a
memorandum of understanding with the NBCC to work collaboratively towards
publishing more research papers based on audit data. As with all audit activities, this
involves balancing the time spent on other aspects of the audit and the time necessary to

write publishable articles.

Presentations To Date:

Bevington E, Kollias ], Malycha P, Tyson S, Roder D, Babidge W. Cuncins-Hearn A,
Maddern G. RACS National Breast Cancer Audit — Re-operation rates for invasive
breast cancer in Australia and New Zealand. Presented at the RACS Annual Scientific
Congtress, Melbourne. May 2004.

Posters Displayed At:

ASC 2004 Melbourne

Malycha P, Kollias ], Cuncins-Hearn A, Tyson S, Babidge W, Maddern G, The
National Breast Cancer Audit: A Selected Comparison of Outcomes with Published
Opverseas Data, RACS ASC, Melbourne May 2004.

Leura 2004

Kollias, J, Malycha, P, Cuncins-Hearn, A, Tyson, S, Babidge, W, Maddern G, The
National Breast Cancer Audit: A Selected Comparison of Outcomes with Published
Overseas Data, The Leura breast cancer symposium, Sydney, November 2004.



Publications To Date:

Paper accepted for publication: ANZ Journal of Surgery: Boult M, Cuncins-Hearn A,
Tyson S, Kollias J , Babidge W , Maddern G, The National Breast Cancer Audit:
Establishing a Web-Based Data System.

Malycha P, Tyson S. Royal Australasian College of Surgeons Breast Audit. Aust.NZ]
Surg. 2000; 70: 834 -7

In a talk given on behalf of the Australian Council for Safety and Quality in Health Care
at the Monash University Clinical Registries Symposium in 2004, Professor Bruce
Barraclough stated that surgeons can effect only a 10% change towards quality
improvement compared with a 90% change that can be brought about by institutional
management. It is therefore clearly important to provide useful information to hospitals
and state departments of health to enable them to understand any problems associated
with the treatment of early breast cancer. Examples of the reports that will be submitted
to hospitals in 2005 (and customised for state departments of health) are attached to this
document. A number of factors associated with the treatment of breast cancer have been
included in this first report. More importantly, it is expected that this information will
evolve over time. To facilitate this process a survey will be included with each report

seeking feedback from hospitals asking what information would be of use in the future.

To raise the awareness of the audit with the general public and breast cancer patients in
particular, a number of strategies have been developed. The audit was launched to the
general public in July 2004. Invited speakers included The Hon. Trish Worth MP and
Ms. Susan Timbs from the Breast Cancer Network Australia (BCNA). The media was
invited to attend. Members of the media expressed interest in publishing results from the

audit in the longer term.

Information about the audit was presented at the BCNA conference in August 2004 and
information has been written for the BCNA magazine — “The Beacon”, and the NBCC’s
newsletter “Breastfax”. Negotiations are underway with the NBCC to include
information about the audit on their website and potentially to have it included in the list

of questions that patients ask their doctor (i.e. is your surgeon contributing data to the
NBCAP).

The National Breast Cancer Foundation (NBCF) has included information about the
NBCA in their latest National Action Plan. In 2004, the NBCF assembled an expert
panel from across Australia to devise a cohesive national action plan which would define
priorities for future breast cancer research funding, drawing upon projects and research
expertise in areas of breast cancer research, where Australia is already recognised on an
international level as making major contributions to current scientific knowledge. This
plan also evaluated large-scale projects which the expert panel decided were worthy of

more long-term funding. The panel listed the NBCA as an ongoing project which should
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fall into this category. Further details on this can be found on page 61. of the NBCF’s
document entitled: “Challenging Breast Cancer: A National Action Plan for Breast
Cancer Research and Funding: October 2004.”

The online data entry system

As described previously, the online data entry system was launched to surgeons in May
2004 at the RACS Annual Scientific Congress. Considerable technical difficulties had to
be overcome to reach a point at which the online system could be made available for
surgeons. Since its launch 150 new surgeons have enrolled in the audit and the number
of episodes has increased by over 70% (from 17,500 to 30,000).

Barriers to the use of the online data entry system have been described above under
‘participation of surgeons’. Technical problems associated with the online system are

described in the 6-month post-implementation review below.

Six month post-implementation evaluation

The process of obtaining feedback from surgeons was initiated in late November 2004.
In order to ensure that the audit review is comprehensive a subcommittee comprising
members of both the clinical and technical advisory committees has been convened and
will oversee the evaluation process. The subcommittee will provide a full report in late

2005. The following issues are included in this report:
e Alog of help desk activities and reported errors
e Response time of online system for entering data and downloading reports
e Server down time (and whether this was planned or unplanned)
e Uptake of users switching to the website

e Ongoing use of Access database and paper forms

A survey of users will focus on questions about the usability of the online system, the
relevance of the data points, the usefulness of the reports, and suggestions for change.
These issues will also be addressed to the Audit Clinical Advisory Committee (ACAC).

A copy of the post-implementation survey is shown in Appendix 2.
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Development, implementation and maintenance of a feasible quality
assurance cycle

The governance infrastructure for the audit is shown below:

AN

ASERNIP-S

Management Breast Section

Committee RACS
'\ | /

Audit Clinical | . ASERNIP-S |le—» Audit Technical
Advisory D D Advisory
Committee Committee
(ACAC) (ATAC)

Fig. I Governance Structure of the National Breast Cancer Audit

The current membership of the ACAC, audit technical advisory committee (ATAC),
minimum standards subcommittee, outliers subcommittee and ATAC subcommittee is

provided in Appendix 3.

Development of working standards and an outlier process

In order to steer the audit towards becoming a quality assurance activity, two groups
have worked in tandem; one with the aim of developing minimum standards and the
other developing a process by which minimum standards can be applied. The resulting
document “Process for managing outliers in breast cancer surgery” has been ratified by
the RACS Council and is available from the ASERNIP-S web site and.

The minimum standards subcommittee identified a number of areas of treatment
practice that were felt to significantly contribute to the quality of care. It was important
that the committee did not choose items for which there was little evidence. In the event,
five indicators of quality treatment were derived for which a quality indicator (value)

could be derived. These five indicators have reasonably high quality evidence to support
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their inclusion at the present time. A further seven indicators were also identified but
remain under development either because there is little evidence to support their
inclusion or the necessary data items are not currently collected in the audit (or both).
The values established to serve as quality thresholds were based on the analysis of the

audit data. The term “quality threshold” was preferred over “minimum standard”.

In order to report results back to those surgeons where their practice appears to fall
outside the quality thresholds, an outlier process has been developed. Once the outlier
process is in an acceptable format, breast surgeons will need to be informed about the
process and their consent obtained. As the audit is voluntary, it will be crucial for
surgeons to feel there is some value for them to engage in a quality assurance cycle. This
could be viewed in terms of the educative process ensuring surgeons are kept well
informed of issues where high level evidence exists for the treatment of early breast
cancer. Surgeons may also be more willing to partake if they believe that system changes
might result should problems be identified in specific areas (an example of this might be
if surgeons with rural practices were unable to meet the quality threshold for
radiotherapy after surgery for invasive cancer. This could happen if rural women were

reluctant to travel to centres where the service was available).

Reportage

Surgeons can access a number of “graphical series” reports online which are calculated
dynamically using individual’s own data and the national ageregated results across a
Yy y g gareg

number of data items.

Each “graphical series” report displays two graphs. The first shows the national data set
for a given parameter; and the second displays the surgeon’s data. At the present time

there are five reports available:

e Margins of clearance after complete local excision (CLE)
e Surgical interventions

e Tamoxifen prescription

e Women receiving Tamoxifen by age group

e Operations after CLE
These are created in a “pdf” format and can be saved or printed.

It is anticipated that the “graphical series” reports section will be expanded following the
six-month evaluation. One such projected report will be a one-page patient summary

suitable for including in the case notes.

In addition to the “graphical series” reports, there are five exported data reports:

e Patient data

e Axilla surgery
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e Diagnostic procedures
e Tollow-up

e Surgical events

Each user can download these reports at any time to access all of their data in a generic

Excel spreadsheet format.

Audit results are shown in the following section; these and others will be reported at

conferences and where possible published in journals.
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5. AUDIT RESULTS

This section provides selected examples of data derived from the online audit. As of
November 2004, the online database contained over 30,000 patient episodes of early

breast cancet.

Abbreviations used in this section are summarised below:

DCIS Ductal Carcinoma I Situ Re-Ex Re-excision

BCS Breast Conserving Surgery SNAC Sentinel Node Axillary
Clearance

CLE Complete Local Excision SNB Sentinel Node Biopsy

Mast Mastectomy

The first figure (Figure 1) illustrates the overall number of cases of both invasive and
DCIS in the database.

Figure 1: Number of invasive and DCIS cases in the database
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15000 |

10000

5000 |
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Figure 2 presents the percentage of eligible patients with invasive breast cancer who
underwent either breast conserving surgery (BCS) or mastectomy. The pie chart plots all
invasive cancer cases documented in the database since 1998. When a similar analysis was
performed on the audit data in 2001, the mastectomy rate was found to be 39% which

seemed to indicate that mastectomy rates remained fairly constant in Australia since
2001.
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Figure 2: Percentage of all eligible invasive cancer cases undergoing BCS or
mastectomy

o BCS
m Mastectomy

62%

To further examine whether mastectomy rates have changed over time, the
BCS/mastectomy rates for each year from 2000 to 2003 were individually calculated
(Figure 3). This data indicates that mastectomy rates have remained constant over the last

three years for invasive cancer cases.

Figure 3: Percentage of BCS/mastectomy by year
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The mastectomy rate for DCIS cases is 35% (Figure 4). A similar analysis of DCIS cases
performed in 2001 also found a mastectomy rate of 35%, suggesting that the stable rate

of mastectomy for invasive cancer also translates to DCIS patients.
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Figure 4: DCIS cases - percentage of eligible cases undergoing breast conserving
surgery or mastectomy

O BCS
m Mastectomy

65%

The database codes patients who have complete local excision (CLE) followed by a
second CLE (re-excision) differently to those patients who undergo CLE alone. In
addition, patients who undergo mastectomy followed by an immediate reconstruction are
coded differently to those patients who have a staged reconstruction or where
reconstruction is not attempted at all. This has been done so that additional analyses can

be conducted on the various surgical sub-groups.

Figure 5 pools the BCS and mastectomy data for all DCIS cases (including those who
had re-excision or conservation) to give the overall percentage of eligible patients who
have undergone either procedure. This reveals an ‘overall’ mastectomy rate of 38% if all

DCIS cases from the database are included.

Figure 5: All DCIS cases - percentage of mastectomy versus BCS (including all re-
excised and mastectomy/conservation patients)

38%

O BCS
m Mastectomy
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Figure 6 is similar to figure 5, but pools cases of mastectomy and BCS for all invasive

cases.

Figure 6: All invasive cases - percentage of mastectomy and BCS (including all
re-excision and conservation groups)

41%
O BCS

B Mastectomy

59%

Re-excision rates

Another area of clinical interest is the percentage of patients who are required to undergo
secondary surgical procedures such as re-excision. This topic is currently under further
investigation and will form the basis of an ASERNIP-S manuscript for possible
publication.

If re-excision is defined as an open biopsy followed by a re-excision or a CLE
followed by a re-excision (or re-excision coded alone) then the overall re-excision rate for

invasive and DCIS cases is as follows:

e Invasive cancets 6%

e DCIS cases 18%

Re-excisions are not the only secondary procedure which may be necessary; some
patients also require a total mastectomy after a CLE. Figure 7 illustrates the percentage of
invasive cancer CLE cases which require either a second procedure (another CLE or re-
excision or a mastectomy). The number of patients who only require one CLE is 90%.
More women undergo a mastectomy as a second procedure, rather than a second

attempt at breast conserving surgery (re-excision).

-18-



Figure 7: Secondary procedures following CLE - all invasive cases
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Note that re-excision has been defined slightly differently than before, which accounts

for the small difference in the value for re-excision calculated for the invasive cases (6%

and 7%).

If all DCIS cases requiring at least a second surgical procedure are examined, the
following results are obtained (Figure 8). In this case, 88% of all DCIS patients undergo
one CLE procedure only. Most women who require a second procedure have a

subsequent mastectomy, rather than another excision.

Figure 8: Secondary Procedures Following CLE - all DCIS Cases

10%

2%

@ CLE Only
B CLE to Re-Ex
O CLE to Mast

88%
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The database collects information on the types of axillary procedures performed and this
includes information on sentinel node biopsy. Data entry for sentinel node biopsy was
formulated before the SNAC (Sentinel Node Axillary Clearance) Trial was initiated.
When this trial commenced, the amount of sentinel node biopsy details the audit

collected decreased.

If all invasive cancer cases in the database are analysed to determine what type of axillary

procedures were performed, the following results are found (Figure 9).

Figure 9: Axillary Procedures performed - all Invasive Cases
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The majority of patients receive a Level 2 dissection, as advised in the most recent set of
Clinical Practice Guidelines in the Management of Early Breast Cancer. There is only 8 percent of

cases where no axillary sampling is undertaken.

Figure 10 examines axillary procedural practices for the DCIS cases in the database. The
majority of patients do not undergo any axillary sampling, as advised in the most recent

set of Clinical Practice Guidelines in the Management of Early Breast Cancer.
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Figure 10: Axillary procedures performed - all DCIS cases
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Another area of clinical interest involves the number of axillary nodes found to be
‘positive’ or cancerous as a result of the axillary staging procedure. Figure 11 illustrates
the average number of positive nodes found by the type of axillary procedure completed.

As the level of procedure increases, so does the average number of positive nodes found.

Figure 11: Average number of positive nodes by axillary procedure - all invasive
cases
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Figure 12 displays the results of a similar analysis performed on DCIS cases. The average
number of positive axillary nodes found increases as the level of axillary dissection

increases.

Figure 12: Average number of positive nodes by axillary procedure - all DCIS
cases
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The database also collects information on hormonal therapies prescribed. Figure 13

illustrates the percentage of invasive cancer cases where Tamoxifen is prescribed.

Figure 13: Tamoxifen prescription - all invasive cases
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However, 75% of all patients with DCIS are not prescribed Tamoxifen as shown in

Figure 14.

Figure 14: Tamoxifen prescription - all DCIS cases
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Oestrogen and progesterone receptor status is documented in the database. This allows
for a more detailed analysis to be undertaken calculating the percentage of tamoxifen
prescription, related to whether the patient was found to be oestrogen receptor positive
or negative. Figure 15 outlines this data for all invasive cases showing that most patients
who are oestrogen receptor negative do not receive tamoxifen, whilst most oestrogen

receptor positive patients do.

Figure 15: Tamoxifen prescription by oestrogen receptor status (invasive cases)
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If the same analysis is performed on DCIS cases, the following results are obtained
(Figure 106). In this case, the percentage of oestrogen receptor positive women receiving

tamoxifen is relatively lower.

Figure 16: Tamoxifen prescription by oestrogen receptor status (DCIS cases)
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The database also provides information on chemotherapy. Figure 17 illustrates the
percentage of patients with no evident nodal involvement who are subsequently
prescribed chemotherapy as an adjuvant systemic treatment. The graph illustrates that the

majority of patients are not prescribed chemotherapy, being prescribed for 27% of
patients.
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Figure 17: Chemotherapy prescription with no nodal involvement (invasive
cases)
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Figure 18 reports on chemotherapy prescription practices for all DCIS cases. A large
majority of those patients (98%) are not prescribed chemotherapy.

Figure 18: Chemotherapy prescription with no nodal involvement (DCIS cases)
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6. LESSONS LEARNED

In this section we discuss lessons learned during the development and management of
the National Breast Cancer Audit (NBCA) from a paper-based distributed data model to
a highly sophisticated web-based system. The many advantages of using a web-based
system are highlighted as well as issues that have been or will be dealt with:

e Website, computer and data security

e Platform independence

e Upgrading software as technology changes

e Ensuring a fail-safe back-up plan

e Creating a separate test mirror server

e Dedicated technical support with rapid response time

e Maintaining user confidence in the security and confidentiality of the audit

e Creating unambiguous data points and a detailed data dictionary

e Providing useful reporting functions to surgeons

e Helping first time users

e Operating a help desk

e Obtaining feedback from users to improve the system

e With the increasing requirement to report on surgeons there is a possibility of a
decrease in participation

e Establish strategic partnerships with surgeons, peak breast cancer organizations
and other professionals

e Including all stakeholders in development of benchmarks
e Attempt to make benchmarks evidence-based when possible
e The creation of benchmarks and an outlier process is a lengthy process

e The persistent lack of ongoing funding and ad-hoc changes in reporting
requirements are major impediments to the smooth functioning of the audit.

Lessons learned associated with technical issues

Security is of paramount importance both for the server and the data. Secure websites
are specifically targeted by computer ‘hackers’. The legal onus resides with the website
administrator to block such attacks and ensure that proper security arrangements are

established and maintained.

Between 1998 and 2002 a Microsoft Access database was distributed to surgeons
participating in the audit. This had several disadvantages, not least of which was the
difficulty of creating individual versions which would function on different platforms.
The web-based database was subsequently developed to be platform independent. After
extensive testing by users, it has been found that a few users still have difficulty accessing
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the system due to local software or computer settings differences. Effort will continue to

be put into establishing a system that all internet users can utilize.

Significant changes have been made to the focus of the audit since its inception. At the
same time there have been significant advances in the development of software used for
secure online databases. It has become apparent that the NBCA will need to upgrade its
software environment to accommodate the changes in reporting requirements and to

ensure it remains a state-of-the-art product.

Following an assessment by the audit technical advisory committee (ATAC) it became
apparent that the NBCA required a failsafe backup plan in the event of the primary
server failing. A backup system was subsequently developed to provide a daily backup,
with database copies housed at separate physical locations. The committee advised that
the backup plan should be accompanied by a detailed disaster and recovery plan taking
into account many potential scenarios for failure of any component of the system and

including a recovery routine to have a system available within 24-48 hours.

To avoid problems associated with implementing modified software on the ‘live’
production server, a separate test mirror server was developed. This server is configured
to emulate the ‘live’ server as closely as possible. Software modifications are extensively

tested on this system first and then put into service on the ‘live’ production server.

It has become apparent during the last year that dedicated high level technical support
with a quick response time is essential. ASERNIP-S has now engaged such support so
that any technical problems can be dealt with in a short timeframe. To further ensure
that any technical issues associated with the website are dealt with quickly, users are
provided with error report forms on which they can submit detailed information so that

problems can be rapidly identified and solved.

Lessons learned associated with engaging users and maintaining user
confidence

Users must be confident of the security and confidentiality of their data, otherwise they
will tend not participate in what is essentially a voluntary programme. Much effort has
been put into establishing strong relationships with users and allaying any fears to do

with confidentiality.

It has become apparent that to maintain user confidence the data items collected must be
unambiguous. This can be achieved in a variety of ways such as providing a detailed data
dictionary with clear field definitions, using pull-down onscreen menus, having onscreen

prompts, and validating data to ensure appropriate responses.

Surgeons will not engage in the audit if there are no incentives for them to participate.

Whilst auditing and re-accreditation is a major focus of the RACS, surgeons could easily
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decide not to participate in the audit if it did not appear to benefit them. In order to

provide a service for surgeons, two useful reporting functions have been developed;

1. Graphical series reports which depict an individual surgeon’s results against the
national aggregate data, and
2. A function which allows surgeons to download all of their own information into an

Excel spreadsheet for manipulation.

It is anticipated that the number and type of reports will be increased based on feedback

received from surgeons.

New users require information on how to participate in the audit. To aid participation, a
printed reference manual was distributed with a brief 10 minute CD tutorial which
presents a visual tour of the website with an audio voice-over describing how to navigate
the program with ease. In addition, a help desk operates during normal business hours.
New users can be walked through the system by our staff, and participants can discuss
problems they are having with the system. Contact with audit staff can also be made by
email or post. Communications are logged into a database to optimize service to

individual users and to document all contacts made.

In November 2004, a six-month post-implementation evaluation survey was distributed
to surgeons with the purpose of using their feedback to improve the system. It is hoped
that surgeons will feel that they have an important role to play in shaping the audit to suit

their own particular needs.

In light of the increasing demands to report on surgeons’ work, at the State and Hospital
level, it is possible that this may result in surgeons opting out of the audit to maintain
their privacy. If this eventuates the audit will have failed and similar audits will not be
possible. However, ASERNIP-S, together with the Breast Section Executive, has
recognised the importance of maintaining surgeons’ confidence in the audit and

recognises the extreme importance of this issue.

Lessons learned from developing measures of quality of care

Many stakeholders have an interest in maintaining optimal surgical care. To this end,
ASERNIP-S has recognized the importance of establishing strategic partnerships with
surgeons and peak breast cancer organizations such as the National Breast Cancer Centre
(NBCC) and the Breast Cancer Network Australia. Members of each such group sit on

various committees to provide guidance in areas such as:
e technical aspects of the online audit
e development of quality thresholds

e development of an outlier process

The development of quality thresholds to measure individual surgeon performance has

required a very intensive effort. It was important to include all stakeholders in the
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process of developing benchmarks so that they could feel some ownership of the process

and more readily accept and want to be involved in the audit.

The development of quality thresholds and an outlier process has been a lengthy
undertaking, having taken over year to reach the current level of agreement. It is likely
that each process will continue to evolve as new quality thresholds are created or aspects
of the outlier process change. The quality thresholds were devised from a set of clinical

markers, and formed a two-tiered set of indicators;

e those deemed important with good evidence to support their practice; and

e those deemed important but which lacked current evidence to support their

practice.

At the present time the first group of clinical indicators have been adopted, whilst the
second group will be periodically reviewed to determine whether there is any new
evidence to support them. It is the strong belief of our organisation that benchmarks
should be evidence-based and we continue to work with the NBCC to ensure this takes

place.

The outlier process has been developed and ratified by the RACS Council. We are also
(legally) obliged to obtain informed consent from each surgeon prior to their engaging in
the outlier process. There is no framework imposed by the RACS or by government to
force surgeons to participate in the audit. Surgeons will therefore have to agree to
participate in the outlier process. Because the process has not yet been undertaken it is
not yet possible to report on lessons learned, however we stress that the confidence of
surgeons must be maintained by marketing the process as an informative and educative

process rather than a punitive one.

Lastly, the audit requires long-term funding. Significant staff time is spent trying to
achieve this; time that could otherwise be put into the daily management of the audit.
Audit is recognised to be a useful quality improvement tool however the desire to
provide long-term funding for audit is lacking in Australia. Any similar audit should seek
to obtain secure funding for at least five years to allow sufficient time for the
establishment, piloting the system and developing the quality assessment processes. The
persistent lack of ongoing funding and ad-hoc changes in reporting requirements have

been major impediments to the smooth functioning of the audit.
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7. THE FUTURE

A large amount of ground has been covered by the ASERNIP-S personnel during the
last two years in order to develop a effective method of benchmarking, reviewing and

disseminating results from the audit to hospitals and State Departments of Health.

During 2005, it is anticipated that the minimum standards and outlier process will be
ratified by the RACS and the Breast Section, and embraced by Breast Surgeons around
Australia and New Zealand.

In response to feedback from surgeons we would like to introduce some improvements
to the online system. This may necessitate an overhaul of the current system in favour of
an altered updated database. It is anticipated that new reports and data fields may be
added, and others thought to be redundant removed. To facilitate the use of the online
system, ASERNIP-S suggests that the government extend the outcomes of the findings
in the GP Red Tape Taskforce to ensure that rural surgeons obtain improved access to

broadband services.

As many comments have concerned the lack of publication of data, time will be spent
during 2005 in rectifying this situation. Some funds will be made available by the NBCC
to facilitate this, and this organisation also aims to produce publications from the data.
Individual surgeons may also identify issues that they would like to publish. Presentation
of the audit data at target conferences will be continued and two abstracts have been
submitted to the 2005 RACS Annual Scientific Congress.

Of great importance is our relationship with peak consumer groups. Establishing a full
clinical audit by identifying standards against which results can be reviewed and
identifying a process of dealing with outliers took precedence during 2004. This process
awaits ratification in 2005. Once this is finalised, effort will be put into disseminating this
information to the women and men who have breast cancer. This will be achieved by

ensuring information is available from the consumer organisations and other peak bodies
such as the NBCC.

Considerable progress was made in 2004, to overcome technical and clinical problems.
ASERNIP-S aims to consolidate this progress in 2005 and implement a full clinical audit
cycle whilst endeavouring to maintain surgeon confidence and fostering consumer

knowledge.
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9. STAFF PROFILES

ASERNIP-S Surgical Director

Professor Guy Maddern

Professor Maddern (RP Jepson Professor of Surgery, University of Adelaide) was
appointed inaugural Surgical Director of ASERNIP-S in October 1997. Since that time
Professor Maddern has been involved in developing the ASERNIP-S programme for the
Royal Australasian College of Surgeons. Professor Maddern is a practising hepatobiliary
surgeon based at The Queen Elizabeth Hospital, Head of the Division of Surgery and
Director of the Basil Hetzel Institute for Medical Research in Adelaide.

ASERNIP-S Program Manager

Dr Wendy Babidge

Dr Wendy Babidge manages the ASERNIP-S programme which currently has 17 staff
members. She has an Honours Degree in Biotechnology, a PhD from the University of
Adelaide and a Graduate Diploma in Business. Dr Babidge has a particular interest in the
development of unique assessment methodologies for surgical procedures. She is also

keen to foster collaboration between Health Technology Assessment groups world-wide.

ASERNIP-S Senior Research Officer (Audit Manager)

Maggi Boult

Maggi Boult has an Honours Degree in Plant Science, a Graduate Diploma in
Information Studies and a Diploma in Computer Programming. Maggi has worked
extensively in a diverse range of scientific environments and has written computer
applications and databases for commercial and scientific use. Maggi joined ASERNIP-S

in 1998 and has been involved in a number of research areas. Currently she manages the
audit programme and is the ASERNIP-S Privacy Officer.

ASERNIP-S Research Officer

Astrid Cuncins-Hearn

Astrid  Cuncins-Hearn joined ASERNIP-S in September 2001. Her academic
qualifications include both Bachelor and Master of Science degrees specialising in
biomechanics from the University of Guelph in Canada. After working in the areas of
surgical biomechanical research, trauma and cancer outcomes databases in Canada and
Australia, Astrid joined ASERNIP-S as a research officer where she is involved with the

National Breast Cancer Audit and conducts systematic literature reviews.
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ASERNIP-S Administrative Assistant

Louise Kennedy

Louise Kennedy joined ASERNIP-S in December 2002, on a part-time (casual) basis.
She has a Certificate III in Business (Office Administration), and has studied several
Information Technology subjects. Louise previously worked in clerical positions for the
Commonwealth Public Service. At ASERNIP-S, Louise provides assistance to the

administrative officers and audit projects.

ASERNIP-S Research Officer

Sarah Tyson

Sarah Tyson joined ASERNIP-S as a researcher after operating the RACS Breast Audit
as a separate project for four years. She has a science degree from the University of
Adelaide majoring in Clinical and Experimental Pharmacology & Toxicology, and
Biochemistry. Prior to her appointment Sarah was engaged in several other complex

projects in the health and disability sectors.
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APPENDIX 1

Survey of institutional databases
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National Breast Cancer Audit

Hospitals Survey

Institution and contact details: If these details are incorrect, please revise
Address:
Telephone:
Fax:

Email:

1. Is surgery for early breast cancer performed at your institution?
Yes [] No []

If yes, please provide contact details for the Head of Breast Unit or equivalent (e.g. Head of Surgery):

Name:
Position:
Telephone:

Email:

2. Does your institution have a database that documents the diagnosis, treatment and/or
follow-up of patients with early breast cancer?

Yes [] No [] Unknown []

If yes, please provide contact details for your data manager:

Name:
Telephone:

Email:

If yes, which institution(s) are included in your database?

3. Do surgeons at your institution currently contribute to the National Breast Cancer
Audit?
Yes (all) [] Yes (some) [] No [] Unknown []

Please return the survey in the reply-paid envelope

or fax +61 8 8362 2077, before 17t December 2004

We are grateful for your time and look forward to your response.
Questions about this survey should be directed to the Breast Audit, PO Box 553, Stepney, S 5069
Ph +61 8 8363-7513 or email college.breast.andif@surgeons.org
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APPENDIX 2

Six-month post-implementation review: Survey of surgeons
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National Breast Cancer Audit
Pilot Phase Evaluation

rder to assist us in improving the audit, we would appreciate Sect

ou would complete this survey and return it to the address below. on

1:
General.
1. Are you performing surgery for early breast cancer?
1 Yes I No

If no, the survey is complete. Please return this form to ASERNIP-S. If yes, proceed to question 2.

2. Are you a member of the Breast Section, and what type of membership do you have?

O Full member ] Associate member U] Not a member

3. Are you participating in the National Breast Cancer Audit? If yes, what is your preferred method of data entry?

[ Yes U1 Online
U Access database
U Paper
1 No U1 I have not heard of the audit

U I choose not to enter data into the audit
U I would like more information on the audit

Section 2: NBCA support materials.
4. Did you find the CD website tutorial useful?

[ Yes ] No U] Didn'’t use

5. Did the website tutorial adequately explain how, where and when to enter patient details?

[ Yes O No

Comments:

6. Did the data dictionary included in your launch package provide adequate explanation of fields?

O Yes ] No

Comments:

7.  Was the other written material useful?

[ Yes O No

Comments:

8. Were the audit staff helpful?
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L Yes L No U Haven't contacted staff

Comments:

Section 3: NBCA website issues
9. Do the screens follow in a logical order?

[ Yes O No

Comments / improvements:

10. Can you navigate around the website easily? (This includes use of save, return, close and arrow functions).

[ Yes ] No

Comments / improvements:

11. Were the online help pages of assistance?

[ Yes ] No

Comments / improvements:

12. Do you have any specific comments / suggestions on how the speed and ease of data entry could be improved?

Comments / improvements:

13. How would you / your data entry person rate the usability of the website?

1 20 30 40 50 61 700 8] o1 rotd
Easy Some changes required ~ Moderate Many changes required  Difficult

14. How did you find the response time of the online system for entering data?

Comments:

U Good U Adequate U Slow

15. What sort of internet connection do you use?
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U Dial-up modem U Broadband cable [1 ADSL U Satellite wireless
U Unsure U Other (provide details):

16. Did you download reports from the online system?

U Yes (proceed to question 16) L No (go straight to question 17)

17. Approximately how long did it take to download reports? Was the time taken acceptable?

Time:

Acceptable?

18. Do you have any comments about the data forms? (This includes the primary diagnosis page and secondary
surgery, pathology, sentinel, comments and follow-up pages).

Comments / improvements:

19. Did you have any other problems relating to accessing the system? (This includes issues such as slow speed,
sessions timing out etc.).

Comments / improvements:

20. Do you use a:
L1 Macintosh U IBM PC (compatible) U Unknown
21. What operating system do you use?
Ul Windows U1 Other (Please specify) Ul Unknown
0195
L] 98
ONT
L1 2000
U xpP
Ll Other
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Section 4: NBCA website contents.

22. What new reports would you like to be able to generate?

Comments:

23. What new data items should be added?

Comments:

24. What old data items should be deleted?

Comments:

25. What other service(s) would you like to see offered through the audit?

Comments:

Additional pages can be attached for more lengthy responses.
Thank you for completing the survey.
Your responses will enable us to improve the online audit.

Please return it to the National Breast Cancer Audit in the reply paid envelope provided.

If you would like further information, please contact the NBCA on
Telephone: +61 (0)8 8363 7513
Fax: +61 (0)8 8362 2077
Email: college.breast.audit@surgeons.org

Post: PO Box 553, Stepney, SA 5069.
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APPENDIX 3

Membership of NBCA governance committees

Audit clinical advisory committee

Professor Guy Maddern (Chair)
Mr Ian Campbell
Associate Professor John Collins

Dr Ros Drummond

Professor Brendon Kearney

Dr Rosemary Knight

Mr Jim Kollias
Mr Peter Malycha
Mr David Oliver

Professor Ian Olver

Mr Chris Pyke

Ms Janet Rice

Mr John Simpson
Ms Lyn Swinburne

Ms Susan Timbs

Dr Helen Zotbas

Minimum standards working group
Mr Jim Kollias (Chair)

Mr David Oliver

Ms Lyn Swinburne

Role

ASERNIP-S Surgical Director
Breast surgeon NZ
Chair of Section of Breast Surgery

Representing the Clinical Oncological Society of
Australia (Radiation oncologist)

Executive Director, Clinical Systems, Department
of Human Services, SA, Australian Council for
Safety and Health Care, State Quality Officials
Forum

Director, Cancer and Service Frameworks Section,
Australian Government Department of Health and
Ageing

Audit Medical Director
Breast surgeon SA
Breast surgeon WA

Representing the Medical Oncology Group of
Australia

Breast surgeon QLD
Breast care nurse — Flinders Medical Centre, SA
Breast surgeon NZ

Chief Executive Officer: Breast Cancer Network
Australia

National Policy Manager: Breast Cancer Network
Australia

New Clinical Director NBCC

‘Outliers’ working group

Associate Professor John Collins (Chair)
Mr David Oliver

Ms Susan Timbs

41



Audit technical advisory committee

Mr David Roder (Chair)
Dr Wendy Babidge

Ms Mary Barnes

Mr Alan Boman

Mr Adrian Fattohy

Professor Brendon Kearney

Mr David Walters
Ms Susan Timbs

ATAC subcommittee
Mr David Roder (Chair)

Mr Alan Boman
Mr Adrian Fattohy
Dr Wendy Babidge

Role

Epidemiologist

Programme Manager ASERNIP-S
Statistician CSIRO

Computing consultant

RACS database administrator

Executive Director, Clinical Systems, Department of

Human Services, SA
Breast surgeon, SA

National Policy Manager: Breast Cancer Network
Australia
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