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External Quality Assessment Scheme for Breast Screening Histopathology

PREFACE

The general description and standard operating procedures should be read
in conjunction with Standards for EQA Scheme Accreditation published
by Clinical Pathology Accreditation (UK) Ltd (CPA).t References to the
appropriate paragraphs are indicated by EQA xx.

The general description and standard operating procedures were reg-
istered by CPA with effect from June 2003. This version incorporates
subsequent changes to contact names and telephone numbers.

NHSBSP October 2003



External Quality Assessment Scheme for Breast Screening Histopathology

ACKNOWLEDGEMENTS

The scheme organiser would like to thank the Royal College of Patholo-
gistsd Steering Committee for External Quality Assessment in Histo-
pathology and Cytopathology for assistance in preparing this scheme.

NHSBSP October 2003

Vi



External Quality Assessment Scheme for Breast Screening Histopathology
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GENERAL DESCRIPTION OF EQA
SCHEME (EQA 1A)

NHS Breast Screening Programme (NHSBSP) Histopathology EQA
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United Kingdom.
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Nottingham City Hospital
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Nottingham NG5 1PB
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7 Introduction

8 Categories of
participants

9 Organisation of
scheme

The breast screening histopathology EQA scheme has three principal
roles:

1. educational

2. mechanism for examination of concordance of pathology diagnosis
within the UK

3. to provide a mechanism for individual performance appraisal.

The EQA scheme in breast pathology is of the éconsensusb variety as
there is no prejudgement about the correct diagnosis, which is generally
accepted to be that made by the majority of participants unless there is
clear evidence to the contrary. This contrasts with the so-called dproy-
ciency testingd schemes in which the correct diagnoses are determined
in advance by the organisers, who thus function similarly to examiners
conducting an examination. Under the present system, the consensus data
are derived from analysis of the coordinatorsd results. The coordinators
are appointed on a regional basis as part of the NHSBSP quality assur-
ance (QA) network. Additional coordinators include representatives from
Scotland, Wales, Northern Ireland, Eire, the private sector and co-opted
specialist breast pathologists.

Although the breast histopathology scheme is able to identify substand-
ard performance, it also has signiycant educational value by allowing
participants regularly to compare and discuss their diagnoses with other
participants. Furthermore, not every case needs to be suitable for assess-
ing performance and some rare and difycult lesions can be included.
Unsuitable cases are simply identiyed by an inadequate level of agree-
ment by the participants. Another advantage is that it allows valid studies
of diagnostic consistency to be made as cases are selected in a random
manner within diagnostic categories. Consistency studies undertaken
during the yrst three years of the scheme have been published.

Consultants, associate specialists and staff grade pathologists dealing
with breast pathology:

category 1 T regional coordinators
category 2 T breast screening readers
category 3 T non-breast screening readers.

Trainees are encouraged to participate but are not allowed to submit
results for analysis.

The scheme is organised on a regional network basis mirroring the admin-
istrative network used by the NHSBSP. Each regional group has one,
and in some of the larger regions two, coordinators who have contractual
responsibility for provision of quality assurance within the NHSBSP.
The regional coordinators are members of the National Coordinating
Group for Breast Screening Pathology, which acts as the EQA scheme
steering committee. The chairman of the National Coordinating Group
is responsible for organising the EQA scheme.

Administration of regional circulation of EQA cases is the responsibility
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10 Circulation of cases

11 Responsibility for case
preparation

12 Selection of cases

13 Scoring of responses

14 Determination
of substandard
performance

of regional coordinators and is usually delegated to the regional breast
screening quality assurance reference centre (QARC). Participants are
classiyed as either breast screening readers or non-breast screening read-
ers. The former group have contractual responsibility for provision of a
breast screening pathology service within the UK NHSBSP. The latter
group will have service commitments, which include provision of a breast
pathology service outwith the NHSBSP.

Two circulations per year, each consisting of 12 cases.

Three sets of 12 slides are sent to each of the 17 regional coordinators on
a six monthly basis. Currently, the coordinators represent the 14 former
English health regions and the three Celtic nations. They distribute the
slides to as many consultant pathologists as possible within their regions
over a period of approximately four months. The number of slide sets
issued to each region may vary according to the number of active par-
ticipants in that region.

This rests with the organiser and technical administrator. Responsibility
for maintenance of participant records and code numbers, data collec-
tion and analysis rests with the secretariat and analysis and statistical
support group.

Cases are selected at random within broad diagnostic categories. All
participants are eligible to submit cases. Requests for case submission
are circulated through the regional network system, and participants are
asked to identify a suitable case that they have reported in their practice
in a period after a given date. In addition, requests are made speciycally
for examples of unusual or rare lesions of educational value or those
selected to examine concordance of diagnosis amongst participants
which would allow critical appraisal and improvement of the existing
diagnostic criteria.

Clinical details and the original diagnosis are not requested.

Participants report the circulated sections using a standard form based
on the NHSBSP pathology reporting form. The completed forms are sent
to the Cancer Screening Evaluation Unit, where the data are coordinated
and responses are analysed.

This is determined from four major diagnostic categories: benign
(including radial scar), atypical hyperplasia, in situ carcinoma (includ-
ing microinvasive) cases and invasive. Only those cases for which there
is a majority diagnosis amongst the coordinators of at least 80% in any
of these groups, and which are deemed appropriate at the coordinatorsd
meeting, are included in the assessment. If the participantés diagnosis
accords with the majority opinion, a score of 3 is given. A score of 2 is
awarded if the diagnosis deviates by one group; 1 if it deviates by two
groups; and 0 if it deviates by three groups. Thus, for a majority diagno-
sis of invasive carcinoma, scores of 3, 2, 1 and 0 would be awarded for
diagnoses of invasive carcinoma, in situ carcinoma, atypical hyperplasia
and benign respectively. Each participantis scores are then added together.
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15 Release of results

16  Deynition of
participation

17  Action to be taken
on identifying
a substandard
performer

A participant is deemed to be a épersistent substandard performer® if
his/her total score for a circulation falls below the yfth percentile of the
group (categories 1, 2 and 3) and remains below this level in one of a
further two circulations. In every round, each participant is informed of
their score and whether it is above or below the yfth percentile. The use
of the yfth percentile to determine the cut-off point in practice usually
identiyes between 2% and 3% of participants falling below this level
owing to the discrete nature of the scores.

Although trainees may participate in the scheme, their scores are not
included in this assessment process. Only those participants (generally
consultants) who take ultimate responsibility for their diagnoses in their
normal practice will be assessed.

The general analyses of consistency of diagnosis and reporting prog-
nostic features on individual cases are sent to all participants, who are
thus able to see the spread of opinions on each case and how theirs relate
to those of the majority. There is evidence that this process improves
diagnostic consistency. The secretary in the Cancer Screening Evaluation
Unit links participantsd codes to their names and addresses so that the
scheme organiser and other members of the Cancer Screening Evaluation
Unit are unaware of individual participantsé opinions.

It is unreasonable to expect all participants to take part in each circula-
tion, and participation is thus deyned as taking part in two out of every
three circulations. Given the large size of the scheme and the occasional
logistical difyculties of reaching all participants this deynition may rarely
have to be relaxed. A certiycate of participation is issued where required
to those who fulyl this criterion. Given that all those taking part in the
scheme will regularly be reporting breast specimens, and cases are
included for scoring only where the majority opinion is made by 80%
of coordinators, it is not acceptable for participants to omit any cases.

The principal aim of the scheme is educational, providing participants
with personal feedback on concordance of their diagnoses of breast
screening cases with a large peer group of histopathologists.

It should be stressed that external quality assessment schemes are a
convenient but artiycial mechanism for auditing the performance of his-
topathologists. There are several reasons why the standard achieved in a
scheme may not repect performance in daily diagnostic practice. Know-
ing that no clinical action will follow the reporting of the EQA slides,
some participants devote little effort to them, whereas others may spend a
disproportionately long time for fear of being deemed substandard. Only
one slide per case is circulated in the EQA scheme and no clinical data
are provided. There are no opportunities to undertake further investiga-
tions or express uncertainty.

The main control points are described fully in SOP10, but the key action
points are described in outline below.
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18  Financial aspects

19  Sample of feedback to
participants

The deynition of a épersistent substandard performanced will be when a
participantts total score for a circulation falls below the yfth percentile
of the whole group and remains below this level in one of the next two
circulations. Should such an event occur the participant will be informed
by the scheme organiser via the secretariat. Should the participantds score
fall below the yfth percentile in two of the next three circulations, the
EQA secretary informs the organiser, who informs the chairman of the
Histopathology/Cytopathology National Advisory Panel of the Joint
Working Group on Quality Assurance. The organiser will not have been
informed of the identity of the participant, but the chairman of the Advi-
sory Panel is entitled to be informed of the identity of the participant by
the EQA secretary.

This description is accurate at the time of writing. The operation of the
scheme is under continual review and may change in the light of experi-
ence and future developments.

This is a non-proyt making scheme. The scheme is funded directly by
the NHSBSP and no charges are levied for participation. The organiserso
costs are reviewed on an annual basis.

Refer to Appendix.
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STANDARD OPERATING
PROCEDURE 1

Maintenance of standard operating procedures (EQA 1F)

Standard operating procedures (SOPSs) are kept in paper form in a loose
folder in the ofyce of the EQA scheme organiser. Before submission of
the report of the EQA Steering Committee to the National Coordinating
Group for Breast Screening Pathology, each SOP is reviewed by the
organiser, signed and dated.

If it is necessary to amend an SOP or create a new one, this is done by
the organiser in draft form. This amendment is circulated to regional
coordinators for their approval and the new and old forms are submitted
to the National Coordinating Group along with the annual report with
a request for approval. Amendments can be used pending approval via
the Steering Committee. Each SOP is marked with the date of approval
by the National Coordinating Group.

Signed (Scheme organiser)

Dated
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STANDARD OPERATING
PROCEDURE 2

Scheme membership (EQA 11)

The scheme is mandatory for pathologists reporting histology speci-
mens generated by the NHSBSP and is available to other pathologists
providing a symptomatic breast pathology service. These participants
are independent practitioners, ie consultant, staff grade and associate
specialists who have the authority to report independently on such mate-
rial. Some independent practitioners who report histological specimens
from symptomatic breast practice or from patients undergoing treatment
following a diagnosis made by screening are also eligible to participate,
but are recognised as non-screening readers. Trainee specialist regis-
trars are encouraged to participate in the scheme but may not submit
results for analysis and will not be subject to action for persistent poor
performance.

When a participant is away from work for a protracted period (eg sab-

batical, maternity leave or illness) then he/she should inform the regional
organiser and their participation can be suspended.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 3

Enrolment and new participants (EQA 3B)

An individual taking up post as an independent practitioner responsible
for histological reporting of breast screening cases will be made aware
by their regional NHSBSP QA network that participation in the scheme
is required and individuals should register directly with the scheme
secretariat.

On receiving notiycation, the scheme secretariat will record the new
participantts details and issue the individual with a unique code number.
Details of participantis code numbers are held at the secretariat ofyce
and are not disclosed to the scheme organiser or other participants of the
scheme. New participants will be sent a brief description of the scheme,
asked to read it and conyrm that he/she wishes to participate on those
terms.

The scheme is conducted on an anonymised basis, each participant being

issued with a personal numerical code. Participantsd names, addresses
and codes are held on a secure computer system at the secretariat.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 4

Obtaining case material (EQA 2B, 4ATH)

Cases for circulation in the EQA scheme are provided by the participants
in rotation. The submitting participating laboratories should participate
in a technical EQA scheme and have full or conditional CPA approval.

At the organiserds discretion, an appropriate number of letters are sent to
participants, selected on the basis of an alphabetical rotation and within
each regional group. These letters request the provision of two cases for
the EQA scheme. A representative parafyn block suitable for preparation
of up to 70 histological sections is required. The participant is asked to
select one suitable case from his/her routine breast screening pathology
practice in a period of one month following a given date. The participant
is also asked to provide a case which would be of interest as a good
example, a rare lesion or an educational lesion. In view of the nature of
the scheme, participants are not routinely requested to provide a proffered
diagnosis, clinical or additional pathology information.

The submitting pathologist is asked to check whether the material is of
adequate quality. The organiser at present conyrms the quality of the
material prior to entry of a given case into the scheme.

On receipt of the case, the organiser enters the relevant information into
the appropriate part of the participantés address management database,
thereby cancelling the request for a case. The case will be assigned an
appropriate registration number. Prior to each circulation, the organiser
examines the submitted cases in sequence and accepts cases in order for
use in the scheme. Unsuitable cases are removed and not circulated.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 5

Initiating and maintaining the circulation (EQA 3C)

Prior to the start of a new circulation, sufycient response sheets are
printed to supply each participant with one copy per case. Submitted
cases are reviewed in a consecutive order by the organiser and accepted
for circulation. Occasionally, cases are rejected for reasons such as poor
tissue preservation or insufycient tissue remaining in the block, or they
are deferred for later circulations to ensure a reasonable case mix for
each circulation. The selected cases are again reviewed by the organiser
following preparation of the sections. Approximately 60 slides will have
been cut from each block; the 1st, the 30th and the 60th are reviewed
by the organiser to conyrm that the lesion is represented throughout the
circulated material and to measure any variation in tumour size or other
characteristics.

Appropriate numbers of case sets, usually three, are sent to each regional
coordinator with an appropriate number of response forms. The regional
coordinators arrange circulation of the slide sets among participants in
their region. Typically, the coordinators will send response sheets to
each participant with a circulation list indicating the date when the slide
set should be received and the date when it should be sent to the next
participant on the list. The circulation of slide sets can be monitored by
regional quality assurance ofyce staff. Each participant is responsible for
completing their response sheets to include their code numbers, and they
are responsible for sending their response sheets directly to the secretariat
within the given deadlines.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 6

Conydentiality (EQA 3B, 3F, 3H)

Participants receive a conydential numeric code which is generated by
the EQA secretariat. The secretariat maintains a list of EQA scheme
participants. The list forms part of a database, which is held on computer
within the host organisationbs network. Access to the network is restricted
to registered users, who can only see areas pertaining to them. Each user
requires a unique password to access the network. The database itself can
only be accessed by the scheme secretariat and is password protected.
Passwords are changed at regular intervals. The database password is
known to the scheme secretariat only. This database is the only link
between the participantsd codes and their personal details. It is not made
available to the scheme organiser or to other participants.

The scheme organiser communicates with participants, who are identiyed
only by their code number, through the scheme secretary. Any conyden-
tial material from the organiser is passed to the scheme secretary with
only the relevant code number exposed, such that the communication
is placed in an appropriately addressed envelope by the EQA scheme
secretary without the secretary having to read the contents of the com-
munication.

The link between participantstnames and code numbers may be divulged
by the EQA scheme secretary under two circumstances only:

1. Inwriting (postal or email) to a participant who requests a reminder
of his/her code number. Code numbers must not be divulged by
telephone or fax.

2. The name and details of participation results in writing to the Chair-
man of the Histopathology/Cytopathology Advisory Panel of the
Joint Working Group on Quality Assurance, only when justiyed by
SOP 11, in order to investigate appropriately a case of persistent
substandard performance in the EQA scheme.

No EQA result may be divulged to any other authority T see Execu-
tive Letter EL98/2.2

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 7

Receipt and analysis of EQA responses (EQA 3)

Responses in the EQA scheme are returned by participants bearing their
conydential code number and name to the EQA secretariat. The scheme
secretary should record receipt and date stamp each set of responses.
These sheets are entered into a database using an automated scan read-
ing system. A back-up of computer records should be kept off site in
case of yre. The participants are recognised by their individual code
numbers. Responses are requested to be received by one of two closing
dates. The yrst is for the EQA scheme organiser and regional coordina-
tors and is prior to a meeting of the National Coordinating Group, at
which submitted results of each case are discussed and individual case
eligibility is recorded.

Responses received by the second date are included in the ynal analy-
sis. Results for each case are circulated to participants via the regional
coordinator network. Personal performance appraisal is carried out for
cases deemed eligible following the meeting of the National Coordinat-
ing Group.

The analysis consists of a set of standard tables agreed at the meetings of

the regional coordinators. They tabulate the classiycation for each case
and, where appropriate, give the kappa statistic for each diagnosis.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 8

The participantsé meetings (EQA 1H)

A meeting of the National Coordinating Group takes place following
the yrst closing date for each circulation. The analysis of the regional
coordinators6 results, and that of any participating pathologist who has
submitted a result by that date, is available for discussion. Classiycation
for each case is reviewed, and the agreed diagnosis and classiycation
are recorded. Eligibility for personal performance appraisal is agreed for
each case acquiring a majority diagnosis of at least 80% of the coordi-
nators, but this may be waived in exceptional circumstances following
discussion.

Following release of the analysed results of all participants, participants
are invited to attend a regional meeting chaired by each regional coordina-
tor. Circulated cases are reviewed and discussed. The regional coordinator
should have attended the National Coordinating Group meeting and will
have been provided with a summary of the agreed diagnosis and classi-
ycation of each case. Feedback from individual participants is conveyed
to the National Coordinating Group via the regional coordinator.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 9

Feedback to participants (EQA 2G, EQA 3D)

After the meeting of the National Coordinating Group, the scheme sec-
retariat notes those cases that have been excluded and those eligible for
inclusion, as instructed by the National Coordinating Group.

The results of all participants and a full list of all participantsd personal
performances are printed and sent to regional coordinators for circula-
tion to all participants.

It is anticipated that, in the future, after the individual scores have been
calculated, the secretariat will check the database to test whether any of the
participants fulyl the criteria for persistent substandard performance.

This is determined from four major diagnostic categories: benign (includ-
ing radial scar), atypical hyperplasia, in situ carcinoma and invasive.
Cases where there is a majority diagnosis of at least 80% in any of these
groups are included in the assessment. If the participantis diagnosis
accords with the majority opinion, a score of 3 is given. A score of 2 is
awarded if the diagnosis deviates by one group, 1 if it deviates by two
groups and O if it deviates by three groups. Thus, for a majority diagnosis
of invasive carcinoma, scores of 3, 2, 1 and 0 would be awarded for diag-
noses of invasive carcinoma, in situ carcinoma, atypical hyperplasia and
benign respectively. Each participantds scores are then added together. A
participant is deemed to be a dpersistent substandard performerdif his/her
total score for a circulation falls below the yfth percentile of the group
(categories 1, 2 and 3) and remains below this level for one of the next
two circulations. The use of the yfth percentile to determine the cut-off
point in practice usually identiyes between 2% and 3% of participants
falling below the level owing to the discrete nature of the scores. In
every round, each participant is informed of their score, providing par-
ticipants with personal feedback on concordance of their diagnoses of
breast screening cases with a large peer group of histopathologists and
whether it is above or below the yfth percentile.

Although trainees may participate in the scheme, their scores are not
included in this assessment process. Only those participants (generally
consultants) who take ultimate responsibility for their diagnoses in their
normal practice will be assessed.

Participation in the scheme is notiyed to regional coordinators and
QARC staff.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 10

Persistent substandard performance (EQA 1G, EQA 2E, 2F)

After the calculation of personal scores for each circulation, the database
places the individual participantds scores for that circulation in rank order.
A participant is deemed to be a Gpersistent substandard performerdif their
total score for a circulation falls below the yfth percentile of the whole
group and remains below this level in one of the next two circulations.
In every round, each participant is informed of their score and whether
it is above or below the yfth percentile.

The secretariat checks whether any participant whose score falls within
this range has also had a score fall within this range in either of the pre-
ceding two circulations. If such a participant is found, the organiser is
notiyed and sends a 0Dear Colleagued letter to that participant, pointing
out the position, offering appropriate sources of advice and assistance and
informing the participant that, if the score results in a similar ranking in
two out of the next three circulations, the chairman of the Advisory Panel
will have to be asked to investigate. It should also be made clear that,
for the next three circulations, a failure to participate will be considered
equivalent to a score below the yfth percentile. This letter is identiyed
by the participantés number only, and is passed to the EQA secretary in
a sealed envelope for posting to the relevant participant.

The participant is asked to conyrm that this letter has been received, by
reply through the EQA secretary bearing no identifying marks other than
the participantés code number. If such a reply is not received within three
weeks, the secretariat sends a reminder; if a reply is not received within
another four weeks, the secretariat informs the organiser, who informs
the Advisory Panel chairman of the position.

The event of such a letter having been sent is recorded in the database.
If such a participantés score again falls below the yfth percentile in two
of the next three circulations, the EQA secretary informs the organiser of
this event, who informs in writing the chairman of the Advisory Panel. It
is anticipated that the chairman of the Advisory Panel will investigate the
matter, initially without knowing the participantis name, communicating
through the EQA secretary. Subsequently, however, the chairman of the
Advisory Panel is entitled to be informed of the identity of the relevant
participant by the EQA secretary. At no time should the scheme organiser
be informed of the identity of any participant under such investigation.

This EQA scheme does not use the concept of édangerous diagnosesé as
a criterion for deyning substandard performance. When writing to the
participant pointing out persistent substandard performance, or when
communicating with the Advisory Panel chairman, the EQA scheme
secretariat uses the database to print a listing that is as complete as pos-
sible of all diagnoses made by the participant in question, and this list
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