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FOREWORD
A diagnosis of cervical cancer at any age can be devastating, but young women are disproportionally
affected by this disease. Cervical cancer is the most common cancer in women under 35 – an age when
most are starting or have young families, with expectations of a long life ahead of them. While treatments
are improving all the time, sadly around four in ten women will die from the disease within five years of
diagnosis.
Taking part in cervical cancer screening offers the best protection against developing cervical cancer. It can
pick up cervical cell changes early that could develop into cancer if left untreated. Cervical screening can
also detect cancer at an earlier stage, giving women a better chance of survival and more options for
fertility sparing treatments.
Cervical screening works very well but, like any screening test, it is not perfect. Tests can show abnormal
changes that are not significant and in some cases, cell changes may be missed, leading to a false negative
result.
In May 2018, as part of the response to issues concerning CervicalCheck – the National Cervical Screening
Programme in Ireland, the Minister for Health commissioned the Royal College of Obstetricians and
Gynaecologists (RCOG) to undertake an independent expert panel review of the screening history of every
woman who has had a cervical cancer diagnosis having participated in CervicalCheck since it was
established in 2008.
The RCOG appointed an independent Expert Review Panel, led by Professor Henry Kitchener – a world
expert in gynaecological oncology and cervical screening. Professor Kitchener recruited a panel of
multidisciplinary experts from across cervical screening, as well as two independent lay assessors.
This has been a complex and demanding review and while it has taken longer than initially envisaged to
complete the process, women and their families have been at the front and centre of every decision. Our
primary aim has been to ensure that every woman or their next-of-kin taking part in this review receives an
independent analysis of their slide history, and colposcopy journey if appropriate, leading up to their
diagnosis of cancer.
Letters providing individual summary reports for the 1,038 women or their next-of-kin who consented to
take part in the review have been completed and dispatched to the HSE. At the request of the Expert
Review Panel, all women or their next-of-kin have been offered an appointment with a healthcare
professional to discuss the findings of their report.
This aggregated report is based on the data acquired in this Review. The report identifies the proportions of
discordant results, including those proportions where it has been concluded that there were missed
opportunities to prevent cancer or diagnose at an earlier stage. By way of comparison, the pattern of
discordance was then compared with the continuous auditing in the English Cervical Screening programme.
It has been a privilege to have been tasked with conducting this important review, which we hope the
women affected will find has provided transparent information about their screening history and cancer
diagnosis.
Throughout this exercise, our thoughts have remained with the women and their families who have been
affected by cervical cancer, and in particular the 98 women in our review who have died since their
diagnosis of cervical cancer.
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Finally, we hope our findings will contribute to ongoing quality improvements across the CervicalCheck
programme and provide confidence in the Irish Cervical Screening programme.
Professor Lesley Regan
President
Royal College of Obstetricians and Gynaecologists
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EXECUTIVE SUMMARY
Background
In response to a commitment by the Irish Government in May 2018, the Royal College of Obstetricians and
Gynaecologists (RCOG) was commissioned to conduct a review of the screening histories of women who
had participated in the CervicalCheck screening programme, and who had developed cervical cancer prior
to 5th May 2018.

The Slide Review
This was conducted in the United Kingdom between February and July 2019. The slides were initially
screened in an accredited Scottish NHS Cytology Laboratory. The screeners were blinded to the
CervicalCheck result, but they knew that the slides, which differed physically from those in their day to day
work, were part of the RCOG Review. To have done otherwise would not have been practicable. All
abnormal slides were set aside for checking and reporting by a panel of consultants who were independent
from the screening laboratory.

Participants
The slides of 1038 women who had participated in the CervicalCheck Cervical Screening programme, and
provided consent, were included in the Review. This included 1034 who had been diagnosed with invasive
cervical cancer, as well as four other women who had been diagnosed with pre-cancer, to whom access to
the Review had been offered. Consent was provided by next of kin in the cases of 98 women who had died,
16 of whom died of causes unrelated to cervical cancer.

Cancer Characteristics and Age
The distribution of type of histology was similar to that seen in the entire Irish population with around 77%
squamous carcinoma and 18% adenocarcinoma. The remaining 5% of cancers comprised rarer types. There
was a far higher proportion of very early stage cancer than that found amongst the population as a whole.
This is not surprising and is due to the effect of screening which frequently detects cancers at an earlier
stage than would otherwise be the case. Just over 35% of the cancers were at stage 1A1, which is the
earliest form, and a similar proportion at stages 1A2/1B. It is very likely that all at stage 1A1 and most at
stage 1B were diagnosed due to screening which prevented later and more hazardous cancer. There was
also, as expected, a higher proportion of women who had been diagnosed with cancer below the age of 45
years (66.5%), compared with that of all women who have developed cervical cancer (45%).

Results of the Slide Review
The Review disagreed with the CervicalCheck result in 308/1034 (29.8%) cancer cases. In 159/308 (51.6%)
of these discordant cases, the Expert Panel considered that the CervicalCheck result had an adverse effect
on the woman’s outcome. That is to say, had the abnormalities found on review been recognised at the
time, this might have provided an opportunity to prevent cancer or to detect cancer at an earlier stage in
159 cases.
Amongst the first slide examined for each woman there were 196 negative CervicalCheck results but the
Review agreed in only a small majority (55%) of cases. The Review found low grade abnormal cells in 14.3%
of these cases and in 30%, high grade abnormal cells were found. Amongst those reported by CervicalCheck
as low grade abnormal, the Review found high grade abnormal cells in 60% of cases. When CervicalCheck
reported high grade abnormalities, the Review agreed in 99% of cases.
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When all 1659 available and adequate slides reported by CervicalCheck, were grouped as either negative,
or low grade abnormal or high grade abnormal, the pattern of disagreement as described above was
similar, and amounted to disagreement between these categories in 23.5% of slides. The pattern of
agreement/disagreement between the CervicalCheck and Review results bears a close
resemblance to that seen in a much larger slide review involving cases of cervical cancer in England, in
which the original smear results was compared with the Review result, as part of continuous auditing in the
English Cervical Screening Programme.
There were 105 available and adequate slides in the Review which had also been examined in the Irish
National Screening Service’s ongoing audit. The results of both readings were compared only after the
Review database had been locked, and without knowledge of the original CervicalCheck result. When these
results were correlated there was disagreement (or discordance) in around 30% of all slides with similar
proportions being upgraded and downgraded.

Colposcopy Scrutiny
Colposcopy management was scrutinised in 106 cases where the interval between the initial colposcopy
examination and the diagnosis of cancer exceeded six months, a period of time considered capable of
affecting the outcome. In 27/106 (25.1%) of these cases, the colposcopy management was considered by
the Expert Panel to be suboptimal, such that an opportunity to prevent cancer or to diagnose it at an earlier
stage was missed. In the large majority of cases therefore, colposcopy was considered to be in line with
standard practice. In 59 of these 106 scrutinised cases (55.6%) however, there were discordant slide
results, such that the Expert Panel felt, that had those Review findings been available at the time, they
might have resulted in an improved outcome.
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Impact of discordant cytology and colposcopy scrutiny
Amongst the 308 cases with discordant cytology, in 159 cases (51.6%) the discordant cytology was
considered by the Expert Panel to represent missed opportunities either to prevent cancer, or to diagnose
it at an earlier stage. In addition there were 13 colposcopy cases where suboptimal colposcopy
management was not complicated by discordant cytology. Collectively these were associated with 12
deaths from cervical cancer and 114 women who were diagnosed at stage 1B or worse, who required
radical treatment. Despite this the high proportion of early screen detected cancers suggests that cervical
screening probably saved the lives of many women who participated in this Review.

Conclusions
In recognising the serious consequences that screening failures have for affected women, it is important to
also recognise the inability of cervical screening to prevent all cases of cervical cancer. The findings of the
slide review are in line with the patterns of discordance reported in the English Audit of Cervical Cancer and
are not in themselves a cause for concern.
The detailed scrutiny of colposcopy did identify cases where management of abnormal smears could have
been better, and this reinforces the need for vigilance and adherence to CervicalCheck clinical practice
guidelines. Women can however have confidence in the clinical standards which apply to the day to day
practice of colposcopy across the country.
There is clear evidence from falling death rates that the CervicalCheck programme is working effectively.
The CervicalCheck screening programme is also functioning well from an operational point of view in terms
of population coverage, laboratory turnaround times and the predictive value of abnormal smears.
Women can have confidence in the CervicalCheck programme. Regular participation in screening remains
the most effective means of protecting women from cervical cancer.
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TERMS OF REFERENCE

Terms of reference (ToR’s) were agreed between the RCOG and the Health Service Executive, Ireland (HSE)
and Department of Health, Ireland (DoH), and are shown in Box 1. They cover the identification of eligible
women, the review of their screening histories by means of slide review and where relevant, colposcopy
review. They also involve providing individual reports for women, as well as providing a report based on
aggregated data, and where it would be appropriate, to engage directly with affected women. The ToR’s
expressly excluded discussion with women about their clinical care.

RCOG Independent Expert Panel Review
Terms of Reference
1. Identify the cases of cervical cancer screened by the CervicalCheck programme whose cervical
screening history needs to be examined and whose cytology history needs to be reviewed.
2. Review the screening, cytological and clinical history(case notes) of those women, a) who are
identified as discordant cytology results, and b) those who had colposcopic management more
than six months prior to cancer diagnosis.
3. To determine in those cases with discordant results, what was the impact on treatment,
prognosis and outcome.
4. To determine in those with colposcopy prior to six months before cancer diagnosis, that this did
not contribute to a failure to prevent cancer.
5. Provide the HSE's CervicalCheck screening programme individual written reports for each
woman.
6. The HSE CervicalCheck screening programme will be responsible, through the appropriate
healthcare professional, for sharing these reports with individual women unless she expresses a
wish not to be informed.
7. Produce an aggregated anonymised report for the Minister for Health for publication which
shall include recommendations where appropriate, with the aim of improving care for women.
8. The review will take a minimum of six months from the commencement of slide review.
9. Participate in engagement with the Irish clinical community, and where appropriate in forums
with affected women about the findings of the review panel. Engage as appropriate with the
Scoping Inquiry into the CervicalCheck Screening Programme being led by Dr Gabriel Scally.
10. The panel could engage with individual women regarding the facts and interpretation of their
case review, but expressly not to discuss any aspects of an individual woman’s clinical care.
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INTRODUCTION
Background
In May 2018, the emergence of a failure to disclose to affected women the results of a cervical screening
audit, led to widespread concern. As a response, two major reviews were commissioned by the Irish
Government; a Scoping Inquiry which resulted in the Scally Report, and an Expert Panel Review by the
RCOG, of the screening histories of women who had developed cervical cancer having been screened in the
National CervicalCheck Screening Programme.
The crisis was precipitated when it was learned that Vicky Phelan, who had just won a legal battle for
compensation for a wrongly reported cervical screening test, had not been told, as she should have been,
of the results of an audit (re-examination) of her screening slides. It then emerged that a previous audit of
over 1200 women who had developed cervical cancer despite being screened, revealed that discordant
cellular abnormalities had been detected in the screening slides of over 200 women who had originally
been reported as having negative results. Audits of this type are expected to reveal missed abnormalities,
and the policy was to disclose the results to affected women, but this had occurred in only 20% of cases. In
the aftermath, the Irish Government promised that all women who had been screened by the
CervicalCheck programme and subsequently developed cervical cancer, would be offered an independent
expert review of their screening history. This document reports the results of this Review.

Cervical Screening
Cervical screening has been the mainstay of cervical cancer prevention for over 50 years. Until now, it has
been based on the use of exfoliative cytology, where cells are taken directly from the cervix, to obtain a
sample commonly known as a cervical smear. Microscope examination of these cells when placed on a slide
can reveal abnormal cells which are associated with the precancerous phase of this disease. The natural
history of cervical cancer is that it usually progresses from persistent infection by human papillomavirus
(HPV), through a pre-cancerous phase and into cancer over a period of more than 10 years. This provides
the opportunity to detect precancerous lesions which can be easily and effectively treated in a few
minutes, thus preventing cancer. Worldwide, millions of lives have been saved by means of cervical
screening.
It is however not a perfect strategy. It is internationally acknowledged that cervical screening provides
protection from cervical cancer of around 70%. The level of protection depends partly on the regularity of
screening and age, with younger women deriving slightly less protection than older women. Screening has
been shown to be associated with a 60% reduction in cancer in women aged 40, and this reduction
increased to 80% by age 641. This means around 30% of cancers are not detected by screening. A
proportion of women will be found to have mild abnormalities which require further investigation but will
never lead to cancer. The success of a screening programme such as CervicalCheck, designed to reduce the
death rate from cervical cancer in a national population, depends on high coverage and regular screens
every 3-5 years. Regular screening increases the so-called sensitivity of the programme, such that
abnormalities missed on one smear test, will be detected at the next screen prior to cancer developing.
As stated earlier, cervical cancer is caused by the human papillomavirus (HPV), a virus usually transmitted
by sexual contact, which is thought to infect the large majority of women at some time in their lives. The
close relationship between HPV and cervical cancer has led to the development of HPV testing. This is a
more sensitive screening test, and will prevent more cancers and save more lives than the cytology smear
test alone. It is therefore being introduced into the CervicalCheck programme in the near future.
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The other crucial development in cervical cancer prevention is the national HPV vaccination programme for
12/13 year old girls, which will protect them from acquiring the most dangerous strains of HPV, and with
high coverage, greatly reduce the risk of cervical cancer in the Irish population. Screening will however
continue to be required by both unvaccinated and vaccinated women.

Cervical Screening Audit
One of the critical aspects of a screening programme is quality assurance, which means ensuring that all of
the stages of screening are consistently performed to pre-specified standards. The CervicalCheck
programme includes such quality assurance, part of which is auditing cervical screening histories, when
women who have been screened develop cancer. This is performed to try to understand why screening
failed to prevent cancer, and in so doing, to improve screening. In some cases there will be no explanation,
and in a significant minority there will be evidence that abnormalities were missed, such that had these
been detected originally, the woman would have undergone further investigation and treatment, and the
cancer would probably have been prevented.
In England’ the national cervical screening audit is a continuous process, the results of which have been
collated and published on several occasions. Aside from reviewing slides of women who developed cervical
cancer following screening, a key element of the English Audit is to include women who did not develop
cancer as a so-called control, which allows comparison in terms of protection from the risk of developing
cancer. In the most recent report2 involving cancers detected between 2009-13, some 8784 cases of cancer
were compared with twice that number without cervical cancer. The audit report covers a number of
outcomes including details of disease stage, type of cervical cancer, time since the previous screen, as well
as the comparison between the original smear test result and the review result. Of greatest relevance for
this Review, was the finding that the original slide result and the review slide result disagreed in 40% of
cases.

Scally Report
One of the Irish Government’s responses to the issues that arose from incomplete disclosure of the cervical
screening audit results was a Scoping Inquiry led by Dr Gabriel Scally, which was published in September
20183. He concluded that aside from major shortcomings in terms of disclosure, there were major
deficiencies in the governance of the cervical screening programme, as well as a lack of public health
expertise, which would require to be addressed in order to restore public confidence. The original and
supplementary reports made a total of 52 recommendations covering a range of issues, including
organisation/governance, procurement of laboratory services, audits and open disclosure, cancer
registration and achieving resolution with affected women who have been deeply distressed by a system
that was viewed as having failed them.

Cervical Check Programme
This was established in 2008 in order to address the incidence of cervical cancer, which had been rising
since the late 1970’s, unaffected by the availability of opportunistic screening. The programme, named
CervicalCheck, invited women aged between 25 and 60 years to be screened three yearly between ages 2544, and five yearly between 45-60 years. The programme was based on liquid based cytology, which
following a public procurement exercise, was largely undertaken in the US. After 2013, around half of the
cytology was brought back into laboratories in Ireland. The effective management of abnormal cytology
relies on the provision of skilled colposcopy, which was set up in a framework of well equipped, accredited
clinics across Ireland.
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There are approximately 1.2 million women in the screening age range in Ireland, meaning around 300,000
were eligible to be screened annually. High coverage is essential if the potential of cervical screening is to
be realised, and 80% is widely regarded as an achievable target. This coverage has been met in women in
the age range 25-44, with coverage around 70% for older women4. The CervicalCheck Programme Report
for 2015-165 shows that the CervicalCheck programme has largely met its key performance indicators such
as, a two week turnaround time between sample taking and results being returned to CervicalCheck,
though below target of four weeks between sample taking and result letters being sent. Also on target
were waiting times for colposcopy, and the positive predictive value for high grade abnormal cytology
predicting underlying high grade precancerous lesions. The cardinal sign of a national screening
programme’s success is a reduction in the incidence of cervical cancer. During the period 1999-2010, the
incidence of cervical cancer rose by 4% per annum, and between 2010-2015, the incidence declined by 7%
per annum6. Mortality rates have also declined due to more effective treatment for cervical cancer, and it
can be expected that a further fall will occur due to reduced incidence and earlier detection of cancer.
As stated above, CervicalCheck will switch from primary cytology to primary HPV as the screening test, and
this combined with the expected impact of HPV vaccination will undoubtedly yield a further decline in
incidence.

The RCOG Expert Panel Review
In order to restore confidence that women were being treated in an open and transparent manner, the
Taoiseach announced on May 2nd 2018 that every woman who had developed cervical cancer following
participation in the CervicalCheck programme, would be offered a fully independent review of her
screening history. In this way, each woman could be confident that she had been given a fully disclosed
result based on a rigorous examination of slides and other relevant clinical findings. Since the inception of
CervicalCheck in 2008, around 3000 women have been diagnosed with cervical cancer, of whom around
40% had never been screened in the CervicalCheck programme. Given the large numbers involved, this
would be a complex time consuming review with the objectives of; a) providing each woman with an
individual report of the findings, and b) providing the Department of Health with a report containing the
aggregated data from the review together with the implications for the screening programme.
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METHODS
RCOG Expert Panel
The RCOG Panel that undertook this review comprised a multidisciplinary group of experienced clinicians
whose expertise covered cytopathology, colposcopy and gynaecological cancer. There were also two lay
assessors. These were the areas of relevance in this review. Those serving on the Panel together with any
declared conflicts of interest are listed in Appendix A.

Gaining Consent
It was determined by the Minister of Health that women should consent to participate in the Review. A
covering letter was sent to all eligible women by the HSE in August 2018 which enclosed:
-

a Patient Information Sheet prepared by the RCOG Expert Panel which was prepared with input
from the Lay Assessors with regard to clarity, acceptability and tone
a structured form explaining the basis of providing consent
a list of frequently asked questions
a consent form to be signed and returned to HSE
in the cases of women who had died, consent was provided by the next of kin

These documents can be found in Appendices B, C and D.

Determination of eligibility for inclusion in the review
Women or next of kin were given a closing date by which time written consent had to be provided in order
to be included in the Review. There were three reasons for women being withdrawn from the review on
the basis of ineligibility. These included;
1. Consent withdrawn
2. Found by the National Cancer Registry of Ireland (NCRI) not to have invasive cervical cancer following
checks
3. All slides missing i.e. not retrievable, or slides not available for review having been obtained by a third
party at the woman’s request.

Data Management
The RCOG required access to a number of databases each containing separate sections of the woman’s
screening journey in order for the Expert Panel Review Team to be able to conduct a thorough review of
each case. The data sources were the National Screening Service (NSS), CervicalCheck Database and the
National Cancer Registry Ireland (NCRI). Data sharing agreements were set up and agreed in advance of
RCOG gaining access to any data provided.
CervicalCheck database – this holds the smear test dates and corresponding results as well as details
concerning colposcopy attendance.
National Screening Service – the database provided held the Colposcopy appointments, attendance details
and a record of the action taken by Colposcopy for those women who were referred to the clinic.
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National Cancer Registry Ireland – this held the women’s diagnosis date of the cancer, stage of cancer and
the treatment information.
RCOG Database
For the purpose of the Review, the RCOG required a ‘master’ database that consolidated the information
from the aforementioned databases. This would enable data analysis, streamline data review and assist in
preparing the individual patient letters. All data in the RCOG database were pseudo-anonymised, password
protected and only accessible to the RCOG Review team.
Data Security & Confidentiality
RCOG complies with the Regulation (EU) 2016/679 of the European Parliament and of the Council of 27
April 2016 and repealing Directive 95/46/EC (“General Data Protection Regulation”)
The NCRI and NSS databases which were in EXCEL format, were password protected prior to transferring by
email and throughout use at the RCOG. The CervicalCheck database was accessed online using individual
passwords.
Any data shared with and sent from the RCOG was conducted using encrypted email and pseudoanonymised data where required. These emails were shared with designated staff in each organisation who
were directly involved with supporting the Review.
All databases were only accessible by the RCOG’s Project Manager and the Project Support staff. The Expert
Review Panel had no access to personal information using the CervicalCheck database or the NCRI and NSS
data as they were not provided with personal passwords. Also the Expert Review Panel were not able to
access the RCOG folders which held the pseudo-anonymised databases.
Following completion of the cytology review, the data were cleaned to exclude duplicate entries and to
ensure that there was both a CervicalCheck and a Review result for all available slides. Unavailable slides
were identified; principally these were either because they could not be located in the laboratory, or slides
had been withdrawn for external review, or the diagnosis pre-dated the slides. In some cases, all slides
were missing, in which case the woman was withdrawn from the Review. When one or more were missing,
but others available, the review was designated as partial. Each woman’s age and stage at diagnosis of
cancer was recorded as well as the cancer types identified by histology.
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Cytology Protocol
North Bristol NHS Trust Cytology Training Centre protocol
The North Bristol NHS Trust Cytology Training Centre was selected as the co-ordinating centre because of
its extensive experience in quality assurance. Slides were received between the end of February and the
beginning of June 2019, having been digitally imaged prior to shipping from the originating laboratories. On
receipt, slides were unpacked and checked for any breakages. Slides were then checked against the
spreadsheet sent by the HSE National Quality Improvement Team to ensure that all slides were present,
and the date of arrival entered. This spreadsheet was anonymised and a copy logged with the RCOG. Slides
were then packaged and sent to the Cytology Laboratory in Monklands Hospital, Airdrie, Scotland, where
the slide review was carried out. A spreadsheet accompanied the slides in order to check that they were
correct and present, and not broken or damaged. Monklands Hospital confirmed receipt.
When the slides had been screened, they were returned to Cytology Training Centre (CTC). The procedure
for slide review and arriving at a final result, is shown below in Fig1. Those slides with a negative report or
reported as inadequate were set aside, and the remainder with abnormal findings were sent for a First
Consultant Review, along with a spreadsheet to confirm arrival, all present and correct. This was
accompanied by a form to record the result. The First Consultant knew only that the Monklands report was
neither negative nor inadequate. Following review, the slides and results were returned to CTC.
Disagreement between the original CervicalCheck result and the First Consultant Review, was determined
by the coordinating cytopathologist, in which case, the slides were sent for a Second Consultant Review,
performed by a different consultant.
Similar procedures were performed with second review, and the result was recorded. The second
consultant had no knowledge of prior reporting and neither consultant knew the CervicalCheck result.
Disagreement between the first and second consultant review was again determined by the coordinating
cytopathologist, in which case the slides were set aside for the consensus meeting where a panel of
consultants convened over a multi-header microscope. The consensus meeting arrived at a final result. The
slide review was completed in mid-July 2019. All consultants were actively reporting in the English Cervical
Screening Programme (CSP) and met all required CSP quality standards. They were drawn from a number of
different organisations.
After all slides in each batch had completed all stages of the Review, they were scanned (macro pictures
rather than scanning at a cellular level). These images were used to confirm that the slides were intact prior
to dispatch back to the originating laboratory, as well as providing a visual record of which slides had been
sent.

Monklands Cytology Laboratory Protocol
The Monkland Cytology Laboratory was selected to conduct the screening of the CervicalCheck slides
because it is one of Scotland’s leading cervical screening centres and had the capacity to absorb the
workload of the RCOG Review.
Slides were couriered to the lead biomedical scientist, receipt of the slides were acknowledged, and were
then transferred to slide trays. They were then checked against the paperwork and rearranged to match
the sequence on the slide transfer list provided.
The slides were screened in a manner similar to everyday practice by qualified screeners who held the NHS
Cervical Screening Programme diploma or equivalent and had at least 10 years’ experience in screening
slides prepared with the liquid based cytology technology (ThinPrep®) used in the CervicalCheck
programme. Slides were screened according to the local standard operating procedure (SOP) which is
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designed to ensure all fields of view are carefully assessed with overlap moving across the slide. The
screeners were advised to ignore any marks on the slide and to screen them as if they had no markings. The
cell preparation was assessed for adequacy using the Bethesda system definition (5000 cells), and a cell
count performed if there was uncertainty on adequacy of the epithelial content. If there were fewer than
70 cells found in ten high power(x40) fields, the sample was reported as inadequate. The screener report
was recorded with the initials of the screeners. If the slide was considered to be negative or inadequate, a
different screener conducted a rapid review. When the slides had been screened, they were returned to
the trays, and checked to ensure all were present. The supervising biomedical scientist ensured slides were
present and correct, and returned to Bristol. The Cytology Training Centre was advised of the transfer and
confirmation of receipt was requested.
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Corresponding classification between The Bethesda System (TBS) and the
British Society for Cervical Cytology (BSCC) classification (used in the NHS
Cervical Screening Programme)
CervicalCheck uses The Bethesda System (TBS) for cytology reporting and the Review was performed using
the BSCC classification which is used in the NHS Cervical Screening Programme (NHS CSP). It was therefore
necessary to define equivalent classifications between the two reporting systems. This is shown below in
Table 1.

Table 1 A comparison of nomenclature used by BSCC and TBS
BSCC

TBS

P number*

Negative
Inadequate
Borderline Change in Squamous
Cells
No equivalent grade

Negative
Inadequate
ASCUS

P2
P1
P3a

ASC-H

P3b

Low Grade Dyskaryosis
High Grade Dyskaryosis (moderate)
High Grade Dyskaryosis (severe)
?SCC
Borderline Change in Endocervical
Cells
?Glandular Neoplasia

LSIL
HSIL (moderate)
HSIL (severe)
?SCC
AGC

P4
P5
P6
P7
P8a

AGC Favour neoplastic process &
P8b
?Glandular neoplasia including GCIN P9
Adenocarcinoma
Non Cervical Glandular Neoplasia
Non Cervical Glandular Neoplasia
NCGN
* The ‘P’ number is a CervicalCheck code for cytology grade used in its database

Colposcopy Review
In order to determine whether colposcopy management resulted in delays that might have led to a failure
to prevent cancer or detect cancer at an earlier stage, it was decided to scrutinise the clinical notes in cases
where the interval between initial colposcopy and the diagnosis of cancer was greater than six months. In
such cases, a panel of four consultant gynaecological oncologists with extensive colposcopy experience
examined the clinical notes and documented the colposcopic management using a standard proforma.
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The Panel worked in pairs, and came to an agreed view. In the event of disagreement it was discussed with
the lead assessor. The process is illustrated in Fig 2.

The initial review of colposcopy management was blind to the cytology review. Following this process, any
implications of discordant cytology on review, with respect to colposcopy outcomes were considered.
Where there were instances of disagreement between the CervicalCheck and RCOG Review cytology
results, the alteration in management that might have occurred as a result was considered by the Panel,
and the Panel’s conclusions disclosed to the woman in her individual letter.
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Individual reports for women and next of kin
A key outcome of the Review was the production of an individual report in the form of a letter, for each
eligible woman who had provided consent. The letters were standardised with the Lay Assessors providing
input in terms of clarity, acceptability and tone. Each letter incorporated an individual review in terms of
cytology and where relevant, colposcopy. The central feature was a grid, in which the CervicalCheck and
Review cytology results were correlated according to the following categories; negative, low grade and high
grade, along with a determination of whether there was concordance or discordance between these
categories. Concordance was presented as ‘agreement’ and discordance as ‘disagreement’. This
conservative approach was employed, recognising (a) the widely acknowledged inter observer variation in
reading slides, particularly within low grade and high grade categories and between squamous and
glandular categorisation and (b) common management protocols for low grade and for high grade cytology.
The process of generating the letters required re-checking both the CervicalCheck database and the
National Cancer Registry database in each case, in order to ensure accuracy both in the letters and in the
RCOG master database.
The meaning of each review was then explained and a conclusion drawn regarding the potential impact of
the cytology review results in terms of prevention, detection at an earlier stage, and where relevant,
treatment received. When colposcopy was reviewed (see above) the letter included the assessment of
colposcopy management and the potential impact of the result of the cytology review on colposcopy in
terms of the above outcomes.
The Expert Panels judgments that formed the basis of the conclusion drawn were based on a protocol as
well as the published clinical standards and guidelines used in routine practice in the CervicalCheck
Programme. This protocol was adopted to ensure standardisation of conclusions drawn in individual
reports along the following assumptions:
1. An interval of less than four weeks between the initial cervical smear and subsequent clinic examination
was regarded as a case of clinical presentation, as opposed to a screen detected referral.
2. When a discordant slide indicated by the Review, resulted in a delay;
a) 6-12 months. This interval was regarded as having no impact on stage 1A1. In cases of stage 1A2
and 1B and above it was regarded as a missed opportunity to diagnose at an earlier stage.
b) >12 months and <36 months. This interval was regarded as a missed opportunity to prevent
cancer at stage 1A1. For stages 1A2/1B and above this was regarded as a missed opportunity to
prevent or diagnose at an earlier stage depending on time interval and staging.
c) >36 months. This interval was regarded as a missed opportunity to prevent cancer whatever the
staging.
The letters also acknowledged in cases of very early stage disease, that screening probably led to the
diagnosis of cancer at an earlier stage than would otherwise have been the case.
The Panel prepared a leaflet containing both explanatory notes and a glossary of technical terms which also
contained a paragraph explaining why the Expert Panels Review is not to be regarded as a judgement on
medical negligence. These can be seen in Appendix E. This also contained a statement taken from Public
Health England’s Guidance on Duty of Candour when Disclosing Audit results.
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Meeting with Women
In order to obtain input from those affected, the Expert Panel’s Lead Assessors met on 7th May 2019 with a
group of eight women, including one whose mother had been diagnosed with cervical cancer, as well as
two men one of whose wife had died of cervical cancer. This group had been convened by the HSE. They
were shown samples of the templates of the type of report they would receive and asked for their views.
They were generally positive about the layout and the tone. The Lead Assessors asked for the group’s views
on how the individual reports should be disclosed to women. The group emphasised the importance of
having the offer of access to a clinical professional support which should be available at the time the
content of the letters is disclosed.

Comparison between RCOG and the Irish (National Screening Service) Audit
results
For those women participating in the RCOG Review whose slides had also been audited previously as part
of the CervicalCheck protocol, the audit results were made accessible in order to be compared with the
corresponding Review results. This analysis was done completely blind (concealed) to the originally
reported CervicalCheck result.
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RESULTS
Timeline of Review
Following the establishment of the Review and its Terms of Reference in June 2018, the preparation of
protocols followed. Women eligible to participate in the Review were identified and the process for
obtaining consent was established. Obtaining consent began in October 2018 and was accepted until early
January 2019. Qualifying cervical screening slides were all of those taken within the CervicalCheck
Programme prior to the diagnosis of cancer. Following consent slides were identified and retrieved by the
originating laboratories and digitally imaged prior to dispatch to the UK. The slide Review began in midFebruary 2019 and was completed by mid-July 2019.

Number of women in the Review
The number of women in the Review is shown in Fig 3. A total of 1769 women were originally invited to
participate. This included women who were thought to have been diagnosed with cervical cancer prior to
5th May 2018 and who had undergone at least one smear test in the CervicalCheck programme since its
establishment in September 2008. A number of women were subsequently excluded for the following
reasons. Initially 45 were not contactable presumably having moved elsewhere, and 547 women did not
respond to the invitation to participate. Following exclusion of 21 women found in a NCRI check not to have
invasive cervical cancer, and consent being withheld by another 48 women, a total of 1108 consented.
Consent was given by next of kin on behalf of women who had died. Subsequent to consent, 70 further
women were excluded: 20 had no slides available, 45 more were identified by the NCRI as not meeting the
criteria, and 5 further women withdrew consent.
This meant that there were 1038 women whose slides were reviewed, of whom 98 had died, 82 (84%) from
cervical cancer and the remaining 16 from unrelated causes. Four women in the Review whom it turned out
had pre-cancer had received a commitment from HSE to be included in the Review.
Fig.3 Number of Women in the RCOG Review
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Age and histology type
Amongst 1034 women who had developed cervical cancer, 122 (11.7%) were below the age of 30 years,
565/1034 (54.6%) were aged 30-44, and 347/1034 (33.6%) were 45 years or older. The proportions of this
cohort of screened women aged under 35 years (30%) and under 45 years (66.5%) are considerably greater
than those of the overall Irish population incidence data which are 18% and 47% respectively.
This is related both to the age restricted nature of the screened cohort and earlier detection as a result of
screening. Amongst women with squamous cancer the proportions by age groups were almost identical;
below 30, 30-44 and 45 or older, these were 11.8%, 54.6% and 33.6% respectively. These proportions were
again almost identical for women with adenocarcinoma.

Table 2 – Correlation of Women’s Ages by Histology Type
Histology type
Squamous
Adenocarcinoma
carcinoma

Other*

Age of women
<29
20
94
8
30-34
33
146
7
35-39
28
165
7
40-44
41
130
8
45-49
22
93
10
50+
41
167
14
Total
185
795
54
%
18%
77%
5%
*Other comprises a grouping of rare pathologies (Full list in APPENDIX F)

Total
122
186
200
179
125
222
1034

%
11.8%
18.0%
19.3%
17.3%
12.1%
21.5%
100%

Cancer staging and histology
Cancer staging for the Review cohort is correlated with cancer histology in Table 3. Overall, just over 70% of
cancers were stage 1, which means confined to the cervix, though a small proportion will have spread to
lymph nodes. Around half of these stage 1 tumours (35.7% of the total) were staged as 1A1, the earliest
stage of cancer, where invasion is limited to a depth of 3mm. At this stage, spread to pelvic lymph nodes is
very rare and management can usually be limited to local excision, without the need for example, of a
hysterectomy, which is very important for women who wish to retain fertility.
Stages 1A2 and 1B combined, in which disease is usually confined to the cervix, accounted for a further
36.4%. Stage 2 disease which infiltrates beyond the cervix was identified in 10.6% of cases. More advanced
disease at stages 3 and 4 combined accounted for 16% of cancers. This includes disease that extends to the
pelvic sidewall or beyond the pelvis.
Stage 1 disease can usually be managed by surgery alone, with radiation required for the small proportion
with lymph node involvement. Stages 2, 3 and 4 are treated with a combination of chemotherapy and
radiation, usually referred to as chemo-radiation. The more advanced the stage the more likely it is that the
tumour will recur and prove incurable. Cure is in excess of 90% for stage 1, around 40-50% for stages 3 and
4, and around 60% for all disease.
Screening saves lives by not only preventing cancer, but also by diagnosing it at an earlier stage. Therefore
screen-detected cases have a higher proportion of early stage 1 disease.
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Table 3 – Correlation of Cancer Histologies and FIGO stage
Cancer Histology Type

Squamous
carcinoma

Adenocarcinoma

Other*

Total

%

Stage 1A1

317

45

7

369

35.7%

1A2 & 1B

261

92

23

376

36.4%

Stage 2

92

13

5

110

10.6%

Stage 3/4

122

31

13

166

16.0%

Unknown

3

3

7

13

1.3%

795

184

55

1034

FIGO STAGE

Total

%
77%
18%
5%
*Other comprises a grouping of rare pathologies (Full list in APPENDIX F)

100%

Amongst the Review cohort, 77% (795/1034) of the cancers were of the squamous type, squamous
carcinoma, and 18% (184/1034) were of glandular type, adenocarcinoma.
The remainder is a group of rarer tumour types, including adenosquamous, neuroendocrine, mucoid and
others, listed in Appendix F. Amongst the squamous cancers, 40% were diagnosed at stage 1A1, with 33%
accounting for stages 1A2 and 1B combined. The proportion at stage 2 and stages 3/4 were 11.5% and
15.3% respectively. Amongst the adenocarcinomas, again more than 70% were at stage 1, but the
proportions at stage 1A1 and stages 1A2/1B were reversed compared with the squamous type, at 24.5%
and 50% respectively. Stages 2 and 3/4 occurred in similar proportions compared with the squamous type
at 6.9% and 17.2% respectively.
These data demonstrate the proportion of very early micro-invasive disease at stage 1A1 is higher in
squamous cancer. This is probably related to the origin of squamous cancer which lies in the most easily
visible and accessible portion of the cervix, whereas adenocarcinoma arises from the cells that tend to lie
within the canal of the cervix, potentially making reliable sampling for cytology and colposcopic
examination more difficult, and very early detection of adenocarcinoma less likely.

Number of slides in the Review
There was a total of 1659 slides distributed as shown below in Table 4. Amongst the 1038 women in the
cytology review, 684/1038 (65.9%) had a single slide and 210/1038 (20.2%) had two slides. Many of the
multiple slides per woman particularly three or more, were associated with colposcopy management
following initial referral, and prior to the diagnosis of cancer. In almost all cases, all slides were available,
but in 28/1038 (2.6%) women, the Review was partial due to one or more missing slides.

Table 4 – Distribution of number of slides per woman
Number of slides
1
2
3
4
5
6+
1659
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Number of Women
684
210
84
24
10
26
1038

%
65.9%
20.2%
8.1%
2.3%
1.0%
2.5%
100%
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Results of the slide review
The correlations of the original CervicalCheck and Review slide results in the Tables 5 - 10 are based on the
nomenclature used for classifying grades by The Bethesda System (TBS). The slides were reviewed in the
United Kingdom and reported using the British Society for Cervical Cytology (BSCC) classification. The
corresponding grades between the two systems is shown in Table 1 (Page 19).
Table 5 is based on each woman’s initial slide, which is the subset of slides considered most representative
of screening slides. This table shows that no review result could be generated in 26 cases. This was due to
23 slides being unavailable and three where no consensus was arrived at which left 1012 final results. As
can be seen, in 196/1012 (19.3%) the slide was reported by CervicalCheck as negative, i.e. no abnormal
cells seen. In 108/196 (55.1%) of these slides, the Review agreed. Only 19/196 (9.7%) were reported by the
Review as ASCUS which is the lowest grade of squamous abnormality.
The Review found high grade abnormalities in 59/196 (30%) reported negative by CervicalCheck. Of the
105 reviewable low grade squamous abnormalities reported by CervicalCheck, only 38 (36.2%) were
reported concordant by the Review, with 63/105 (60%) found to contain high grade abnormal cells. The
CervicalCheck high grade results were quite different, with only 4/592 (0.7%) being reported by the Review
as low grade or negative.
With regard to glandular abnormalities, 39 of the 43 (90.6%) of slides classified by CervicalCheck as low
grade, i.e. atypical glandular cells, were reported as high grade usually adenocarcinoma by the Review.
Similar to the squamous abnormalities, amongst 59 high grade glandular abnormalities, none were
reviewed as negative or low grade.
In only six cases overall, the Review reported discordant negative results, which given the outcome of
cancer favoured the CervicalCheck result.
The proportion of overall discordance amongst initial smear results, between negative, low grade and high
grade results was almost 20%.
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Table 5 – Correlation of CervicalCheck and Review Cytology Results amongst the initial slides of each woman (TBS
Nomeclature)
Review Results

CervicalCheck Results

Negative

ASCUS

LSIL

Negative

108

19

5

ASCUS

3

12

LSIL

1

2

AGC
1

HSIL
Squamous
cell
carcinoma
Adenocarcinoma
Fav.
Neoplastic
process

1

4

1

No
consensus

1

%

No
result*

196

19.3%

19

8

5

67

6.6%

1

14

11

8

2

38

3.7%

3

14

2

22

43

4.2%

34

20

5

62

6.1%

273

151

35

462

45.5%

71

7.0%

31

3.1%

28

2.8%

17

1.7%

3

1015

100%

0.3%

100%

1

30
3.0%

8
0.8%

2
0.2%

7

57

7

5

1

23

4

3

21

3

2

1

412
40.6%

255
25.1%
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1

Total

29

1

%
*Slide unavailable (23)

Inadequate

10
3

34
3.3%

NCGN

22

1

114
11.2%

Adenocarcinoma

3

Inadequate
Total

HSIL

Squamous
cell
carcinoma

32

1

ASC-H

AGC

ASCH

1
1

2

1

10
143
14.1%

4
0.4%

10
1.0%

23

Table 6a – Correlation of CervicalCheck and Review Cytology Results amongst all slides in the Review (TBS
Nomeclature)
Review Results

CervicalCheck Results

Negative

ASCUS

LSIL

AGC

Negative

225

33

13

11

ASCUS

5

22

20

1

LSIL

2

7

29

AGC

1

2

ASC-H

2

1

HSIL
Squamous
cell
carcinoma
Adenocarcinoma
Fav.
Neoplastic
process

2

1

Inadequate

1
238

Total
%

14.3%

ASCH

1

4

64
3.9%

1

2

HSIL

Squamous
cell
carcinoma

Adenocarcinoma

Inadequate

No
consensus

Total

%

No
result*

1

393

24%

21

58

8

43

55

11

8

122

7%

2

28

11

6

83

5%

5

26

2

54

90

5%

3

71

33

13

123

7%

1

384

192

56

636

38%

6

10

64

8

82

5%

1

8

2

47

61

4%

1

7

3

33

43

3%

3
329

1
269

26

2%

64

17

3

3
650

3.9%

1.0%

0.2%

39.2%

19.8%

16.2%

*Slide unavailable (40)
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1
1

4

5
0.3%

17
17

1
3
1.0%

1659
0.2%

40
100%

Table 6a and 6b show the correlation between CervicalCheck and the Review results for all of the slides in
the Review. Table 6a shows the correlation using the BSCC classification as in Table 5. Because of interobserver variation, particularly within the categories of low grade and high grade, and because they have
clinical management in common, the following grades have been combined as tabulated below
TBS

BSCC Classification

Low Grade

ASCUS/LSIL/AGC

Borderline/low grade dyskaryosis

High Grade

ASC-H/HSIL
Atypical favour neoplastic
Adenocarcinoma

High Grade (moderate/severe) dyskaryosis

Table 6b shows the correlation restricted to the categories of negative, low grade and high grade. The
trends amongst all slides are similar to those described for the initial slides. Of the 393 slides reported
negative by CervicalCheck, 225 (57%) were confirmed negative by the Review, 46 (12%) were reported as
low grade squamous abnormalities, 11 (0.3%) as low grade glandular abnormalities, and 110 (28%) were
reported as high grade squamous abnormalities.
Amongst the 205 slides reported by CervicalCheck as low grade squamous abnormalities, only 79 (39%)
were reported to be low grade concordant. There were seven (3%) reported by the Review as negative and
the remaining 119 (58%) were found on review to contain higher grade abnormalities.
There were 90 low grade glandular abnormalities reported by CervicalCheck, of which only six were low
grade concordant, and in 83/90 (92%) of cases the Review found high grade abnormalities.
The proportion of discordant readings amongst the total 1659 slides was 23.5%, which is a little higher than
the proportion of discordant readings amongst the initial slides (20%). This was probably due to the high
proportion of high grade results amongst the initial slides (65%) than all slides (56%) which will reduce the
prevalence of discordance.
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Table 6b – Correlation of CervicalCheck and Review Cytology slide results amongst all slides in the Review grouped
as low and high grade (Squamous/Glandular)
High
Grade
(P5,6,7)

Negative
(P2)

Low Grade
(P3a,4)

225

46

11

66

Low Grade
(P3a,4)

7

78

1

105

14

Low grade
(P8a*)

1

2

4

28

54

2

1

650

64

2

1

Negative
(P2)
CervicalCheck Results by Grade

Low
Grade
(P8a)

Review Results
High
High
Grade
Grade
(P3b)
(P9)

High Grade
(P5,6,7)
High Grade
(P3b)
High Grade
(P8b,9)
Inadequate
(P1)
Total

1

104

1
238

%
14.3%
*Slide unavailable (40)

1

High
Grade
(NCGN )

Inadequate

43

2

No
consensus

1

1
1

13

20

80

6

1

4
17

1

128

17

979

3

269

5

17

3

7.7%

1.0%

59.0%

0.2%

16.2%

0.3%

1.0%

0.2%
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Total

%

No
result*

393

23.7%

21

205

12.4%

7

90

5.4%

3

718

43.3%

7

123

7.4%

1

104

6.3%

1

26

1.6%

0

1659

40
100%

As found with the initial smears, and in contrast to the high degree of discordance between the Review and
CervicalCheck negatives and low grade abnormalities, there was a very high level of concordance with both
squamous and glandular high grade abnormal slides. It is noteworthy that of 123(7.3%) slides reported as
ASC-H by CervicalCheck, all but four were classified as high grade by the Review. This serves to emphasise
that ASC-H is essentially a high grade report, and should be regarded as such by clinicians. The same can be
said for atypical glandular cells (AGC) amongst which 90% were reviewed as high grade.

Cancer staging in the group of women with discordant cytology results
Table 7 shows the distribution of the cancer stage amongst women who were found in the Review to have
discordant cytology results. Stage 1A1 was found in 36% of the cases, stages 1A2/1B were found in 35% of
cases, 11% were stage 2 and 17% were stages 3 and 4. These proportions are almost identical to those in
the entire cohort.

Table 7 – Correlation of Discordant Group by Cancer Stage
No of women

%

1A1

99

35.6%

1A2/1B

97

34.9%

2

31

11.2%

3&4

46

16.5%

Unknown

5

1.8%

Total

278

100%

Cancer Stage

Comparison of RCOG Review and Irish (NSS) Cytology Audit Results
There were 90 women in the Review, whose slides had been audited following the diagnosis of cancer
under the protocol used by the National Screening Service (NSS) Audit. Amongst these 90 women, 60 had
been found to be discordant and 30 concordant. There were 106 available adequate slides included in the
Review after excluding 27 that were unavailable and 4 that were considered inadequate. Tables 8 and 9
show the results of correlating the Review and NSS Audit. The original CervicalCheck results have not been
included in this exercise. Table 8 depicts the correlation of the NSS Audit and RCOG Review slide results
grouped under negative, low grade and high grade, whereas Table 9 provides TBS classification.

Table 8 - Correlation of RCOG Review and Irish Audit Cytology Results all Low
Grade and High Grade Grouped

NSS Audit Results

RCOG Review Results
Negative

Low
Grade

High
Grade

Inadequate

Total

(%)

Negative

24

3

1

0

28

26%

Low Grade

3

16

14

2

35

33%

High Grade

3

10

29

1

43

41%

Total

30

29

44

3

106

(%)

28%

27%

42%

3%
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100%

Table 9 - Correlation of RCOG Review and Irish Audit Cytology Results by
Grades in slides available for review

NSS Audit Results

RCOG Review Results
Grades

Negative

ASCUS/LSI
L

AGC

LG/HG*

HSIL

Adenocarcinoma

Inadequate

Total

%

Negative

24

3

0

0

1

0

0

28

26%

ASCUS/LS
IL

3

14

0

0

7

1

1

26

25%

AGC

0

1

1

1

4

1

1

9

8%

ASC-H

0

2

1

0

3

0

0

6

6%

HSIL

3

6

0

2

19

0

1

31

29%

Favour
neoplastic
process

0

0

0

0

0

1

0

1

1%

Adenocarcinoma

0

1

0

1

2

1

0

5

5%

Total

30

27

2

4

36

4

3

106

%

28%

25%

2%

4%

34%

4%

3%

100%

*Inter-observer variation

Out of 28 adequate slides classified by the NSS Audit as negative, 24 were confirmed negative by the
Review. Of 35 NSS Audit low grades, 14 were upgraded by the Review, and 10 of the 43 high grades were
downgraded to low grade by the Review. This represents a discordance of just over 30% which
demonstrates the considerable inter-observer variation in slide review, even when it is known that cancer
had occurred. The similar proportions of upgrading and downgrading suggest that when slide review is
performed under these circumstances, there is not a bias in a single direction. The numbers are however
small, which makes the data less reliable.

Colposcopy Review
The colposcopy management of abnormal cytology is an integral component of any cervical screening
programme, and so is worthy of scrutiny in a review of screening histories when cancer occurred. Cases
were scrutinised when there was an interval of more than six months between the initial colposcopy
examination and the diagnosis of cancer. This interval was selected because it was determined that routine
colposcopy management prior to cancer can reasonably take up to six months, and it was unlikely that an
adverse effect could be attributed within this timeframe. While it was appreciated that perfectly
satisfactory colposcopy management could result in a longer time interval prior to the diagnosis of cancer,
longer intervals could also be associated with missed opportunities to prevent cancer or diagnose it at an
earlier stage.
There were 106 cases that were considered eligible for scrutiny of colposcopy management. The interval
between initial colposcopy in these cases ranged from 7 months to over 8 years. The Panel’s conclusions
covered four possible outcomes:
1. Colposcopy was satisfactory with agreement or concordance between the CervicalCheck and
Review results.
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2.

Colposcopy was considered satisfactory on the basis of cytology results available at the time, but
with discordant Review cytology results that had they been known at the time, would have altered
management.
3. Colposcopy was considered unsatisfactory with concordant cytology results.
4. Colposcopy was considered unsatisfactory and the Review cytology was discordant.

In cases with discordant cytology results, knowledge of the Review result would probably in some cases
have altered the outcome, i.e. prevention of cancer or diagnosis at an earlier stage. In other cases, the
discordance probably did not exert an adverse effect. There were cases where cancer might have been
prevented by more active colposcopy management, but where the outcome was still a very early microinvasive cancer that did not for example, require any additional or more radical surgery. These assessments
are shown below in Fig 4.
In 79/106 (75%) cases, the colposcopy management was considered to be in line with standard practice. In
45 of these cases, the Review cytology was discordant, and in 23/45 (51%) of cases it would probably have
led either to prevention of cancer or diagnosis at an earlier stage. In 27 additional cases, colposcopy was
considered sub-optimal such that an opportunity to prevent cancer or to diagnose it at an earlier stage was
lost. In 14/27 (55.1%) of these cases, discordant cytology compounded the failure. The outcome of
colposcopy was considered to have been adversely affected either by unsatisfactory management or by
discordant cytology in 50/106 (47.2%) scrutinised cases.
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Fig. 4

Deaths
The cohort of 1038 women included 98 who have died. In 16 cases, death was due to causes unrelated to
cancer. Most deaths followed screen detected cancer. This means that the screening smear did lead
directly to the diagnosis of cancer but unfortunately this was at a stage where cure could not be achieved.
In 12 cases however, the Expert Panel felt that discordant cytology represented a missed opportunity to
prevent cancer, or diagnose it at an earlier stage, which means a cure would have been more likely.

Individual reports for women and next of kin
A total of 1038 reports in the form of letters were prepared, which disclosed to women the results of their
slide review. In those cases where scrutiny of the colposcopy management of abnormal smears had been
undertaken, the results were contained in the same letter. There were 308 cases in which the reviewed
cytology report disagreed with the CervicalCheck report in at least one slide. In 128 of these cases, the
disagreement, or discordance, occurred in two or more slides.
In the majority of the discordant cases, the conclusions drawn in relation to prevention of the cancer or
diagnosis at an earlier stage were generally based on the quantum of delay (see protocol page 21)
engendered either by a negative smear result or by the need for a repeat smear after a low grade result. In
some cases where the interpretation of a particular slide was difficult, a footnote acknowledging this was
placed under the grid.
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Amongst the 1034 reports following a cancer diagnosis, a conclusion that delay due to discordant cytology
had a clinical impact was reached in 159 (15.4%) cases. This comprised 106 cases of ‘failure to prevent’
cancer and 53 cases of ‘failure to prevent or to diagnose at an earlier stage’. A detailed breakdown of the
clinical impact in terms of cancer stage correlated with failure to prevent or to diagnose at an earlier stage
is shown in Table 10 in the next section.
In drawing conclusions, the Expert Panel’s purpose was to provide women with a reasonable assessment in
terms of the potential clinical impact, had the abnormal findings of the Review been known at the time. As
described in the Methods, the letter was accompanied by Explanatory Notes and a Glossary of Technical
Terms (Appendix E). Additionally, any woman could request a clinical adviser to be present at the time of
disclosure, or at a later date if she so wished.

Impact of discordant cytology and colposcopy scrutiny
As stated above, amongst the 1034 women who developed cancer, 308 (29.8%) had discordant slide
readings. In 149/308 (48.4%) of these cases, the Expert Panel concluded that the discordant review result
did not exert an adverse effect. This could have been because a low grade result led directly to colposcopy
on the basis of atypical glandular cells or HPV triage of an ASCUS or LSIL smear, for example. It might also
have been because the sample was taken at or close to the clinical diagnosis of cancer. The overall
proportion of discordance amongst women, is higher than amongst individual slides, because it took only a
single disagreement amongst the 35% of women with multiple slides (Table 4, Page 25) to signify a
discordant case.
Amongst the 308 discordant cases, the Expert Panel determined that in 159 (51.6%), the failure by
CervicalCheck to detect the abnormalities found by the Review, represented missed opportunities to
prevent cancer or to diagnose it at an earlier stage. This comprised 106 (34.5%) cases of ‘failure to prevent’,
and 53 (18.2%) cases of ‘failure to prevent or diagnose at an earlier stage’.
Table 10 shows the impact of this in terms of the stage of cancer at diagnosis. This shows that 54/106 (51%)
cases considered to have been preventable were at stage 1A1, which would not have altered the woman’s
management as it does not usually require a hysterectomy. Stages 1A2/1B accounted for 21/106 (20%)
which is usually manageable by means of radical hysterectomy which allows preservation of ovarian
function. Stages 2 or worse accounted for 31/106 (29%) which requires treatment by means of chemoradiation.
When all 159 cases were taken into account, just over one third (54/159, 34%) were stage 1A1, just under
one third (46/159, 29%) were at stage 1A2/1B and just over one third (59/159, 37%) were at stage 2 or
worse. Thus by excluding the stage 1A1 cases, it appears that opportunities to avoid the need for radical
surgery or chemo-radiation would have been missed in up to 105 cases of discordant cytology.
In 27 cases where colposcopy was considered suboptimal, 14 cases were complicated by discordant
cytology, and in 13 cases colposcopy was solely at fault. Collectively these 27 cases comprised; stage 1A1 –
7 cases, stage 1A2/1B – 11 cases and stages 2/3/4 – 9 cases. The 13 cases uncomplicated by discordant
cytology comprised as follows; stage 1A1- 3 cases, stages 1A2/1B – 6 cases, stage 2/3/4 – 4 cases.
These 13 cases are additional to the 158 impacted by discordant cytology. They also provide a further 10
cases at greater than stage 1A1, making a total of 114 cases where opportunities to avoid the need for
radical surgery or chemo-radiation may have been missed.
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Table 10 – Correlation of determined impact of discordant cytology in stage
of cervical cancer at diagnosis
No Impact
(n=149)

Failure to
prevent
(n=106)

Failure to prevent or
diagnose at an earlier
(n=53)

Total

%

Stage of cancer
Stage 1A1

n/a

54

0

54

34.4%

Stages 1A2 & 1B

n/a

21

25

46

28.8%

Stage 2

n/a

9

10

19

12.1%

Stages 3/4

n/a

22

18

40

24.7%

Total

n/a

106

53

159

100%
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KEY FINDINGS
This Review of 1038 women’s screening histories has revealed several key findings.
1. The review of cytology not surprisingly, provided a high proportion of upgraded readings, where the
review classification was non-negative in slides initially reported as negative, and high grade in slides
initially reported low grade. The reason for this is that all of these smears preceded cervical cancer
which is known to have a long pre-invasive phase, often of many years. This means that underlying
cervical intraepithelial neoplasia, with exfoliated abnormal cells have been missed on the initial
reading. Therefore these antecedent smears have a high likelihood of containing high grade abnormal
cells, which if not detected, represent missed opportunities to prevent cancer, or diagnosed it at an
earlier stage.
2. High grade cytology when reported was a robust result which in almost all cases was concordant with
the Review’s findings.
3. There was as expected, a high proportion of very early screen detected cancers, meaning they would in
all probability not have been detected at the stage they were, without cervical screening. This in itself
probably saved many lives, by virtue of avoiding late diagnosis. It will also have avoided the need for
hysterectomy in many women under the age of 45 for whom continuing fertility was an important
consideration.
4. There was evidence in a small minority of cases that suboptimal colposcopy contributed to missed
opportunities to prevent cancer or diagnose it at an earlier stage. This is probably inevitable when
cases that ended in cancer are scrutinised.
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DISCUSSION
The Cytology Review
The purpose of the cytology review was to examine the screening histories of those women who had
developed cancer despite participation in the CervicalCheck programme since 2008. The objectives were
a) to identify those cases in which the original CervicalCheck report failed to detect abnormal cytology, and
to determine whether or not this represented a missed opportunity to prevent cancer or diagnose it at an
early stage.
b) to disclose these findings to each woman participating in the Review.
c) to analyse these data in an aggregated format in order to quantify the extent and impact of discordant
cytology.
It was not the purpose of the Review to evaluate the performance of the CervicalCheck Irish National
Screening Programme in detail. This would have required an entirely different approach in terms of scope
and methodology. Notwithstanding the narrower scope of our Review, it is important to emphasise at this
point, that the CervicalCheck programme has been successful. There had been a sustained rise in the
incidence of cervical cancer between the late 1990’s and 2010, of almost 4% per year, which amounted to
an increase in population incidence from 9.5 to 14 per 100,000. This rise has been reversed since the
introduction of the CervicalCheck programme in September 2008. Since 2010, the population incidence of
cervical cancer has fallen from 14 to 10 per 100,000, which represents an annual decrease of 6.9% between
2010-20154.
The overarching aim of cervical screening is to reduce deaths due to cervical cancer. The death rate from
cervical cancer had continued to fall slowly since the 1970’s due in part to improvements in treatment.
There has since been a steepening decline in mortality as the impact of screening is being realised4, with a
reduction in incidence combined with screen detected micro-invasive disease.

Methodology of the Slide Review
The slide review protocol was published online on the HSE website, prior to the commencement of the
Review. The method of cytology review employed in the RCOG Review was similar to that used in the NSS
Audit protocol, when reviewing slides following a cancer outcome in women screened in the CervicalCheck
programme. Whereas the NSS Audit was performed in the same laboratory that originally read the slide,
the RCOG Review employed Monklands Cervical Cytology Centre, a completely independent NHS
laboratory in Scotland to undertake the primary screening of these slides. Any slides classified as abnormal
were then read by another member of the independent panel of experienced consultant grade staff in
active practice. When the report of the first Consultant, who did not know the original result, differed from
the original report, a second consultant read was obtained. This is similar to the CervicalCheck protocol,
except that instead of relying on the second consultant’s report, if there was disagreement, then a
consensus final result was reached by a panel convened around a multi-header microscope.
As a means of determining whether abnormal cells have been missed, and assigning grades of abnormality,
this was considered successful, and met the objective of being able to disclose to women whether or not
their CervicalCheck smear reading had failed to detect abnormal cells. A criticism of slide review is that the
reviewers, aware of the outcome of cancer, induce systematic bias through greater vigilance and a
tendency to upgrade slide reporting. If this were the case, one would expect to see upgrading across all of
the result categories. Although there were many upgrades to high grade, there were few from negative to
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low grade (ASCUS/LSIL). The upgrades were thus more likely to be true, and valid with respect to disclosing
to women whether or not their smears had abnormalities not detected by CervicalCheck.
It is worth bearing in mind that aside from not knowing the previous CervicalCheck results, screeners were
reviewing a panel of slides in which over 20% were originally reported as negative, and 60% as high grade.
This required the screeners to have an open mind when they read the slides.
Slides could neither be blinded (concealed) nor indeed distributed amongst routine screening slides
especially on this scale. This is because of their different physical appearance, the presence of markings on
the slides, and the standardised reporting method of inputting results directly into the reporting software,
which obviously could not be replicated in the Review. While the key focus was the detection of abnormal
cells which had been missed, many aspects of screening practice were reproduced. Staff did not know the
original result, did not spend additional time over that routinely allocated to screening slides, and they
were advised to ignore marks on the slides. It is important to reiterate that the purpose of the Review was
to disclose its findings to women but not to determine medical negligence. The latter is based on a
judgement weighing arguments for and against a mishap being due to care which falls below an expected
standard.

Findings of the Cytological Review
The Review reported the cytology findings based on both the initial slides of each woman in the Review, as
well as the total number of slides in the Review, which included slides as part of colposcopy management.
The key findings were;
1. Of the originally reported negative slides, half were found to contain abnormalities of which the
large majority were high grade. As stated above, the fact that only 19/215 (10%) of all originally
reported negatives were reported by the Review as ASCUS suggests that there was not a strong
tendency to reclassify as non-negative.
2. Of the originally reported low grade slides, only 4/105 (3.8%) were classified by the Review as
negative, 38/105 (36.1%) as low grade and 62/105 (59%) as high grade.
3. The very high degree of concordance seen with the CervicalCheck high grade reports, suggests that
the high grade readings reported by the Review following CervicalCheck negative and low grade
readings, were indeed the result of finding high grade cells. CervicalCheck high grade results were
rarely re-classified by the Review as anything other than high grade.
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It is very pertinent to compare the results of the RCOG Review with a large set of reviewed slides in the
English Audit (2009-13). Although this is probably the exercise most closely related to the RCOG Review, as
it also involved population based slides (reviewed across the NHS), there are significant differences. The
English Audit was not conducted centrally, or at a point in time. It has a major epidemiological role in
assessing the protection afforded by screening and its analysis involves a control group of women who did
not develop cancer. It also involved over 8,000 cervical cancers. The key similarity is that it does report the
results of cytology review following the development of cancer, which as in Ireland is performed as part of
a national protocol. These results were generated from the slide reviews conducted in the same laboratory
that reported the original result, with some cases defined as requiring external review. Comparison of the
results requires a degree of caution because the panels of slides being compared are not precisely similar in
terms of when in the screening process they were taken. The English Audit was introduced many years
after the organised Cervical Screening Programme was started in 1988, whereas the Irish Audit has been in
existence since CervicalCheck began in 2008.
Table 20 in the report of the English Cervical Screening Audit2 provides the data. Whereas in the RCOG
Review, only 20% of the original reports were negative, in the English Audit 49% of the slides reviewed
were originally classified as negative. The reason for this difference in the proportion of negative slides may
lie in there being a larger proportion of prevalent abnormal cytology during the first few years of the
CervicalCheck Programme compared with the incidence of abnormal cytology in the English Programme
during the period of time relating to the last English Audit report.
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Amongst the original CervicalCheck negatives, 55.1% were confirmed negative by the RCOG Review, which
is almost identical to that seen (51%) in the English Audit. Around 20% were reported as low grade in the
English Audit compared with almost 15% in the RCOG Review. High grade on review accounted for almost
20% of the original negatives in the English Audit compared with 30% in the RCOG Review.
Amongst the originally reported low grade slides, the proportions reviewed as high grade dyskariosis in the
English Audit and RCOG Review, were 47% and 66% respectively. Amongst the originally reported high
grades there was 99% concordance with only 1% reviewed as negative or low grade, by both the English
Audit and the RCOG Review.

It is therefore apparent that the overall pattern of discordant results seen in the English Audit and the
RCOG Review is not dissimilar, although the proportion of slides reclassified as high grade was higher in the
CervicalCheck/RCOG Review compared with that in the English Audit. Notwithstanding the lower
proportion of originally reported negatives in the CervicalCheck cohort, the pattern of Review readings
found on reviewing CervicalCheck slides resembles that observed in the internationally respected English
programme, which is respected internationally. These comparisons are summarized in Fig 5.

rcog.org.uk

Page 40 of 64

Review of Colposcopy
In well organised national cervical screening programmes, colposcopy is subject to clinical practice
guidelines, which are put in place to try to ensure uniform standards. Because of the importance of the
correct management of abnormal cytology, scrutiny of colposcopy can justifiably be seen as a key element
in examining screening histories. The Expert Panel scrutinised cases where any delays in the course of
colposcopy management resulted in the interval between initial colposcopy and diagnosis of cancer
exceeding six months. It is to be expected in a cohort in which cancer is the outcome, that suboptimal
clinical practice in the management of pre-invasive disease would be identified in some cases. It is
important to put this into perspective. Out of 1034 cancers, there were 27 (2.8%) scrutinised cases where
colposcopy could be criticised. This represents 1-2% of the more than 2000 cases of high grade cervical
intraepithelial neoplasia (CIN2 and 3) that are diagnosed and treated annually in the CervicalCheck
Programme4, which as stated previously has been responsible for a significant reduction in cervical cancer
incidence.
Because of the duration of pre-invasive changes prior to the development of invasive cancer, short delays
in treating CIN3 do not usually cause harm because it remains unchanged. Undue delays over lengthy
periods may however allow cancer to develop and progress.
The Review did find some common themes where management could and should have been better, failing
to comply with existing CervicalCheck Clinical Practice Guidlines7. For example, we found cases where the
significance of ASC-H as a high grade result appears to have been under-appreciated and the same applies
to atypical glandular cells (AGC) where the Review found mainly high grade abnormal cells. Many of these
cases warranted a large loop excision without delay. In this regard there were cases where mismatches
between cytology grade and the colposcopy impression and biopsy results did not appear to have been
reviewed by the multidisciplinary team meeting. There were instances when women aged 40 and over in
whom the transformation zone could not be adequately visualised, should have been offered a large loop
excision some time before they were. There were other cases where repeat large loop excisions with
features of incomplete excision and continuing abnormal cytology, might have prompted a hysterectomy in
order to ensure removal of disease within the cervical canal.

Impact of Discordant Cytology and Suboptimal Colposcopy
The Expert Panel found 159 cases of discordant cytology and 13 cases of sub-optimal colposcopy where
women’s outcomes were impacted by either failure to prevent cancer or failure to diagnose at an earlier
stage. Staging in these cases has been used as a surrogate to establish the need for either radical surgery
(for stage 1A2 or 1B) or chemo-radiation (for stages 2, 3 and 4). In the cases of stage 1A1 a failure to
prevent would not usually have resulted in an alteration to local excision which would still have been
required if the cancer had been prevented. It is of course possible that in some cases of stages 3 and 4,
earlier diagnosis (stages 1B and 2) would still have necessitated radical treatment, but it is impossible to be
precise about this.
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CONCLUSIONS


Cervical screening saves lives, including many of those women who consented to take part in this
Review.

This Review is unique. It combines an independent, central, retrospective review of the antecedent
cytology in over 1034 cases of cervical cancer, together with scrutiny of colposcopy management in 106 of
these cases, all of which occurred amongst participants during the first 10 years of a well organised national
cervical screening programme. An exercise of this magnitude is complex, requiring agreement by women,
and considerable resources, it does however allow reliable conclusions to be drawn, and can provide a
basis for giving confidence to users, providers and commissioners of the CervicalCheck Cervical Screening
Programme. Because cancer that follows cervical screening may be viewed by some, as a screening failure,
understanding whether opportunities were missed to prevent cancer or to diagnose at an earlier stage, can
provide an important insight as to whether improvements need to be made. To regard cancer as a
screening failure is however over simplistic, because many of these cancers are actually screen detected.
Saving lives is the aim of cervical screening, and it is not an overstatement to say that for many women who
have participated in this Review, screening undoubtedly saved their lives.


Cervical screening cannot prevent all cases and will fail to prevent 30-35% cancers, even in well
run programmes.

Cervical screening is widely acknowledged to have limited sensitivity, i.e. will not prevent all cases. It is
more effective at preventing cancer in women over the age of 30 than under the age of 30. Overall, it is
widely accepted that cervical screening will fail to prevent 30-35% of cancers even in well run programmes.
We found that in 308/1034 (29.8%) cancer cases, the Review led to disagreement or discordance, in the
reporting of at least one smear per woman. This disagreement was usually in the form of the Review
finding high grade abnormal cells, which occurred when the original report was classified as either negative
or low grade abnormal. This is to be expected because cancer of the cervix is preceded by precancerous
changes, which means that underlying abnormal cells might have been missed. The planned introduction
of HPV testing is expected to reduce the number of cases not currently prevented, although cytology will
still be required to determine which women who test HPV positive will need to be referred for colposcopy.


The pattern of discordance in this Review resembled that in a similar but larger slide review in
England.

The pattern of disagreement or discordance, was similar in many ways to the pattern seen on routine
review of smears prior to the diagnosis of over 8,000 cervical cancers in England. This suggests that the
findings following this large review of CervicalCheck cytology are, on a population level, in line with that
seen in the English Cervical Screening Programme, and should not of itself be viewed as a cause for concern
with respect to the population overall.


Screening failures do have serious consequences for affected women

It is important to recognise the serious impact that screening failures have on the lives of women and their
families. These are unfortunately inevitable given the limitations of cytology-based cervical screening. This
however should not be taken to suggest that the programme overall is not working.
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Scrutiny of colposcopy revealed that there were cases where better management could have
yielded better outcomes.

The scrutiny of colposcopy did reveal that there were cases where better management could have yielded
better outcomes. We found evidence that CervicalCheck clinical practice guidelines have not always been
adhered to, and while this will usually not result in cancer, when we examine cancer cases following
colposcopy, it is expected that suboptimal management will be identified. This is far from concluding that
colposcopic practice in the CervicalCheck programme is substandard, but it does serve as a reminder that
guidelines are in place to minimise poor outcomes.


The CervicalCheck Programme is working effectively.

There is no doubt that the CervicalCheck programme is working effectively. There is no evidence that the
population risk of cancer, having been screened in the CervicalCheck programme, is significantly higher
than that in other national programmes. Although some EU countries do have lower cancer incidence and
death rates, the full impact of 10 years of CervicalCheck has yet to be realised. Women can have confidence
in the CervicalCheck programme. Regular participation is the most effective means of protection against
cervical cancer. The full potential of cervical screening to reduce incidence and mortality requires maximum
population coverage.
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RECOMMENDATIONS
The recommendations that the Expert Panel can make, are limited by the scope of the Review which was
essentially restricted to screening histories amongst those women who consented to participate. Our task
did not include a broader review of the performance of the CervicalCheck cervical screening programme.
The insight that the Panel gained in conducting its review has led to the following recommendations.

Recommendation 1
The policy of reviewing cytology slides in the knowledge that women have subsequently developed cancer
should be viewed as a reliable and effective method of audit. This Review did not find evidence of bias and
provides reassurance about using this methodology in the future.

Recommendation 2
Large scale reviews in the future should require slides to be transported in a way that allows them to be
tracked, with adequate packaging protocols, and with back-up imaging, thus not placing irreplaceable
diagnostic material at risk. This can be recommended for future use.

Recommendation 3
Efforts should continue to inform women of the limitations of cervical screening, while at the same time
reinforcing the message that the Irish National Screening Programme is in line with internationally
respectable programmes and is reducing cervical cancer incidence and deaths. HPV primary screening and
HPV vaccination will ensure cervical cancer becomes a rare disease in Ireland.

Recommendation 4
A policy of prior cytology slide review following every diagnosis of cancer is an important audit exercise and
should be an integral part of the programme. This should be conducted within a culture of candour with full
disclosure of audit findings.

Recommendation 5
Given the colposcopy findings, it is recommended that colposcopic management is included in the audit
protocol. Women should be offered the findings of this audit by the colposcopy consultant with adequate
time provided. This should be accorded the status of a ‘breaking bad news’ interview.

Recommendation 6
These audits should be published in an aggregate form periodically e.g. every five years in order to provide
up to date information. Although it is expected that the conversion to primary HPV testing and the
protection afforded by vaccination will reduce the number of such cases, it will remain important to
understand whether or not opportunities to prevent cancer were missed.
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Recommendation 7
There should be an emphasis on adhering to the CervicalCheck colposcopy practice guidelines that are in
place. There needs to be greater awareness of mismatches between cytology, colposcopy appearance and
biopsy results, with tighter adherence to multidisciplinary meetings for such cases. There needs to be
greater awareness of the positive predictive value of the different smear grades, with for example, the
appropriate weight of a high grade result being used to determine management. We found a number of
cases where the colposcopy management was insufficiently pro-active.

Recommendation 8
There should be tighter scheduling in colposcopy management. We identified cases where there were
delays in initial referral, between visits, and in scheduling treatment. It is recognised that some delays are
due to non-attendance, but cumulative delays appeared in some cases to lead to a missed opportunity to
prevent cancer.

Recommendation 9
We recommend the creation of a dedicated database of cancer screening histories in cases where cancer
occurs. This could include HPV and cytology data as well as colposcopy and histology and dates of precancer and cancer diagnosis.

Recommendation 10
The collective experience that will have been gained through the process of disclosure to women of the
findings of the RCOG Expert Panel, should be reviewed subsequently, and used to develop best practice
guidance for disclosure protocol going forward.
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APPENDIX B – Patient Information Sheet
(RCOG)

Patient Information Sheet
Expert Panel Review of Cervical Screening
As you will probably know from the media, there is currently concern over the CervicalCheck
cervical screening programme. We, the Royal College of Obstetricians and Gynaecologists
(RCOG)(www.rcog.org.uk), have been commissioned by the Irish Government to conduct an
independent review of the screening history of all women who have developed cervical cancer
since the national cervical screening programme was established in 2008. A previous review of this
type conducted in Ireland (the CervicalCheck clinical audit) found over 200 cases where abnormal
cells in cervical cytology samples (‘smears’) had originally been reported as normal.
This new review will be conducted by the RCOG independently of the Irish programme. Every
woman who has been diagnosed with cervical cancer since September 2008 whose cancer was
registered with the National Cancer Registry of Ireland before 5 May 2018, and who has had one or
more tests under the CervicalCheck programme, is being offered a review of her case.
If you wish to have your cervical screening case reviewed, you will need to provide consent to allow
the expert panel to have access to your samples and your clinical records. Your previous samples
will then be identified, sent to a UK laboratory to be re-checked and then returned to the original
laboratory.
If you ask for your case to be reviewed, there will be a number of possible outcomes and answers:
What if the review agrees with an
There would be no further action. Unfortunately, samples
original result that was negative?
do not always detect underlying abnormal cells, and so
the screening process may fail to prevent a cancer
What if the review shows abnormal
cells, and your original sample had
also been reported as abnormal?
What if the review shows abnormal
cells, and the original result was
negative?

What if the review shows abnormal
cells, and the original result was
negative?
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Your clinical records would be reviewed to check whether
the original abnormality had been correctly managed.
This could suggest that an abnormality was not detected
when it should have been, depending on the extent of the
disagreement. The importance of this is that you were not
referred for further investigation and treatment which
could have prevented the cancer or led to earlier
treatment.
This could suggest that an abnormality was not detected
when it should have been, depending on the extent of the
disagreement. The importance of this is that you were not
referred for further investigation and treatment which
could have prevented the cancer or led to earlier
treatment.
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What if you had a smear which was
correctly reported as negative, but
you did not attend a later invitation
for a smear test?
What if the review finds that there
is diagnostic uncertainty regarding
the appearance of the cells?

If there is more than three to five years since a previous
smear its protective effect can be lost.
This means it is simply not possible to come to a reliable
conclusion about whether an abnormality could have
been detected.

Following completion of the entire review, the panel will prepare individual reports for each
woman in the review. They will also prepare a report which takes account of all of the results in
order to determine in what proportion of cases the review agreed with the CervicalCheck result,
and in what percentage there was a disagreement which may have been responsible for failing to
prevent cancer.
If you agree to participate in the review, you will be asked if you wish to receive your personal
report. If there has been a missed abnormality or another type of error which could have been
responsible for failing to prevent cancer, the findings of your report will be explained to you in
person by the clinician responsible for the management of your care. This will give you an
opportunity to have a detailed discussion and ask anything you wish to.
For the avoidance of doubt, this is of course a review for which there is no charge to the patient.
The cost is being met by the Irish Health Service. The RCOG has been asked to undertake the
review simply in order to provide the assurance of our independence.
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APPENDIX C - Frequently Asked Questions
(Health Service Executive)
Expert Panel Review of Cervical Screening
What is this review about?
As part of the ongoing investigation into the National Cervical Screening Programme, an expert panel has
been set up to examine the screening history of women who took part in the screening programme before
they were diagnosed with invasive or micro-invasive cancer.

What is this review about?
The review will examine the screening histories of women who developed invasive or micro-invasive
cervical cancer and who were screened by the National Cervical Screening Programme before their
diagnosis. Any woman whose cancer was notified to the National Cervical Screening Programme or was
registered with the National Cancer Registry of Ireland (NCRI) at the beginning of May 2018 will be included
in the review, if they wish.
This will not include all cases of cancer. There is a gap in time between when a case of cancer is diagnosed
and when it is registered on the national cancer register. This time is needed to gather and validate all the
necessary information before a case can be registered.
The review will only examine the smears or screening history of women who were subsequently diagnosed
with invasive or micro-invasive cervical cancer.

What is this review about?
For each woman, this review will aim to:
- give an independent examination of her screening history and results
- identify if there was a failure by the National Cervical Screening Programme to detect underlying
abnormal cells that could lead to cancer or to intervene at an earlier stage in the development of
her cancer
- provide an individual report for each woman whose case is reviewed (if she wants one).
- For the National Cervical Screening Programme and those who take part in it, this review will aim
to:
- assess the performance of the programme
- produce a report on the programme containing recommendations where appropriate. This report
will not identify individual women.

What is this review about?

The review is being carried out by an independent panel of experts from the Royal College of Obstetricians
and Gynaecologists in the UK and the British Society for Colposcopy and Cervical Pathology.

How long will the review take?
The Expert Panel has indicated that it will take at least six months, from when the analysis of the slides
begins, to complete the review and the individual reports for each woman whose case is reviewed. The
physical transfer of slides has commenced and the receiving laboratory in the UK started to receive slides
on behalf of the RCOG in February 2019.
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What will the review cover?
The review will examine any screening samples (smears) taken by the National Cervical Screening
Programme before a woman was diagnosed with invasive or microinvasive cervical cancer. The findings will
then be compared with the original smear result(s) as reported by the screening programme.
If a woman had a colposcopy (an examination of the cervix using a type of microscope called a colposcope)
after a smear test, and if this happened more than six months before her cancer diagnosis, the results of
the colposcopy will also be examined.
If the review finds an abnormality in a screening sample that was not originally detected or if the review
has questions about the colposcopy, the panel may need to look at more information in the woman’s
clinical records. This may include information about her treatment and outcome.

Where will smears be examined and how long will they be needed?
The smears will be examined in laboratories in the UK that are used by the cervical screening programme
there.
The smears will be returned to the original laboratory they came from as soon as possible but may be
required for up to 4 months.
Who will have access to my screening samples and to my clinical records?
Only those directly involved in carrying out the review in the UK will have access to the woman’s screening
samples and clinical records
Any personal information which is given for the review will only be used for the review
Those involved in carrying out the review will be required to keep women’s information strictly confidential
Appropriate measures will be taken to safeguard women’s personal information
Once they have been checked by the expert panel, screening samples will be returned to the laboratory
which had originally examined them.

What are the benefits to me of taking part in this review?
The individual report which you will get (if you want it) will try to identify if there was a failure by the
National Cervical Screening Programme to detect underlying abnormal cells that could lead to cancer or to
intervene at an earlier stage in the development of the cancer.
By taking part in the review, you will also help the expert panel to assess the quality of the National Cervical
Screening Programme and to make recommendations for improvements. This assessment and
recommendations will form the overall report. This overall report will not identify you or anyone else.
However, the assessment and any recommendations made will benefit all women now and in the future.

What are the limitations of taking part in this review?
Where errors are identified by this review, it may not be possible to say conclusively that they resulted in a
poorer outcome for the individual woman.
Where an error is identified by this review and communicated to you, it may cause concern, stress and
anxiety for you and your family. Therefore, some people may not want to be told of the outcome of the
review of their own case. It is still possible for you to take part in this review even if you don’t want to be
told the outcome in your case. The details on how to do this are explained in the information about
consent.
The individual report produced for each woman will not determine whether the failure to detect underlying
abnormal cells when her screening sample (smear) was being examined was negligent in a legal sense.
Taking part in the review will not, however, prevent any woman from pursuing legal redress in relation to
any such failure.
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If you decide during the course of this review that you wish to withdraw from the process your smear(s)
will be returned within one month to the laboratory which originally examined them. If the expert panel
has not completed a review of your smear(s) prior to their return, you will unfortunately be excluded from
the review.
Health Service Executive, Ireland
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APPENDIX D – Information Sheet for
Women (CervicalCheck)
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APPENDIX E – Explanatory Notes and
Glossary of Technical Terms (RCOG)

Explanatory Notes for the RCOG Expert Panel Review of CervicalCheck Screening
Cervical cancer screening is a public health approach designed to reduce deaths by means of either
preventing the disease or by detecting it in the very early stages. Many countries have national
programmes to allow all women to be screened.
This has been based on screening women usually every three years and investigating those with an
abnormal result. While cervical screening has proven very effective, it does not prevent cancer in every
woman who has been screened. This may not be due to errors in reading the smear, but because the
sample obtained simply does not contain abnormal cells.
Unlike breast screening for example, cervical screening is trying to detect and treat precancerous change
years before the actual cancer would occur without screening. Cervical smears as the first screening test is
going to be replaced in Ireland and internationally by HPV testing which will be more sensitive.
Furthermore, HPV vaccination of early adolescents will greatly reduce the risk of women developing
abnormal cells in the cervix.
One of the differences between cervical smears and other medical tests, is that the reading result can vary
between different laboratory technicians and consultants. This variation in reading results occurs in a
smaller proportion when the smear is thought either to be negative or to have high grade abnormal cells,
and more common when the cells show low grade change.
We know that international audits of cervical cancer screening have demonstrated that in a large
proportion of cases that end with cancer, abnormal cells have been missed. It is important to recognise
however, that amongst the entire screened population this represents a very small proportion. For every
cancer that occurs amongst screened women more than twice that number have been prevented. It
remains the case that the majority of cervical cancers occur in women who have not been regularly
screened.
Cervical Cancer Slide Review
In both Ireland and the UK it is best practice and indeed national guidance, to review cervical smears that
preceded the diagnosis of cancer. This is generally regarded as an effective means of continuing to improve
standards. The smears are normally reviewed (audited) in the knowledge that cancer had occurred
subsequently.
Public Health England (2016) provide the following statement in relation to the Duty of Candour and
Disclosing Audit results:
• No matter how closely the Review Panel tries to reproduce the original screening conditions, the
conditions of the review are different – the fact a review includes records of a patient known to
have a serious condition such as cancer, will heighten vigilance and increase reports of abnormality
• Finding discrepancies on review does not imply that the same findings should have been made
under routine conditions
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Dates of slides and cancer diagnosis in your letter
The sources of dates used by the Expert Panel regarding the taking of smears and the date of cancer
diagnosis, were the reporting laboratories and the National Cancer Registry respectively. In cases where
colposcopy management was scrutinised, the date of colposcopy visits and procedures such as large loop
excision, as well as the diagnosis of cancer, was taken directly from the clinical records. It is possible that
there may be minor discrepancies between what you may have recorded and the dates in your individual
result letter. These could be due for example, to differences between the date that a smear was taken and
the date when the smear was reported. Some entries in the National Cancer Registry related to the
diagnosis of pre-cancer and had not been updated when cancer was diagnosed.
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TECHNICAL TERMS
Cytology

Smear
Negative smear
Abnormal smear

NCGN
Inadequate smear
Screening smear

Agreement/Disagreement

Colposcopy

Biopsy

Large loop excision
Margin of excision
Squamous carcinoma
Adenocarcinoma
Adenosquamous carcinoma
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This technique has been the basis of cervical screening. The
cells from the cervix are sampled with a brush and then
dispersed in a preservative fluid and spread and fixed onto a
glass slide. The glass slide which has between five and fifty
thousand cells spread across its surface, is then examined using
a microscope magnifying the cells 200 times to detect whether
abnormal cells are present.
This is the commonly used term for the sample of cells on the
glass slide.
This is a smear which contains only normal looking cells.
This is a smear which contains abnormal cells. These may be
high grade abnormal cells or low grade abnormal cells. High
grade abnormal cells are associated with underlying
precancerous change in the majority of cases. Low grade
abnormal cells are associated with precancerous changes in a
much smaller proportion of cases. The different grades of
abnormal smears within the categories of low and high grade
are given a ‘P’ number which appears in the grid in the letter.
This means Non-Cervical Glandular Neoplasia and indicates
abnormal cells thought to originate in the lining of the womb
rather than the cervix.
This is a smear which is considered to have too few cells
(usually less than 5000) to achieve a reliable reading of a slide.
This is the term used to point to the actual smear that set in
train the eventual diagnosis of cancer. Some of the smears
women undergo are part of the process following referral for
colposcopy.
When the RCOG Review is in the same category as the original
CervicalCheck report, either negative or low grade abnormal or
high grade abnormal, there is agreement. When the category is
different, this is disagreement.
This is a technique for examining the cervix under
magnification and is used in women whose smear is abnormal.
It allows identification of abnormal areas, and a targeted
biopsy to be taken in order to diagnose precancerous change.
This is a small fragment or specimen of tissue that is fixed and
ultra-thin slices made. These can then be stained and
examined under the microscope. This is how cancerous and
precancerous changes are diagnosed. It is the examination of a
biopsy that determines the diagnosis of cancer and pre-cancer.
This is the standard technique of treating precancerous
changes by cutting then out from the cervix within a piece of
tissue much larger than the usual biopsy.
This is the term for the edge or limit of the large loop excision
and the pathologist will decide whether or not abnormal cells
reach the edge of the specimen of tissue.
This is the term for the most common type of cervical cancer,
accounting for around 75% of cases.
This is another type of cervical cancer which accounts for
around 15% of cases.
Is a third type which has a mixture of the features of the other
two types, and accounts for fewer than 10% of cases.
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Stages of cervical cancer

P number

This is a system of describing the extent of the cancer.
Stage 1A1 and 1A2 – These represent very early cancer which
is confined to a depth of no more than 3-5mm in the cervix.
Stage 1B – Cancer that is confined to the cervix with a small
risk of spread to lymph nodes.
Stage 2 – Cancer that has extended just beyond the cervix.
Stage 3 – Cancer that has extended as far as the side of the
pelvis.
Stage 4 – Cancer that has extended beyond the pelvis or has
involved the bladder or the bowel.
This is a code used to denote the different grades of cell
patterns in smears.

OTHER TERMS
Expert Panel

Royal College of Obstetricians
and Gynaecologists (RCOG)
Consensus
Opportunity to prevent cancer
was missed

Chemo-radiation
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This is the term used for the independent group of experienced
clinical consultants who come from different disciplines and
who designed the Review and carried it out. They include
doctors who have expertise in cervical screening, colposcopy
and cervical cancer.
The Panel also included lay members. The Expert Panel
designed the Review, analysed the results of the Review, wrote
the Report and wrote the letters.
This is the professional body headquartered in London
responsible for training doctors in Obstetrics and Gynaecology,
setting standards of care, and advocating on behalf of women
and doctors to improve the health and wellbeing of women.
When agreement is not reached between two consultants who
have read a smear independently, then consensus is reached
by discussion at the microscope, and a final result agreed.
This term is used when the Review has found abnormal cells
not reported by CervicalCheck, and which would if found, have
set in train referral for colposcopy and the detection and
treatment of pre-cancer. This was the opportunity to prevent
cancer that was missed because abnormal cells were not
identified in the CervicalCheck reading.
This is a term to describe treatment for cervical cancer too
advanced to be treated by surgery. It is a combination of
chemotherapy and radiation.
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Why does the Expert Panel say that our review of your case is not to be regarded as a judgement on
medical negligence?
Errors do occur throughout medical practice, and these are sometimes of little consequence and
sometimes have serious consequences. As stated in the section about cervical screening, those reading
cervical smears may come to differing conclusions regarding the appearance of cells. This of itself is not an
error. Screening usually involves a slide with thousands of cells, being read fairly quickly and rapidly
checked. Sometimes subtle changes are not picked up, and sometimes obviously abnormal cells have been
missed with potentially serious consequences. In the latter case, the question arises as to whether or not
the missed cells amounted to negligence. This generally means falling below the standard normally
expected of qualified and experienced staff. This is not something that is determined simply by the review
of a case. Medical negligence is usually determined by a judge who weighs the arguments for and against a
mishap being due to substandard care. Did the error lead to the bad outcome, for example, cervical
cancer? Also, was the error due to an action or decision that fell below that which could reasonably be
expected of that individual?
In our Review, we have reviewed your slides and in certain cases reviewed colposcopy management, and
we have reported our findings. We have also come to clinical conclusions as to whether our review
indicated that our findings relating to your screening, might have led to a significantly different outcome.
This in turn refers to either failing to prevent cancer or failing to diagnose at an earlier stage which might
have required less radical treatment.
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APPENDIX F - List of Rare Malignant
Pathologies
(see Table 2, p23)
• Adenoid basal carcinoma
• Adenosquamous carcinoma,
• Angioendotheliomatosis
• Bronchial adenoma carcinoid
• Burkitt tumour
• Carcinoma clear cell
• Carcinoma endometrioid
• Carcinoma intestinal type
• Carcinoma neuroendocrine
• Carcinoma
• Carcinoma round cell
• Carcinoma signet ring cell
• Extramedullary plasmacytoma
• Glandular intraepithelial neoplasia, grade III
• In situ adenocarcinoma
• Large cell neuroendocrine carcinoma
• Lymphoepithelioma
• Mesonephroma
• Papillary adenocarcinoma
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