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I Equipment and tadiation protection

The equipment used shauld comply with the relevant Standards Association of Australia
standards where appropriate and also comply with and be approved by the State Radiation
Protection Authorities. The radiation protection in the fixed or mobile instatlations

should be approved by the relevant Stare Radiation Protection Authority.
Appendix 3 should be consulted to give a guide for the purchase of new equipment.

2 Processing
Centres should be able to provide documentary evidence of their adherence to a quality
assurance program. It is essential that optimal processing conditions are achieved and

maintained, both to increase cancer detection rates and to minimise radiation dose.

Processing of mammography film must be carried out in film processors used only for single
emulsion film and optimised in accordance with parricular equipment and film-screen

combinations. The pracessots should be cleaned and serviced regularly.

Wherever processing is undertaken, written protocols must exist for staff involved, which
should include the detailed quality control steps to be followed and their frequency.

Protocols should also contain specific guidance on remedial procedures. Written records
wmust be maintained by all screening units and assessment centres/services, documenting
quality assurance checks, equipment failure or malfunctions and the remedial steps

undertaken.

The discharge of chemical waste from fixed and mobile installations should meet

appropriate standards designed to reduce environmental pollution.

Given the likelihood of ongoing technical advances in the field, overly prescriptive

recommendations as regards processing are inappropriate.

All radiographers or technicians employed within the accredited Screening and
Assessment Services should be provided with opportunities for ongoing education/ftraining,

to ensure their up-to-date knowledge and artention o guality assurarice principles.

3 Mammogram evaluation

Mammograms should be of goed quality, properly identified and with minimal artefact.
They should be of appropriate density, resolution and contrast. Mammograms should show
optimal positioning. [n addition to the continuous assessment of film quality,
mammograms should be formally evaluated on a | to 3 month basis by the designated
radiologist and records kept of number and nature of defects detected.

It is desirable that each examination be clearly identified as to the machine used and the
name of the radiographer. The results of the evaluation should be transmitred to the
radiographic staff directly on an ind ividual basis. Meetings should be held from time to
time with the tadiographers to discuss the results and rectify any problems. The frequency
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of the formal assessments and staff meetings will vary depending on the number of
radiographic defects, the experience of the staff and the length of time the particular

program has been in operation.

4 Radiation dose measurement

The radiation dose on each mammographic unit should be calculated annually and records
kept of the date, technique and dose measurement. The recommendation of the Auscralian
Radiarion Laboratory in the publication Radiatior: Doses from Mammography in Austrafia®

should be a guide. A summary of the recommendation is as follows:

1 The International Commisston of Radiological Protection recommendarions
{}C87) that ‘the usual reference terms for radiation dose in the glandular tissue
{excluding skin) in a uniformly compressed breast of 30% adipase, 50% glandular
tissue composition. The reference breast thickness should be specified’ be used as a
standard within Australia.

2 The maximum mean glandular dose (MGD) from x-ray mammography in the
glandular tissue {excluding skin} in 2 uniformly compressed breast of 50% adipose,
50% glandular tissue composition of 5 cm thickness for a single image of the breast,
should not exceed 2.0 mGy when a grid is used and not exceed 1.0 mGy when a
grid is not used.

3 Calculation of the MGD should be made using the method recommended by the
NCRP (NC86) or by direct depth dose integration.

4 Regular quality assurance monitoring of x-ray equipment and processing, as
recommended by the Australian Institute of Health (AI90b) should be undertaken

by each centre conducting mammography.

5 The MGB for each mammographic unit should be measured annually by an
independent body.

5 Breast ultrasound

A modern high resolution machine should be used with a hand held probe operating in the
5..10 megahertz range. A stand-off should be available for best resolution near the skin

tine, preferably artached to the rransducer face.

Ultrasound examinations should be conducted under the supervision of a radiologist
experienced in ultrasound of the breasts and preferably experienced in the use of
ultrasound in other areas. The ultrasound machine should be regularly serviced.

An ultrasound phantom designed to check the system efficiency in detecting small lesions
in a tissue equivalent materiat and to check the ability to distinguish small eysts from salid
lesions should be designed and used to check ultrasound machines in ali assessment

centres/services.
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2.3 DATA COLLECTION

2.3.] Principles of data collection

“The rationale, aims and objectives for the collection of dara t0 monitar and evaluare the
National Program have been cleatly esrablished and documented. This information should

be availabie to, and understood by all staff participating in the Program.

The amount of data should be the minimum required to adequately assess the performance

of the Program in general and individual services.

Assessment centres must ke provided with the resources 1o collect and monitor their basic
activity and have access to their performance data in a timely fashion. This feedback is
essential to maintain staff interest and morale, as well as to improve individual program

results.

Data which are collecred should be accurate and should be collected to comparable

standards by each clinic.

Access to individual client data should be restricred to the minimum number of persons,

on a ‘need-to-know’ basis.

All data mast be maintained with due respect 1o its personal nature. Seaff should know and
adhere to written pratocols for maintaining clients rights to privacy and confidentiality of

medical information.

Each data record should have a unique identifying number allocated to each client.

2.3.2 Qualiry assurance

Documented procedures are 0 be maintained for data collection inehyding the designated
movement of records within the clinic. This is to ensuré records are not mislaid or sighted

by unauthorised personnel.

Quality control procedures should be documented and undertaken at all levels in the
screening and assessment pathway. These procedures should include regular audits of data
quality and routine editing of relevant clienr/summary evaluation data. All staff must be
instructed in these procedures and be able to demonstrate their knowledge and

understanding of the procedures.

Standard maintenance procedures for hardware and software should be documented and

adhered ro.

Thete should be an identified person who takes overall responsibility for darta integricy,

assisted by clinical and administrative ling managers.

25
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2.3.3 Ethical and medico-legal considerations

Al} paper clinical records are to be sipned by the health professional who is directly
responsible for a particular episode in the screening or assessment pathway. This includes
those taking and reading the mammograms, as well as those involved in clinical

assessment.

Data items collected for each screening or assessment episode must be recorded accurately
and legibly, Abbreviations should be aveided.

All records of each screening episode are to be securely maintained, using an accepted

method of medical record filing rhat ensures easy access to a woman's record.

Screening and assessment units must obtain the woman's informed consent for all
procedures. Her consent should also be obtained for the exchange of clinical data berween
clinicians involved in her management, and for the use of anonymous, aggregate dara for

program evaluation purposes.

Service protocals should provide guidance for staff in the event that the woman does not

give her full consent at any stage of the screening/assessment pathway.

The consent form must contain a simple statement of the objectives of the screening
program, as well as details of procedures to be performed. It should include an explanation,
presented in lay terms, of the meaning of false positives and false negatives and their

likelihood of occurrence. Every consent form shoutd include:

. signed statement that the woman understands mammography does not pick up ail
cancers;

. agreement tofrequest for a mammogram {and fine needle aspiration and/or
ulerasound if recalled);

. consent to provide information to the wornan’s doctor, or other doctors to whom
she is referred;

o use of the information, providing identity is not disclosed, for monitoring and
evaluation purposes;

. recording of identifying information on a confidential register primarily for the

purposes of routine recall and follow-up.

It is intended to develop a form to be used as a model.

In those states whete there are specific procedures or regulations governing privacy and
confidentiality, screening and assessment unirs should provide written statements as to
how these rights will be protecred and ali staff shouid demonstrate knowledge of the

appropriate procedures.
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2.4 TRAINING ACTIVITIES

Implementation of a National Program of Mammographic Screening is dependent on the
availability of specially trained staff committed to providing a high quality efficient service.
The need for specialised training of staff associared with the National Program has been
recognised by the Intercollegiare Commirtee of the Royal Australasian College of
Surgeons, the Royal College of Pathologists of Australasia, and the Royal Australasian
College of Radiologists and these training guidelines draw on work already done by that

Committee.

The crearion of assessment centres with their associated screening units provides a focus
for developing specialised training courses for all types of staff needed to expand the
National Program. However, institutions providing basic training for radiographers should
be urged to develop mammographic rraining facilities and provide training during the basic
radiography course in mammographic positioning, equipment, radiographic techniques to
minimise dosage, mammographic film processing and quality assurance. Narional co-
ordination of course curricula is recommended via the Australian [nstitute of Radiography

and the Royal Australasian College of Radiolegists.

Facilitating the availability of appropriate and adequate training will be an integral part of
the responsibility of the State Co-ordination Unit and such training will be part of a
national network of recognised training centres. [n some States the size of the program may
not justify their own training course, however access to one should be assured.

It is likely that in States which develop a training program, an assessment centre/service
(or possibly a consortium) will be charged with providing a specialised training course for
all staff who join the screening program. The training course should cover not only
professional aspects but also inciude an overview of the planning and development of

assessment centres and their associated screening clinics.

Professional training should cover all aspects of screening and assessment of screen
detecred lesions. Although specific clinical/technical training should be provided for
radiologists, radicgraphers, surgeons and pathologists who will be associated with the
assessment centre/service and associated screening units, training should also be provided

for management staff, data managers, counsellors and clerical staff. All trainees must be

apptopriately supervised.

It may be thar some staff have received equivalent training elsewhere, however it is
important also chat they are famitiar with local policies and pracrices.

Each State training program will be developed to suit the needs of that State, however it
will be imporant that the expertise of staff from the training centre and the Stare
Co-ordination Unit be utilised at che time new Screening and Assessment Services are
being planned. After this initial stage all staff should have an appreciation of the policies

and practice of the National Program.
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Training courses wiil vary, bur will include a period spent at an operational training centre.
In general terms the course should include a planning and management component and
orofessional group components. All staff of new Services should be trained, and wherever

possible this should be in a multidisciplinary formar.

Each State training centre will require:

. radiological expertise in screening maintained at a high level of screening activity
which implies an annual rate of around 10,000 examinations;

. an extensive teaching file of mammograms;

. state of the art mammographic equipment, and facilities for localisation of
impalpable lesions, and radiology of surgical biopsy specimens;

. a functional multi-disciplinary ream;

. to appropriately liaise with any National Program which is developed.

The curriculum for an approved training program should include:
. the organisation of popularien screening programs including evaluarion of process
and outcorne;
. technical aspects:
— equipmeént
—  examination techniques
—  quality control routines
—  radiation dose monitoring;
. image interpretation in the screening context with particular attention to small
carcinomas and exposure to a wide variety of normal and abnormal mammograms;
. the evaluation of screening detected abniormalities by radiclogical methods and in
coliaboration with clinical celleagues and the cyto and histo pathologist;

. the radiclegical localisation of non-palpable lesions;
. the radiology of surgical biopsy specimens;
. a working knowledge of modern surgical, radiotherapeutic and oncological

procedures used in the management of breast cancer patients;
. an awareness of the possible psychological problems which may occur in dealing

with women in a screening program.

2.4.1 Radiologists

Radioclogists involved in breast screening programs who are responsible for screening
mammography in a screening unit will have received an acceptable level of formal training
and experience in mammography, and will have attended a course at a State or national

level in screening mammography. A radiologist working at an accredited assessment
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centrefservice will in addition have received an accepeable level of formal training in the

eadiolugical assessment of women with abnormal screening mammograms.

All radiologists assaciated with the Mammographic Screening Program should attend the

State rraining course.

2.4.2 Radiographers

Screening units should employ only radiographers with experience in mammography. All
radiographers in accredited screening units and assessment centresfservices, should have

attended a course ar Stare or national level in screening mammography.

2.4.3 Breast physicians/clinicians

The tole of breast physicians/clinicians in assessment centresfservices varies. Where breast
screening services employ medical practitioners who are not qualified radiologists, surgeons
or pathotogists, they should have had formal training in breast cancer screening {including
examination and counselling) and should be responsibie to the Direcror of the assessment

centrefservice or the Program Manager.

The training of breast physicians/clinicians should involve an extended period of work
under supervision in an assessment centre. In addition artendance at a formal rraining

course is obligatory as well as artendance at a course run by the State training unit.

2.4.4 Surgeons

Surgeons involved in breast screening programs should be members of the Section of
Breast Surgery of the Royal Australasian College of Surgeons and have appropriate

training and expertise in:

. the clinicat assessment of womet with screen detected abnormalities;
. needle-localised biopsy of impalpable lesions;
. surgica} management of benign and malignant breast lesions detected in the

screening programs.

The surgeon should arrend regular assessment sessions where women with detected
sbnormalities can be seen jointly with the radiologist and where future management can
be planned.

All women requiring needle localised biopsy will be seen by a surgeon in conjunction with

the radiologist.

The surgeen should attend regular conferences with pathologists and radiologists where
the activities of the Screening and Assessment Services will be reviewed.

The surgeon will be responsible for recording surgical and refated clinical derails.

29
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The surgeon is responsibie for ensuring that surgical quality assurance guidelines are met.

The surgeon should have access to suirable operating hospiral facilicies for the surgical

management of women with detected abnormalities.
The surgeon should promote participation in clinical trials.

Surgeons participating in breast screening programs should initiate and puide training
programs for surgeons and surgical trainees wishing to become proficient in the techniques
required for the management of sereen detecred abnormalities and participate in

multidisciplinary training activities.

2.4.5 Pathologists

Pathologists involved in breast screening programs should be Fellows of the Royal College
of Pathologists of Australasia or hold 2n eguivalent academic quatification in Pathology.

The pathologist must be skilled in interpreting breast cyrological and histological

specimens.

The designated pathologist or a depury should be a member of the assessment team and
should be responsible for the reporting of review of all biopsies and fine needle aspirations of
lesions derected by screening. Teaining of registrars and other pathologists associated wich the

centre is also the pathologist's responsibilicy.

The pathologist is responsibie for ensuring that optimum handling of mammographically

detected lesions occurs.

This includes:
. teceipt of mammogram with biopsy;
. specimen mammography for:

— confirmation of excision and clearance of the lesion {includes the

availability of a radiologist for consultation};
~—  guidance in the sefection of tissue sections;

. analysis of the pathology and cytological data in a manner suitable for quality

control, reports and publication.

The pathologist should participate in regular muleidisciplinary meetings with the
radiologists and surgeons of the Screening and Assessment Service and review all fine
needle aspiration and biopsy diagnoses of screen detected cases by that unit. This may

involve retrieving biopsy tissues and aspirates from various pathology peactices.

“The pathologist should attend zn internationally recognised mammography screening unit
o a recognised training centre in Australia to participate in a course run by that centre or
spend sufficient time 1o acquire the special skills needed. Atzendance ts to be within the
first rwelve months of the commencement of appointment to the screening program.
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Designared breast screening pathologists and their deputies in each State should meer
locally on a regular basis, perhaps once every two or three months initially and then six
monthly to discuss and clarify reporting nomenclature, diagnostic criteria and any specific

problems that are encountered.
Eree intet-unit referrals for problematic cases is strongly recommended.

Breast screening pathologists should meet nationally ar least once a year to
¢co-ordinate and correlare diagnostic criteria and performance statistics of each of the units.
These meetings would also be an excellent forum for furchering education in aspects of fine

needle aspiration, borderline cases and research possibilities.

2.4.6 Counsellorsfeducators

Counsellors/educators are an integral part of the staff of a Screening and Assessment
Service. Most of these staff will have particular experience and rraining in counselling
women with breast symptoms or with abnormal screening mammograms. Counselling may

be undertaken by a range of health professionals.

All counsellars associated with Screening and Assessment Services should have attended a

counselling course and a State training course.

2.4.7 Clinic/clerical Staff

All elinic/clerical staff attached to an assessment centre or screening unit should attend a
State or national training program. Ongoing inservice training should be available to all

staff within the service.
2.5 PROGRAM MANAGEMENT

2.5.1 Management structure

The managemeru structute of the Screening and Assessment Service must be clearly

documented in writing. The documentation must:

. identify one person who has responsibility for the management of all facets of the
Service (hereafter referred to as the Direcror);

. document the various funictions of the Service (e.g. recruitment, screening,
assessment); the responsibilities of specific individuals and or committees in relation

to those functions; and the relationships between them;

. clearly delineate the relationships and responsibilities of medical and non-medical
staff; '

. document the means by which any appointments {to staff, committees etc.} are to
be made;
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document the representation of relevant client and professional groups on advisory

of management groups as appropriate.

In Screening and Assessment Services, a radiologist, surgeon and pathologist should be
designated who witl each be responsible for those aspects of screening and assessment

related to their particular discipline.

2.5.2 Management responsibilities

The Director of the Screening and Assessment Service shall:
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ensure that the operations and management of the Service are in accordance with
the aims, objectives, and policies of the National Program;

ensure that the shott and long term plans of the Service ate in accordance with the
appropriate State or Territory Plan, and that the functions undertaken by the
Service are as agreed with the relevant State Co-ordinarion Unit, including
adhetence to screening and assessment protocols developed by the Stare
Co-ordination Unir;

ensure that the aims, objectives and policies of the National Program are made
freely available to clients, staff and other relevant health professionals;

regularly review service provision in refation to policies and plans, and to make
adjustments as necessary;

ensure that the Service is conducted in such a way that barriers to participarion by
any eligible woman are minimised, and rhat active measures are taken where
appropriate to ensure equitable access;

be responsibie for the provision of high quality services and client care within the
Service and the implementarion of a quality assurance program, including the co-
ordination of and co-operation in any inspection undertaken by the Scate
Co-ardination Unit;

ensure that a multi-disciplinary team operates within the Service: integrating the
various elements of the screening and assessment processes; meeting regularly;
reviewing the performance of the component parts in telation to the performance
measures adopted by the National Program; and taking steps as necessary 1o
improve performance; ‘

ensure that a written record is made of meetings of advisory or management
committees which form part of the management structure,

ensure the efficient management of the financial resources of the Service and that it
operates within the budger agreed with the State Co-ordination Unit;

ensute that the Service operates within financial guidelines escablished from time to
time by the Narional Program and/or the State or Territory Co-ordination Unir;
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ensure that adequate cost and financial data are provided to the State Co-ordination
Unit as required as part of regular review of the cost effectiveness of the Service;
ensure that data are collected as required by the Narional Program for the Early
Derection of Breast Cancer. It should be provided in a timely fashion, as required by
agreement with the State/Territory Co-ordination Unit, and atso be available to be
utilised by the Service to monitor its own performance;

ensure that required medical and other client information is maintained in a discrete
and confidential manner;

ensure that appropriate liaison occurs between the Service and external community
and community health and haespital personnel;

ensure that appropriate staffing policies and procedures are in place and adhered to;

_ ensure thar adequate staff provision is made, and that orientation and in-service
training programs are available for staff members, to maintain staff knowtedge and

skills and to improve performance.
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Section 3

PERFORMANCE OBJECTIVES and
ACCEPTABLE STANDARDS

3.1 INTRODUCTION

The ultimace goal of breast screening by mammography is a substantial reduction in breast
cancer deaths in the target population. It is impossible to measure any mortality reductions
in the eatly, implementation phases of an organised, population-based screening program.
Therefore, it is essential that key intermediate performance objectives, that may act as
indicators of eventual mortality reductions, be clearly identified and manitored from the

outset of the National Program.

The definition of these performance measures and their artainment should be the key focus
of every State Co-ordination Unit and its affiliated assessment and screening centres.

3.2 PERFORMANCE OBJECTIVES

This section provides explicit stacements of the performance objectives and minimum
acceptable standards for specitic components of the National Program for Early Detection
of Breast Cancer. These statements encompass Tectuifment, sCreening, assessment, biopsy,

ereatment outcomes, wait times for key steps in the pathway, and overall program goals.

All values quoted for acceptable standards in the table overleaf are the minimum
acceptable values for the National Program and its individual components. These

standards will be reviewed in the light of program experience.

The Standards have been devised from overseas experience and the Australian pilot

projects. Relevant sources are:

. Forrest Report?
. Pritchard Report®
. Breast cancer screening in Australia: future directions®

. British Association of Surgical Oncology (BASOY
. NHS/BSP/Vessey 19911
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PERFORMANCE
COMPONENT

PERFORMANCE
(QUALITY)
OBJECTIVE

ACCEPTABLE

STANDARD

1. Recruitment

1. To maximise the
number of women
patticipating in screening

2. To maximise
patticipation by women
from Aboriginal and non
English speaking
backgrounds

3. To minimise anxiety
and increase acceptance
of service by women

= 50% of eligible women
(4069 years)

Attendance in proportion
to their representation in
the population

Interval from booking to
appointment < 4 weeks

2. Screening

1. To minimise anxiety
and x-ray exposure amang
screened women by
limiting the proportion of
technical repeat films and
the numbers of women
recalled for
mammographic
assesstent

2. To maximise client
acceptance while at the
same time minimising
anxiety among screened
women by providing
prompt, written
notification of results

3. To maximise client
acceptance of the
screening service as
evidenced by high
participation rates among
those invited for routine
rescreen

a) Technical repeats
< 3% of total films used

b) Assessment recalls
< 10% of women
screened at prevalent
round

c) Recalls at < 5% at
subsequent rounds

a) Notification to occur
within £ 14 days

b) > B0% to be notified
within 10 working days

a) > 75% participation at
round 2

b} > 50% at 3rd and
subsequent rounds

3. Assessment

1. To minimise waiting
time and women's anxiery
between initial screen

and the first assessment
visit

Interval < 2 weeks for
> 90% of recalls
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PROGRAM
COMPONENT

PERFORMANCE
- (QUALITY)
" OBJECTIVES

3. Assessment

i 2. To minimise the
' proportion of women
" referred for open biopsy

3. To minimise
' unnecessary invasive
| procedures {i.e. surgical
| biopsies for histalogy on
‘ benign cases)
|
\

| 4, To minimise the
. number of visits needed
. for further investigations

A AR RO R R

ACCEPTABLE

STANDARD

< 2% of women screened

Positive predictive value
of biopsy > 25% (at
prevalent screen) i.e.
Benign: malignant biopsy

. ratto of

¢ < 3:1 for prevalent

¢ round

* < 1:1 in incident tounds

" a) < 5% of women

recalled for assessment for
a screen abnormality are
invited for early review

b) Minimum period for
review should be 6
months

. 1. To minimise the

~ operative identification of
i lesions producing

. mammographic
abnormalities

. 2. To minimise the

I interval from a decision to

. operate for diagnostic
purposes and the first

I offered admission darte

> 95% of impalpable
lesions should be
correctly identified at the
first localisation biopsy

90% should be admiteed
for an operative biopsy
within two weeks of their
first atrendance at any
assessment centre

5. Treatment

! 1. To ensure appropriate

i audit of follow-up

!
F
|

An annual follow-up form
should be completed by

- the treating surgeon and

returned to the

| assessment centre with
the agreed data items

CATR A R R
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PROGRAM PERFORMANCE ACCEPTABLE
COMPONENT (QUALITY) STANDARD
OBJECTIVES)

6. Guerall Program

i. To minimise the cost
pet women screened,
based on a consideration

a) € $120/screen*® ac the
prevalent screening round

of all aspects of the b} < $80/screen* by
program for community year 5 of Program
education and operation

recruitment up to and
including histological
" diagnosis

2. To maximise the
number of cancers
detected

- 3. To maximise the
number of minimal
invasive cancers detected

4. Todetect 2
representative proportion
of DCIS at the prevalent
screening round

5. To minimise the
number of interval
cancers

¥ 1990 prices

a} > 50% per 10,000
women screened in the
prevalent screening
round, including ductal
carcinoma in situ
(DCIS), but excluding
lobular carcinoma in situ

(LCIS)

b) > 20 per 10,000 at

subsequent rounds

> 15 per 10,000 screened
women found to have
invastve cancers < 10mm
diameter on pathology

10-20% of cancers
detected

Proportion of women who
develop breast cancer
(including DCIS, but
excluding LCIS) in 12
months following
screening < 6 per 10,000
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Section 4

ACCREDITATION PROCESS

4.1 LEVELS of RESPONSIBILITY

Levels of responsibility are illustrated in the Diagram at Figure 4.1 These are spelt out more
fully below. The process will be that Stare Co-ordination Units will ensure that
application is made for accreditation, and that apprapriate documentation and inspection
occurs. The State Co-ordination Unit will then make recommendations to the National

Accreditation Committee which will formaily approve the accreditation.

The National Co-ordination Unit in conjunction with the Narional Accreditation
Commirtee and the National Advisory Committee, has responsibility for setting national
guidetines and overseeing their implementation. State Accrediration Guidelines may be

developed which wilt be approved by the National Accreditation Commirree.

National Accreditation Committee

This Committee will consist of representatives of the relevant professional groups and of

State and National Co-ordination Units.

It will be responsible for the development, publication and review of the National
Accrediration Guidelines and for the formal accreditation of each Screening and
Assessment Service within the National Program on recommendation from the State Co-

ordination Units, acting in concert with the State accrediration group.

Ie will report to the National Advisory Committee and the National Co-ordination Unit
on the implementarion of the Guidelines and make recommendations following review.
The Narional Accrediration Committee will also approve any State and Territory
Accreditation Guidelines which may be developed to ensure that they are consistent with

the National Guidelines.
The National Accreditation Commircee will maintain a register of suitably qualified and

experienced professicnals to be drawn upon by State Co-ordination Units when forming

their Accreditation Inspection Teams.

The National Accreditation Committee will establish a direct relationship with che
Intercollegiate Committee on Mammographic Screening, and will refer matters to that

commitree as appropriate for professional comment or advice.

National Co-ordination Unit

This Unit has been established by the Commonwealth to manage and co-ordinate the
implementarion of the National Program. It has 2 specific function to provide secretatiat
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support to the National Accreditation Committee and the National Advisary Committee

in relation to accreditation issues.

State Co-ordination Unit

A State Co-ordination Unit (SCU) will be established in each State or Territory under
the agreement signed berween the Commonwealth and State and Territory governments.
Each SCU will have similar functions which are defined by that agreement.

The SCU will have responsibiticy for ensuring that Screening and Assessment Services
which are funded through the National Program in its State and Territory are accredited in
Jine with these Nartional Guidelines. The State Co-ordination Unir will also be responsible
for the implementation of the National Guidelines within the State or Terirory, and for

the development of any State Accreditation Guidelines.

Each Stare Co-ordination Unit will establish an appropriate State Accreditation Group
which will provide advice abour accreditation within the State and Territory.

The State Co-ordination Unit will make recommendarions to the National Accreditation
Committee relating 1o the accreditation of each Screening and Assessment Service, and

the Narional Committee will formally accredit the Service.

4.2 MECHANISMS for ACCREDITATION and REVIEW

The accreditation process will include the completion of an accreditation assessment form

for the State Co-ordination Unit. The form will request information relaring ro:

. Screening and Assessment Service protocols;
. Quality Assurance Program for equipment, readers and takers, data collection and
management, education and counselling services, booking/clerical staff;

. The qualifications of staff—only professionally qualified staff are 10 be used. Where
College accreditaion is applicable this should be the standard accepred.

As far as possible it is planned to develop nationally agreed forms and procedures for this
process. This will be the responsibility of the National Co-ordination Unit in conjunction

with the State Co-ordination Units.

The State Co-ordination Unit will appoint two independent persons, one a radiologist and
preferably one from interstate, wha will conduct inspections of Assessment and Screening
Services, including equipment, following the provision of documentation as outlined
above. The Service will be expected to achieve acceptable levels of performance based on

data provided 1o the State Co-ordination Unit.
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The National Accreditation Committee will establish eriteria for the relative significance
of various standards set in these National Guidelines, for use when an individual Screening

and Assessment Service is being accredited.

After the above process has been undertaken, provisional accreditarion for 12 months may
be granted in the first instance to enable a particular Screening and Assessment Service

time to implement the requirements of these Guidelines.

Within 12 months application must be made for full accreditation at which time the
Service will be expected o comply with the Guidelines.

A fully accredited Screening and Assessment Service will be provided with appropriate
certification: by the National Accreditation Commirtee, and this certification, plus other
related material will be displayed as appropriare in accredited Screening and Assessment

Services.

Ohnce full accrediration is granted to a Screening and Assessment Service, the
accrediration will be reviewed at two yearly intervals.

The two yearly teview will include a review of the performance outcomes of the Service as
outlined in these Narional Guidelines, and will involve a reporting along similar, although
Jess comprehensive, lines to that required in the fimst instance for accreditation.

The State Co-ordination Unit, either independently or at the request of the National Co-
ordination Unit, may conduct additional reviews from rime to time particularly if there is

concern about maintenance of petformance standards.

4.3 PROCEDURES for WITHDRAWAL of
ACCREDITATION

Negotiation will take place berween the State Co-ordination Unit and a Screening and
Assessment Service which fails to meet the required standards, and opportunities will be
provided fot the Service to meet the standards within an agreed timeframe.

If the Service cansistently fails to conform to the negotiated timetable for full compliance,
the State Co-ordination Unit will notify the Service in writing of its intention to
recommend that the National Accreditation Committee withdraw accreditation, and
hence Amding by a specified date. Sufficient notice should be provided, bearing in mind

the impact on client services.

Such a recommendation should be considered by the Narional Accreditation Committee

as expeditiously as possible.

A period of provisional accreditation, of not more than 12 months, may be an appropriate
interim measure in an instance where the circumstances of an accredited Service have
changed sufficiently to render it no longer accreditable ar time of review.

ﬂmmv:inw:m;eﬁnrmwwmmmmﬂrwmﬁmmmﬁﬁmmmm
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4.4 REVIEW of ACCREDITATION GUIDELINES

The National Accreditation Guidelines will be reviewed in the first instance in the third
quarter of 1992, and thereafter each two years. They will be reviewed by the National
Accreditation Committee which will make recommendations to the National Advisory
Committee or the National Co-ordination Unit as appropriate.

At the same time State Co-ordination Units will be required to report on the
implementation of any specific State Accreditation Guidelines.

State Co-ordination Units and/or their advisory groups on Accreditation will be able to
make recommendations on the guidelines at any time to the National Accreditation
Committee, and these will be considered, at least, in the next scheduled review.
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Figure 4.1

ACCREDITATION of DEDICATED BREAST SCREENING

and

ASSESSMENT SERVICES

L

NATIONAL CO-ORDINATION

National Advisory Commitiee
- — Early Detection of Breast
Cancer

! !

National Accreditation

Guidelines

! !

+
[}

National Accreditation
Committee

+*

STATE CO-ORDINATION UNIT

'
Intercollegiate Comnitee

l

State Accreditation Guidelines

|

State Accreditation Group

ASSESSMENT FOR
ACCREDITATION

}

. Completion of Accreditation Assessment Form

—  Provision of information to include

. Screening and assessment service protocol
. Quality assurance program outlined for
—_— equipment

readers and takers
data collection/management

education/counselling services

—  booking/clerical staff
. Achievement of acceptable levels of performance based on data provided to State
Co-ordination Unit
. Independent inspection of services by two nominated persons
. Inspection and check of equipment by quality assurance program
. Provisional accreditation to new services for 12 months—then apply for full

accreditation

. Thereafter two yearly review provided accreditation standards are maintained




SORE ARG

R

DR AR E

. Breast screening and assessment services to ensure only professionally qualified staff
are used—where College accreditation is applicable, this should be the accepred
standard.
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Section 5

IMPLEMENTATION

5.1 TIMEFRAME

An interim National Accreditation Committee was appointed following the November
1991 meeting of the National Advisory Committec which adopted the National
Accreditation Guidelines.

The interim committee will oversee the early implementation of the Guidelines in those
Screening and Assessment Services which are already provisionally accredited, or which

will come into operation in the early stages of 1992,

The National Accreditation Committee will publish the Guidelines, and ensure that they
are circulated as appropriate. [t will also approve any State Accreditation Guidelines which
are developed in addition to these Guidelines,

All Sereening and Assessment Services currently operating will be required to submit to
their State Co-ordination Unit for acereditation according to the National Guidelines by
30 june 1992, The National Accreditation Committee will devise a timetable, in
consultation with the State Co-ordination Unit, for the orderly accreditation of existing

services.

The Guidelines may also be used by planners of new Services within the National Program,
as all Screening and Assessment Services funded by the National Program will be required
to meet these standards.

Provision exists for provisional accreditation for up to 12 months. Thereafter re-accreditation
will take place every two yeams.

The interim National Accreditation Committee will operate until 30 September 1992, or
the nearest NAC meering, when its funcrioning will be reviewed. Between 30 June and 30
September 1992 it will also review the National Guidelines and make appropriate
recommendations to the National Advisory Committee.

5.2 BUDGET

The operating expenses of the National Accreditation Committee will be met from
National Program Funds.

The Committee is expected to meet no more than three times each calendar year, and will
meet in a Jocation most suitzble to the majority of members.

It is expected to operate within an annual budger determined by the National Advisory

Committee.
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Screening and
Assessient Service

Assessment Centre

Screening Unit

False negative

False positive

Assessment

Assesstnent unit

Biopsy performed
{in program)

Section 6

APPENDICES

APPENDIX 1—DEFINITIONS

An integrated service consisting of an assessment centre and

its associated screening units.

The centre within the Screening and Assessment Service
where screen films may be read, and where women are recalled
for diagnostic work-up following a screen-detected
abnormality. It is anticipated that most assessment centres will
have a number of associated screening units.

Co-ordination of the Setvice, and functions such as training
and performance review will take place from the assessment

centre.

Services undet the Program which are not provided
concurrently with any other radiological or diagnostic service.

This may be a fixed or mobile facility, the sole purpose of
which is to provide the screening mammograms for presenting
women. It may not function separately from an assessment

centrefservice.

Where wornen prove to have breast cancer but are mistakenly

cleared by the screen.

Whete women do not have breast cancer but have a screen

that indicates they have breast cancer.

Definitions utilized in the minimum data set

All follow-up investigative procedures arising from the
woman’s attendance for screening up to and including
cytological or histological diagnosis.

Unique identification numbet for each assessment centre
within the State and Territory.

‘Program’ is a centre or service accredited and funded as part of
the national program.
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Date of first attendance

for assessmrent

Date of commencement
of primary treatment

Date of open biopsy

Day procedure

Did the woman attend

{for assessment)

Dominant lesion

Episode

Family history
Grade
Initial screen

Interval cancer

Length of Stay

Localisation

Lump

First date of attendance for a given episode of assessment.

First date of commencement of any of the primary treatment

modalities used.
Date of surgery for open biopsy.

Standard definition from the Recommended minimum data set for
institutional hegith care®'.

Did the woman attend within three months of the screening

mammogram.
If invasive, the [argest size lesion;

if invasive and of equal size then the one that has most
Extensive Intra-duct Component (EIC);

if the above does not help to discriminate, then lesion with

most ductal carcinoma in-sicu.

All atrendances for screening and assessment relating to a
particular round of screening. An episode is completed when
i) adefinitive diagnosis is made; or
ii) the woman is returned to routine screening; or
jii) the woman fails to artend for technical

recall or assessment.

Mother or sister had breast cancer.
Use modified Bloom and Richardson system®.
Fitst screen in national program including pilot projects.

Cancers detected after screening episode and with histologic
confirmation not attributed to screening.

Standard definition from Recommended minimum data set for
institusional health care'.
Hook wire or carbon or dye to locate/identify impalpable lesion

for surgical removal.

Paipable breast lump at time of presentation for screen
irrespective of mode of detection.

R e A R L S B A T S B R G R R A A e
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Malignant

Mode of presentation
(of mterval cancer)

Nodes sampled

Nodes examnined

Nodes positive
Non-malignant
Non-screen detected

cancers

Previous history of
breast cancer

Previous mammogram
in the Program

Previous mammogram
outside the Program

Primary trearment

Screening

Screening unit idenifier

Surgical unit identifier

Technical repeat

SR TR TR T

A R e

Includes ductal carcinoma in-situ (DCIS).

Clinical symptoms or signs weze the first
indication of the cancer.
Mammogram mammogram findings were the first

indication of the cancer.
Nodes surgically removed for histological examination.

Nodes excised and examined histologically for presence of

malignancy.
Number of nodes examined which show malignancy.

Includes notmal and benign cases.

Cancers detected with histological confirmation not attributed

to screening.

A previous diagnosis of breast cancer (o include ductal

carcinoma in-situ).

Previous mammogram in the National Program (including
pilot projects). :

A mammogram which a woman has had for any purpose
(diagnostic or screening) excluding those already counted in
Itern 1.12 of the Program’s minimum data set.

All treatment modalities initiated within six months of
diagnosis. This does not include treatment for recurrence or

metastases.

Atrendance by a woman for a mammogram to derect breast

cancer.

Unique identifying number for each screening unit, within che

State/Territory.

Unique identification number for each surgical unit.

Repeats initiated by radiographer or radiologist due to
inadequate films.




Treating doctor idengifier

number Unique identifier of principal treating surgeon.

Treatment declined Woman chooses not to act on recommendation for treatment
within three moenths of diagnosis.
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APPENDIX 2—TECHNICAL ITEMS 10 5e EVALUATED in a
QUALITY ASSURANCE PROGRAM

ITEM

SPECIFICATION

' FREQUENCY OF
- EVALUATION

Mammographic unit

Focal spot

Leakage radiation

Half value layer

Filter choice

kVp interlock

Light/X-ray field alignment

Compression device

Onutpue reproducibiliy

Output lmearicy

Timer accuracy

Timer reproducibiliry

kVp accuracy

kVp reproducibilicy

dual, C.1 to 0.15mm and
0.3 to 0.4mm typically

<1 mGy/h at lm from
housing when maximum
continuous rated

i technique factors used

< 20uGy/h at 5¢m from

the cone on the chest
wall margin

. 0.03mm Mo

i ensures Mo filter used at
. kvps3s

¢+ 5mm of each other on
. all margins and not
{ overlapping cassette

holder on chest wall

" should not be curved or
. miidly contoured

coefficient of variation

- 55%

i coefficient of linearity

- <01

b £5%

coefficient of variation
<5%

<2kVp

<1 kVp or coefficient of
variation < 5%

acceptance, tube change
annually

acceptance, tube change

acceptance, tube change
annuatly
acceptance, tube change

acceptance, tube change
annually

| acceptance, tube change
annually

acceptance, annually
acceptance, tube change

annually

acceptance, tube change
annually

| acceptance, annuatly
acceptance, annually
acceptance, tube change
annually

acceptance, tube change
annually
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ITEM " SPECIFICATION | FREQUENCY OF
| EVALUATION
Automatic exposure ,
control :
Reproducibility coefficient of variation acceptance, tube change

Minimum response time

Backup timer

Beam quality

< 5%
<{0.1 second

either operator set of
< 1000mAs

OD=14+02

annually
acceptance, annually

acceptance, annually

acceptance, annually

Routine qualiry control

tests

Assessment of image

quality

— step wedge
radiograph

— imaging of breast

phantom
Dose calculations

Screens, films and

cassettes

— screen efficiency
{< 10% variation)

— peneral screen
conditions

Film processor

— sensitomerry

— temperature and
other operating
conditions

Viewing boxes

- intra- and inter-box
consistency of light
output with time;
image marking and
ambient light control
capability

weekly

weekly

annually

every 3 to 6 months

every 3 to 6 months

daily
daily

weekly

Soutce: Australian Institute of Health. Screening mammography technology. Table 4:
14-15*, Health care Technology Series No 3> Canberra: ATH, 199C. {The AIH had, in tum, adapted their rable
from a position paper of the Australasian College of Physical Scientists and Engineers in Medicine.)

52
S




DR

R T T S T B T G M A S B RS M O TR

APPENDIX 3—SUGGESTED SPECIFICATIONS for
MAMMOGRAPHY UNITS

This table is intended only as a guide for the purchase of new equipment. The suggested

specifications should not be seen as mandatory requirements for equipment in any future

screening program.

SPECIFICATIONS SCREENING | ASSESSMENT
Targer material : molydenum molydenum
Norminal focal spot size " 031004 0.3 10 0.4 (regular) 0.1 to
: 0.15 (magnification)
Maximum ouput . 2 100mA . 2 100mA (regular focal
" spot)
Filtration beryllium window . berylliutm window

Automaiic exposure control

Microprocessor control of
automatic exposure

Magnificarion
Motorised compression
device with foot pedal (both

divections) with quick
release

Stff support table
(distorting less than Imm
1nder full compression)
Spot compression device
Starionary or moving grid

Heat load capacity

molydenum filter
aluminium filter with
reversible interlock over
35kVp

essential
highly desirable

1ot necessary

essential

essential

| not necessary

- desirable

important consideration
(see text)

molydenum filter
aluminium filter with
reversible interlock over
35LkVp

essential
highly desirable
essential (1.5 to

2.2 times)

. essential

essential

© essential

essential

* ot critical
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SPECIFICATIONS SCREENING ASSESSMENT

Film size 18 x 24cm essential, 24 x 18 x 24cm essential, 24 x
30cm desirable 30cm not critical

Dedicated single emulsion essential essential

processor (cycie tailored to

mammography film in use}

Soutce: Australian Institute of Health, Screening mammography technology. Healch Care Technology
Series No 3 Table 1.

and have its own light source

(Quality assurance test equipment
|
ITEM ; DESCRIPTION AND REQUIREMENTS
i
Electrometer | rmust measute in integrate mode, should be a 3 1/2 digit device
lon chamber : thin window chamber with a flat response down to 10 keV
i leakage chamber ideally capable of measuring down to
I 0,02 pGy
|
kVp meter I must be capable of measurement down to 24 kVp with Mo
. anode, and accutacy of 1 kvp
Timer accurate down to 0.1 second
|
Star pattern : 0.50r 1 degree pattern
|
Filter ! O.1mm, 0.3mm. Type 100 Al
Phantoms i} perspex step wedge
. ii) breast phantom with inclusions mimicking clinical
¢ conditions
Sensitometer } sensitivity to blue and green. Should have 21 steps
Densitomerer should give readings in the range 0 to 3.0 optical density units
|

Source: Adapted from Australasian College of Physical Scientists anct Engineers in Medicine. A
quality sssurance program for mass screening in mammography. 252-59: Table 5. Australasian
Physical and Engineering Sciences in Medicine 1989; 12.
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