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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).! 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.
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1 Name
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scheme

3 Organiser of the
scheme

4 Secretariat

5 Technical < ’
administrato

6 Analysis and statistical
support team

GENERAL DESCRIPTION OF EQA
SCHEME (EQA 1A)

NHS Breast Screening Programme (NHSBSP) Histopathology EQA
Scheme.

United Kingdom.

Dr lan O Ellis
Chairman of the National Coordinating Group for Jgreast Screening
Pathology

Department of Histopathology

Nottingham City Hospital \
Hucknall Road

Nottingham NG5 1PB

Tel: 0115 9691169 (ext. 46875)

Fax: 0115 9627768
Email: ian. elhs@nottmgha\

Mrs Sandhya Kodika ue Moss
Institute of Cancer Reseajph

Cancer Screcy#myvaltftion Unit
Cotswold R Q
Sutton

7224197
. 0208 7700802
ail: s.moss@icr.ac.uk

Miss Claire Paish

Department of Histopathology
Nottingham City Hospital
Hucknall Road

Nottingham NGS5 1PB

Tel: 0115 9691169 (ext. 46380)
Fax: 0115 9627768

Mrs Sandhya Kodikara, Dr Derek Coleman and Dr Sue Moss
Institute of Cancer Research

Cancer Screening Evaluation Unit

Cotswold Road

Sutton

Surrey SM2 5SNG

Tel: 0208 7224191
Fax: 0208 7700802
Email: s.moss@icr.ac.uk
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7 Introduction

8 Categories of
participants

v

9 Organisation of
scheme

S

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 ‘consensus’ 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 ‘profi-
ciency testing’ schemes in which the correct diaggases are determined
in advance by the organisers, who thus functionéin§jlarly to examiners
conducting an examination. Under the present xgtem e consensus data
are derived from analysis of the coordin s%ts. The coordinators
are appointed on a regional basis as par@‘N SBSP quality assur-
ance (QA) network. Additional coor de representatives from
Scotland, Wales, Northern Ireland, Eire private sector and co-opted
specialist breast pathologists.

Although the breast histop y ¥heme is able to identify substand-
ard performance, it adgo4as Jenificant educational value by allowing
participants regularly to are and discuss their diagnoses with other
participants. Fythermagg#not every case needs to be suitable for assess-
ing perform N d some rare and difficult lesions can be included.
\ t simply identified by an inadequate level of agree-
ar{i®ipants. Another advantage is that it allows valid studies
onsistency to be made as cases are selected in a random

of din
e\ within diagnostic categories. Consistency studies undertaken
ing Wie first three years of the scheme have been published.
C8hnsultants, associate specialists and staff grade pathologists dealing
with breast pathology:

ment b&t

category 1 — regional coordinators
category 2 — breast screening readers
category 3 — 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

NHSBSP October 2003
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10 Circulation of cases

11 Responsibility for case
preparation

12 Selection of cases

O

13 Scoring of r:

v

14 Determination
of substandard
performance

of regional coordinators and is usually delegated to the regional breast
screening quality assurance reference centre (QARC). Participants are
classified 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 nationg@They distribute the

slides to as many consultant pathologists as poss#leyithin their regions

over a period of approximately four months.ml ber of slide sets
he

issued to each region may vary accordi mber of active par-
ticipants in that region.

This rests with the organiser and technigplgxdministrator. Responsibility
for maintenance of participant re§ords #d code numbers, data collec-
tion and analysis rests wit etariat and analysis and statistical

support group. Q
Cases are selected ata within broad diagnostic categories. All
1

participants arggaligib submit cases. Requests for case submission
are circulatqg Neh the regional network system, and participants are
asked togflen Juitable case that they have reported in their practice

to examine concordance of diagnosis amongst participants
ich Would allow critical appraisal and improvement of the existing
LaMostic 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 coordinators’
meeting, are included in the assessment. If the participant’s 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 participant’s scores are then added together.
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15 Release of results

16 Definition of
participation

17 Action to be take
on identifyin

a substand

perform§

A participant is deemed to be a ‘persistent substandard performer’ if
his/her total score for a circulation falls below the fifth 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 fifth percentile. The use
of the fifth percentile to determine the cut-off point in practice usually
identifies 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 diag ﬁ reporting prog-
nostic features on individual cases are sgaglo alNgarticipants, who are
thus able to see the spread of opinions onse and how theirs relate
to those of the majority. There is effi WAt this process improves
diagnostic consistency. The secretary in ancer Screening Evaluation

Unit links participants’ codes to fieir n'®ines and addresses so that the
scheme organiser and other of the Cancer Screening Evaluation
a

Unit are unaware of indiviﬁ rti§ipants’ opinions.

It is unreasonable to ex | participants to take part in each circula-
tion, and partigjgation #s#us defined as taking part in two out of every
iven the large size of the scheme and the occasional
g¥ of reaching all participants this definition may rarely
axcl. A certificate of participation is issued where required
Ifil this criterion. Given that all those taking part in the
regularly be reporting breast specimens, and cases are

udel for scoring only where the majority opinion is made by 80%
rdinators, it is not acceptable for participants to omit any cases.

1

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 artificial mechanism for auditing the performance of his-
topathologists. There are several reasons why the standard achieved in a
scheme may not reflect 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.

NHSBSP October 2003
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18  Financial aspects

19 Sample of feedback to
participants

The definition of a ‘persistent substandard performance’ will be when a
participant’s total score for a circulation falls below the fifth 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 participant’s score
fall below the fifth 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 writin€. e operation of the
scheme is under continual review and may chdNge in e light of experi-

the NHSBSP and no charges are levied rticipation. The organisers’
costs are reviewed on an annual 4gsi

Refer to Appendix. 0\

ence and future developments.
This is a non-profit making schemf%gle is funded directly by
r
Sis.

N
N
QS’Q\
v
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S

&

STANDARD OPERATING
PROCEDURE 1

Maintenance of standard operating procedures (EQA 1F)

Standard operating procedures (SOPs) are kept in paper form in a loose
folder in the office 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 n ne, this is done by
the organiser in draft form. This amendmenrmr lated to regional

coordinators for their approval and the ne forms are submitted
to the National Coordinating Group alo the annual report with

a request for approval. Amendment, d pending approval via
the Steering Committee. Each SOP 1 riged with the date of approval

by the National Coordinating Gragp.

Signed EO (Scheme organiser)

&

NHSBSP October 2003
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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 higgological specimens
from symptomatic breast practice or from patien#fufdergoing treatment

following a diagnosis made by screening are fgo cliqble to participate,
but are recognised as non-screening rea smr;ee specialist regis-
trars are encouraged to participate in t me but may not submit
results for analysis and will not be C tion for persistent poor
performance. %

When a participant is awa ork for a protracted period (eg sab-
th¥n he/she should inform the regional

batical, maternity leave or i
organiser and their p% atiy can be suspended.

Signed (Scheme organiser)
Date

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 notification, the scheme secretari ill record the new
participant’s details and issue the individual a urRgue code number.
Details of participant’s code numbers argghe the secretariat office
and are not disclosed to the scheme orga % other participants of the
scheme. New participants will be se d¥scription of the scheme,
asked to read it and confirm that helshd@ wgshes to participate on those
terms.

The scheme is conducted o \on mised basis, each participant being
issued with a person%@a code. Participants’ names, addresses
C

and codes are held on a computer system at the secretariat.

Signe (Scheme organiser)

NHSBSP October 2003
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v

STANDARD OPERATING
PROCEDURE 4

Obtaining case material (EQA 2B, 4A-H)

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 organiser’s discretion, an appropriate number of letters are sent to
participants, selected on the basis of an alphabeticgarotation and within
each regional group. These letters request the pr n of two cases for
the EQA scheme. A representative paraffin blof suitdyle for preparation

of up to 70 histological sections is requirggd rticipant is asked to
select one suitable case from his/her rou ast screening pathology

practice in a period of one month fol ogven date. The participant

is also asked to provide a case whiCh 1d be of interest as a good
example, a rare lesion or an educgtionasion. In view of the nature of
the scheme, participants are \nely requested to provide a proffered
diagnosis, clinical or additi atfplogy information.

The submitting patholo¥ asked to check whether the material is of
adequate quality. The niser at present confirms the quality of the
material prig SNy of a given case into the scheme.

Onre thMase, the organiser enters the relevant information into
the afpr part of the participant’s address management database,
tmggb\cancelling the request for a case. The case will be assigned an

ropMate registration number. Prior to each circulation, the organiser
ines the submitted cases in sequence and accepts cases in order for
C) us® in the scheme. Unsuitable cases are removed and not circulated.

Q.

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, sufficient 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 insufficient tissue remaining in the block, or they
are deferred for later circulations to ensure a reaganable case mix for
each circulation. The selected cases are again re d by the organiser
following preparation of the sections. ApproxifgatelyQQ slides will have
been cut from each block; the 1st, the 3Qth e 60th are reviewed
by the organiser to confirm that the lesio presented throughout the
circulated material and to measure in tumour size or other
characteristics.

Appropriate numbers of cas ually three, are sent to each regional
coordinator with an approp xu er of response forms. The regional
coordinators arrange 'r@ of the slide sets among participants in
their region. Typical% ordinators will send response sheets to
each participantwith a ggulation list indicating the date when the slide
set should } ed and the date when it should be sent to the next

kt. The circulation of slide sets can be monitored by

(Scheme organiser)

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 6

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

Participants receive a confidential 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 organisation’s 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. Tlae database itself can
only be accessed by the scheme secretariat and ssword protected.
Passwords are changed at regular intervals. Na ase password is
a

known to the scheme secretariat only. Thi ase is the only link
between the participants’ codes and thei % al details. It is not made
available to the scheme organiser 0 pArticipants.

The scheme organiser communicages witWparticipants, who are identified
only by their code number, he scheme secretary. Any confiden-
tial material from the orga xs ssed to the scheme secretary with
only the relevant co b¥ exposed, such that the communication
is placed in an appr% addressed envelope by the EQA scheme

secretary without the sgg#tary having to read the contents of the com-
munication

eearticipants’ names and code numbers may be divulged
by th eme secretary under two circumstances only:

iting (postal or email) to a participant who requests a reminder
f 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 justified 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 — see Execu-
tive Letter EL98/2.2

Signed (Scheme organiser)

Dated

NHSBSP October 2003 14
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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
confidential 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 fire. The participants are recognised by tlaeir individual code
numbers. Responses are requested to be receive one of two closing
dates. The first is for the EQA scheme organigy and§ggional coordina-
tors and is prior to a meeting of the Natjg Nrdmating Group, at
which submitted results of each case ard % sed and individual case
eligibility is recorded.

dateWfe included in the final analy-
ted to participants via the regional
ance appraisal is carried out for

coordinator network. Pers er
cases deemed eligibl ol@ e meeting of the National Coordinat-
ing Group.

s of a set of standard tables agreed at the meetings of
ators. They tabulate the classification for each case
Yriate, give the kappa statistic for each diagnosis.

Responses received by the secon
sis. Results for each case ag e

(Scheme organiser)

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 8

The participants’ meetings (EQA 1H)

A meeting of the National Coordinating Group takes place following
the first closing date for each circulation. The analysis of the regional
coordinators’ results, and that of any participating pathologist who has
submitted a result by that date, is available for discussion. Classification
for each case is reviewed, and the agreed diagnosis and classification
are recorded. Eligibility for personal performance ggpraisal is agreed for
each case acquiring a majority diagnosis of at 1afst§0% of the coordi-
nators, but this may be waived in exceptionafgircur®gtances following
discussion. \

Following release of the analysed re articipants, participants
are invited to attend a regional meetin® chhiged by each regional coordina-
tor. Circulated cases are reviewed fud disWlissed. The regional coordinator
should have attended the Nt oordinating Group meeting and will
have been provided with a aryjof the agreed diagnosis and classi-
fication of each case. acNfrom individual participants is conveyed
to the National Coorc@ roup via the regional coordinator.

Signe (Scheme organiser)

NHSBSP October 2003

16



External Quality Assessment Scheme for Breast Screening Histopathology

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 participants’ personal
performances are printed and sent to regional coogdinators for circula-
tion to all participants.

It is anticipated that, in the future, after ti 'nNal scores have been

calculated, the secretariat will check the d; to test whether any of the
participants fulfil the criteria for pergfs tandard performance.

This is determined from four majogdiag¥Stic categories: benign (includ-
i 5

ing radial scar), atypical h a, in situ carcinoma and invasive.
Cases where there is a majog{t\\giag}osis of at least 80% in any of these

groups are included c apessment. If the participant’s diagnosis
accords with the majonb ion, a score of 3 is given. A score of 2 is

awarded if the diagno eviates by one group, 1 if it deviates by two
iates by three groups. Thus, for a majority diagnosis
a, scores of 3,2, 1 and 0 would be awarded for diag-

e for a circulation falls below the fifth percentile of the group
ories 1, 2 and 3) and remains below this level for one of the next

a
% circulations. The use of the fifth percentile to determine the cut-off
point in practice usually identifies 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 fifth 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 notified to regional coordinators and
QARC staff.

Signed (Scheme organiser)

Dated

NHSBSP October 2003

17



External Quality Assessment Scheme for Breast Screening Histopathology

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 participant’s scores for that circulation in rank order.
A participant is deemed to be a ‘persistent substandard performer’ if their
total score for a circulation falls below the fifth 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 thegg score and whether
it is above or below the fifth percentile.

this range has also had a score fall withi nge in either of the pre-
ceding two circulations. If such a p found, the organiser is
notified and sends a ‘Dear Colleagul’ Iqftegto that participant, pointing
out the position, offering approprige soulMes of advice and assistance and
informing the participant t g score results in a similar ranking in
two out of the next three cirhNn the chairman of the Advisory Panel
will have to be aske o®gate. It should also be made clear that,
for the next three circul o™ a failure to participate will be considered
equivalent to agcore b the fifth percentile. This letter is identified
. umber only, and is passed to the EQA secretary in
Pr posting to the relevant participant.

The secretariat checks whether any partic:’ rmse score falls within

The is asked to confirm that this letter has been received, by
tgough the EQA secretary bearing no identifying marks other than
Xpa ipant’s code number. If such a reply is not received within three
c s, the secretariat sends a reminder; if a reply is not received within
amdther four weeks, the secretariat informs the organiser, who informs
the Advisory Panel chairman of the position.

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 participant’s 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.

The event of such a letter having been sent is recorded in the database.
‘ If such a participant’s score again falls below the fifth percentile in two

This EQA scheme does not use the concept of ‘dangerous diagnoses’ as
a criterion for defining 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

NHSBSP October 2003 18
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should be provided to the participant and the Panel chairman. Copies
of the EQA material for cases on this list should be made available on
request to the participant or the Panel chairman.

If the organiser becomes concerned that the performance of a participant
gives cause for concern, such that the quality of patient care may be in
doubt, the organiser is entitled to bring this to the attention of the Advisory
Panel chairman even if the above numeric criteria have not been fulfilled.
In this event, the organiser should, if possible, first present data relating
to the participant’s performance in an anonymous form at a National
Coordinating Group meeting. That meeting should be invited to decide
whether the Advisory Panel chairman should be informed.

The above procedures do not replace or alter in ay the obligation
placed by the General Medical Council upon JRg org¥giser, as a doctor,

to take appropriate action to protect patiegl e organiser believes

that patient care is put at risk. %
Signed N é s (Scheme organiser)

Dated

N
N
QS’Q\
v

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 11

Communications and complaints (EQA 3H, 31I)

All written communications from participants to the organiser or the
secretary will be stored in a file for a minimum of four years.

Where a telephone or verbal communication is made, the organiser or
secretary receiving the communication will make a written note sum-
marising the communication and that will be datgd and stored in the
same file.

Where the communication may be const d%omplaint, the action

taken to remedy the complaint will be re and dated, clipped to the

original communication in the file. @

If the organiser judges the complagut to B#justified and of a nature which

requires any alteration in t %ures of the scheme, the preferred
J

sequence of events for ena&u changes would be in accordance
with SOP1: 0

1. discussion gt the pagdlipants’ meeting
producty

. g draft revision to the relevant SOP
3. implgmeNgtigy, pending approval by the National Coordinating

of the revision by the National Coordinating Group

[\

& aniser deems that a change in procedure is too urgent to permit
discussion, a revised SOP may be generated and implemented
inPnediately, for subsequent discussion at the participants’ meeting and
National Coordinating Group as laid out in SOP1.

In the unlikely event of a complaint being handled locally to the dis-
satisfaction of a participant, the participant can complain direct to the
Chairman of the Royal College of Pathologists’ Steering Committee for
EQA in Histopathology/Cytopathology.

Signed (Scheme organiser)

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 12

Oversight (EQA 1F, 1G, 1H, EQA 5A)

Comments on the mode of operation of the scheme are invited at every
regional participants’ meeting. Changes proposed at such meetings will
normally be reviewed by the National Coordinating Group, as below
(SOP1). Suggestions for a change of the scheme organiser should be
discussed first at this meeting; such suggestions must be considered if
made by any scheme member. As far as possible,gecisions at the par-
ticipants’ and National Coordinating Group medlirgs should be made
on a democratic basis of those present.

National Quality Assurance Advigory Ffhel (NQAAP) on the work of
the scheme, with particular ks on any changes in how the scheme
runs, either actual or plann cally, any changes in these SOPs

must be communicateggt
as documented in SOP
q

(Scheme organiser)

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 13

Host organisation (EQA 1B)
The scheme operates from within the following organisation: organiser
and technical administrator based at the Department of Histopathology,

Nottingham City Hospital, Hucknall Road, Nottingham NG5 1PB.

Secretariat and data analysts based at the Cancer Screening Evaluation
Unit, Institute of Cancer Research, Cotswold Rowton, Surrey SM2

5NG.
Signed %@\eme organiser)
\

Dated

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 14

Finance (EQA 1C, 1D, EQA GL3)

The cost of running the scheme and its supervision is covered by the
NHSBSP. This funding covers the costs incurred by the organiser with
respect to technical preparation, postage, stationery and staff time. The
organiser provides the NHSBSP national office with their estimated costs
on an annual basis prior to the forthcoming financial year.

Signed f S@ganiser)
Dated %

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 15

Accounting (EQA1C, 1D)

The organiser’s costs are managed by the Department of Finance, Not-
tingham City Hospital, Hucknall Road, Nottingham NG5 1PB.

Signed (Schemg organiser)
Dated \K

NHSBSP October 2003
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STANDARD OPERATING
PROCEDURE 16

Staffing (EQA 1E, 1C, EQA GL1A)

Organiser of the scheme Dr Ian O Ellis
Chairman of the National Coordinating Group for Breast Screening
Pathology
Department of Histopathology
Nottingham City Hospital

Hucknall Road
Nottingham NG5 1PB «
Tel: 0115 9691169 (ext. 46875) \
Fax: 0115 9627768

Email: ian.ellis@nottingham.ac.uk Q
O

Secretariat Mrs Sandhya Kodikara and Dr Sue
Institute of Cancer Research
Cancer Screening Evaluatio
Cotswold Road
Sutton
Surrey SM2 5SNG

Technical administrator Qﬁ aish
Wi nt of Histopathology
omngham City Hospital
cknall Road
( , Nottingham NG5 1PB
Tel: 0115 9691169 (ext. 46380)
Fax: 0115 9627768

Mrs Sandhya Kodikara, Dr Derek Coleman and Dr Sue Moss
Institute of Cancer Research

Cancer Screening Evaluation Unit

Cotswold Road

Sutton

Surrey SM2 5NG

Tel: 0208 7224191
Fax: 0208 7700802
Email: s.moss@icr.ac.uk

Analysis and
support team

Signed (Scheme organiser)

Dated

NHSBSP October 2003 25
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STANDARD OPERATING
PROCEDURE 17

Training (EQA GL4B)

There is no specific training for work on the EQA scheme; problems are
resolved by informal discussion between the organiser, secretariat and
the technical administrator. Should training need to be identified, then
the organiser will arrange for appropriate training sessions as required.
The organiser participates in continuing medical education, which is

monitored by the Royal College of Pathologists«
N

Signed enle organiser)

2)
Sh
QO

N
N
QS’Q\
?\

NHSBSP October 2003
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APPENDIX

Sample of feedback to participants

Extracted from second analysis (forms received up to 26/02/2001) of
circulation 2000/2 (466 pathologists).

Table 1 Distribution of individual opinions on each case

o of readers in
Case (no of reement with
pathologists Atypical In situ or cogrdinators’
if <466) Benign hyperplasia microinvasive Invasiv \majority diagnosis
13 (464) 0 1 461 2 Q 99
14 0 0 0 100
15 440 25 94
16 (458) 90 57 53
17 (434) 154 7 63
18 (465) 0 0 \ 100
19 1 2 0 98
20 3 9 450 4 97
21 0 0 466 100
22 (465) 1 0 34 92
23 8 21 10 427 92
24 (463) 0 0 463 100
5545 697 12 1424 3302 91

Kappa Overall kappa

4 categories 0.66 V6 0.88 0.78 0.76

2 categories 0 0.65 0.65
(benign/malignant)
NHSBSP October 2003 28
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Table 2 Architecture of invasive cancers

For each case, there can be two rows: ST and MIX. ST counts the number of pathologists who considered the case to
be either no special type or one of the pure special type components. MIX counts the components when pathologists
considered it to occur as a mixture.

Case NST Tubular  Lobular  Mucinous Medullary Papillary Other
14 ST 19 0 424 0 0 0 0
MIX 18 1 22 0 0 0 0
16 ST 72 88 0 0 0 10 521
MIX 11 13 0 0 0 7 2
17 ST 0 0 0 0 0 0 2682
18 ST 0 0 1 463 0 0 0
19 ST 247 94 14 0 0 0
MIX 23 86 70 0 0 0
21 ST 213 1 218 0 0 N93
MIX 6 0 5 0 0 1
23 ST 255 146 0 0 0 0 1
MIX 8 6 1 0 0 0 3
24 ST 412 14 0 0 0 5
MIX 3 3 0 0 0 0 0
Overall
Kappa kappa
ST 0.47 0.27 0.72 1.00 0.04 na 0.61
MIX | 0.12 0.11 0.10 0.11 Not
applicable
1 Secretory carcinoma (36 pathologists), adenoid cygffc cgrc (9), malignant adenomyoepithelia (1), metastatic carcinoma
(1), apocrine carcinoma (1), not specified (4).
2 Leiomyosarcoma (145), sarcoma (61), spindle cqll cRgi a (22), metaplastic carcinoma (15), carcinosarcoma (6), stromal
sarcoma (6), phyllodes tumour (5), not spdggd §)-
3 Neuroendocrine/endocrine carcinomagl o carcinoid tumour (6), argyrophil carcinoma (1), malignant
adenomyoepithelioma (1), not specifie K
Table 3 Grade of invasive ¢ cers@
Grade
Case 1 2 3 Not entered/not assessable
14 78 347 10 31
16 183 35 0 25
17 1 6 9 256
18 360 57 0 48
19 416 10 0 33
21 (NST) 138 291 5 32
23 377 14 2 34
24 (NST) 70 313 64 16
Total 1623 1073 90 475
Kappa Overall kappa
On all cases 0.52 0.45 0.09 0.46

The NST cases are determined by the coordinators’ consensus, which differs from all pathologists in this circulation.
Case 17 has been excluded from the kappa calculations in all the grade tables (Tables 3 to 6).

Kappa statistics on NST cases are not presented because the majority opinion was the same for both cases; under these
circumstances, kappa statistics are misleadingly low.
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Table 4 Tubules component of grade

Overall grade Grade

Case (% agreement) 1 2 3

14 2 (80%) 2 9 380

16 1 (84%) 144 55 7

17 na 0 0 9

18 1 (86%) 65 235 92

19 1 (98%) 165 216 15

21 (NST) 2 (67%) 3 24 379

23 1 (96%) 357 15 6

24 (NST) 2 (70%) 281 129 11

Total 1017 683 899

Kappa Overall kappa
On NST cases 0.48 0.10 0.83 53
On all cases 0.49 0.27 0.76\ 0.52

Table 5 Pleomorphism component of grade %

Overall grade Grad

Case (% agreement) 1 3

14 2 (80%) 81 2 13

16 1 (84%) 30 30

17 na 0 0 9

18 1 (86%) 20, 181 2

19 1 (98%) 75 1

21 (NST) 2 (67%) 259 7

23 1 (96%) 7 261 45

24 (NST) 2 (70%) 3 134 283

Total 854 1354 390

Kappa Overall kappa
On NST cases 0.20 0.10 0.47 0.26
On all cases < , 0.30 0.17 0.44 0.27

Table 6 Mitotic sgore C onent of grade

verall grade Grade

Case (% agreement) 1 2 3

14 2 (80%) 355 29 8

16 1 (84%) 194 12 0

17 na 4 2 3

18 1 (86%) 386 5 0

19 1 (98%) 388 2 1

21 (NST) 2 (67%) 365 40 1

23 1 (96%) 365 9 0

24 (NST) 2 (70%) 48 185 186

Total 2105 284 199

Kappa Overall kappa
On NST cases 0.61 0.15 0.28 0.37
On all cases 0.64 0.23 0.37 0.45
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Table 7 Vascular invasion of invasive cancers

Vascular invasion
Case Not seen Present
14 414 16
16 213 1
17 161 0
18 404 9
19 394 0
21 393 32
23 278 106
24 393 15
Total 2650 179
Kappa 0.13 0.13

Overall kappa 0.13 \
Size of invasive lesions (mm) Q

] Measurements within + 3mm of median [_] Median [l Measurements oufjg#'+ 3mm of median
Case No. 14 0\*

250 5
200

150 +
100 4 \A

8 10 12 14 16 18 20 22 24 26 28 30
Maximum diameter (mm)

No. of pathologists

Case No. 16

250
200 1
150 -
100 -

ol

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30

No. of pathologists

Maximum diameter (mm)
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Table 8 Non-invasive lesions — nuclear grade of ductal cases

Nuclear grade
Case High Intermediate Low Not entered
13 425 28 1 1
20 25 232 184 4
22 99 294 26 5
549 554 211 10

Kappa Overall kappa

3 categories 0.60 0.30 0.25 0.41

2 categories 0.60 0.60 0.60
(High/other)

Size of non-invasive lesions (mm)

] Measurements within + 3mm of median [_] Median

Case No. 13

160 -

-

N

o
I

@
o
I

40

No. of pathologists

I

[ | MeasurementsQii m of median

Sh

0 2 4 86 14 16 18 20 22 24 26 28 30 32
ximum diameter (mm)
Case No. 20
160 -
%) i _
'-z 120
()] -
kel
2
= 80 +
o
“—
[S)
o |
> 40 HN
0’*v—v—v—v—v—v—v—v—?—v—v—’—H—'J!DTT HE??TT
0 2 4 6 8 10 12 14 16 22 24 26 28 30 32

18 20
Maximum diameter (mm)
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Table 9 Regional statistics on all cases

% agreement

Kappa statistic

No of with coordinators’ Kappa statistic for for previous four

QA region readers consensus current circulation circulations
Northern and Yorkshire 23 89 0.77 0.83

Trent 32 92 0.79 0.84

West Midlands 21 91 0.80 0.82

North West 32 92 0.76 0.81

Eastern 43 88 0.70 0.80
London 57 91 0.75 0.80

South East 86 92 0.77 0.83

South West 42 91 0.76 0.79

Wales 10 92 0.83 78
Scotland 22 94 0.84 3
Northern Ireland 24 92 0.80 \0.

All NHSBSP pathologists 392 91 0.77 0.81
Non-screening pathologists 72 90 0.74 0.81
Regional coordinators 22 91 0.77 0.85

All pathologists 466 91 0.7 0.81

Table 10 Statistics for individual pathologists

The second and fourth column shows the individual pathologist’s
whether it was included or excluded from the measure of agreement,

together in their numerical order using the following a

B benign

A atypical hyperplasia

S in situ or microinvasive
I invasive

X

0

no reading was submitted \
omitted from measure of #ge

S

iagnosis for each case, depending on
ach pathologist’s diagnoses are concatenated

Diagnoses of cases excluded from

Pathologist (%) measure of agreement
Coordinator’s II
consensus

X 00IISISIT 100 IB
X SIBooIISISII 100 II
X SIBooIISISII 100 BI
X SIBOOIISIIII 97 11
X SIBooIISISII 100 Bx
X SIBoOIISISII 100 Al
X SIBooIISISII 100 II
X SIBooIISISII 100 II
X SIBOOIIIISII 97 11
X SIBoOIISISII 100 BI
X SIBooIISISII 100 BI
X SIBooIISISII 100 SI
X SIBooIISISII 100 SI
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Table 11 Distribution of measure of agreement for NHSBSP pathologists

Measure of Cumulative no of

agreement (%) No of pathologists pathologists Cumulative percentage
91 2 2 0.5
94 9 11 2.8
97 46 57 14.5

100 335 392 100.0

Q’\

3

N
N
QS’Q\
?\
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