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Foreword 
 

Dear Minister, 

 

This major crisis emerged into the public domain because of a failed attempt to disclose the 

results of a retrospective audit to a large group of women who had, unfortunately, developed 

cervical cancer. In particular, it emerged because of the extraordinary determination of Vicky 

Phelan not be silenced. But there are many indications that this was a system that was 

doomed to fail at some point. Screening services are sometimes finely balanced in terms of 

benefit and harm and can act as an early warning sign of wider systemic problems. 

 

Unlike many similar problems in healthcare delivery, and screening in particular, it was 

impossible to narrow the focus to a few or even a small number of areas. The problems 

uncovered are redolent of a whole-system failure. The recognition of the problem as a 

whole-system failure meant that the Scoping Inquiry had to delve into the full range of issues 

that have impinged upon the cervical screening programme and this increased the 

complexity of my task. But it has also placed me in a good position to identify the changes 

which are needed to renew and strengthen the screening service. 

 

The current policy and practice in relation to open disclosure is deeply contradictory and 

unsatisfactory. In essence, there is no compelling requirement on clinicians to disclose. It is 

left up to their personal and professional judgement. I know, very well, from very many of the 

women themselves and the families, that the issue of non-disclosure is felt very intensely. 

They have expressed very clearly their anger at not being told at the time when the 

information from the audit became available, and they are equally as angry about how they 

were eventually told. In my view, the manner in which they were eventually told of their 

situation in many cases varied from unsatisfactory and inappropriate, to damaging, hurtful 

and offensive. 

 

It is apparent that there are serious gaps in the governance structures of the screening 

services. In the specific case of CervicalCheck, there was a demonstrable deficit of clear 

governance and reporting lines between it, the National Screening Service and the higher 

management structures of the HSE. This confusion complicated the reporting of issues and 

multiplied the risks. It is clear that there are also serious gaps in the range of expertise of 

professional and managerial staff directly engaged in the operation of CervicalCheck. There 

are, in addition, substantial weaknesses, indeed absences, of proper professional advisory 

structures. These deficiencies played no little role in the serious issues that concern this 

Scoping Inquiry. 

 

I am satisfied with the quality management processes in the current laboratory sites i.e. 

CWIUH, Quest, and the Sonic Healthcare Laboratories, namely MLP and TDL. I am also 

satisfied that the quality management processes were adequate in the former provider, CPL 

in Austin, Texas, part of Sonic Healthcare.  
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In August 2018, as a result of probing by the Scoping Inquiry, information was provided 

which indicated that slides from Ireland had been distributed by CPL to other laboratories to 

carry out at least part of the screening process. As detailed in the report, the Scoping Inquiry 

is now aware that slides were dealt with by laboratories in San Antonio and Victoria (both 

Texas), Honolulu (Hawaii), and Orlando (Florida). This information has only come to my 

attention in recent weeks. It clearly needs further and detailed examination, along with some 

closely associated issues of procurement and accreditation. I am happy to provide you with 

a supplementary report on these matters in due course.  

 

But I want to be clear that CPL is not a current provider, and has not been since 2013, nor 

are any of the other laboratories to which they distributed slides. All of the laboratories 

visited by the Scoping Inquiry team are meeting the regulatory requirements current in their 

own country. There is abundant research evidence that screening sensitivity varies in 

different countries. As far as can be ascertained, all the laboratories have performance 

which is acceptable in their country. 

 

There are many dedicated and experienced staff working in the screening services, 

including in CervicalCheck. Their skills and expertise should not be lost. With significant 

system change, effective leadership, improved clinical and public health medicine 

engagement, plus new and powerful patient advocacy, there is no reason why 

CervicalCheck should not deliver an outstanding service for the women of Ireland. 

 

The continuation of cervical screening in the coming months is of crucial importance. My 

Scoping Inquiry team has found no reason why the existing contracts for laboratory services 

should not continue until the new HPV regime is introduced. This new approach of HPV 

testing will significantly improve the accuracy of the screening process, increasing the 

chances of more cancers being prevented due to the detection of early changes. 

 

The challenging but exciting prospect of turning cervical cancer into a rare disease in Ireland 

will require a strengthened focus and skilled leadership. The CervicalCheck programme 

must take full advantage of the new testing process by working more effectively to reach out 

to the 20% of Irish women who do not yet take advantage of cervical screening. This, plus 

the welcome extension of the ever developing HPV vaccine to boys, creates a realistic 

prospect of the virtual elimination of cervical cancer in Ireland in the coming decades. This is 

a goal that I commend to you. 

 

Public health programmes, like screening, vaccination, tobacco control or infectious disease 

surveillance, require a skilled and valued public health workforce. There was, unfortunately, 

limited public health medicine input into CervicalCheck and I firmly believe that was to its 

detriment. The time has surely come where public health physicians are accorded the same 

recognition as clinical colleagues and their skills deployed at the core of all public health 

programmes. I hope that movement on this matter can take place in the near future. 

 

I am conscious that there are several important pieces of work taking place or in immediate 

prospect: The important task of Justice Meenan in making recommendations in relation to 

redress, the Royal College of Obstetrics and Gynaecology-led review of the screening 

slides, the commitment of the Acting Director General of the HSE to conduct an internal 
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investigation following the publication of this report, and the limited amount of additional 

investigation that you have asked me to carry out into the use of additional laboratories. 

 

Having considered the matter carefully, and reviewing the degree to which the Scoping 

Inquiry has managed to explore and clarify the key elements of the issues surrounding 

CervicalCheck, I have reached the view that a Commission of Investigation would not be the 

best way to proceed. In my personal view, there are two tasks that should now be given 

priority.  

 

One is ensuring that the group of women affected, and the relatives of the deceased, are 

given the maximum amount of support in dealing with the difficulties that they now face 

arising from these complex and distressing events.  

 

The second key task is in implementing the recommendations of this Scoping Inquiry. I am 

impressed by how your Department is carrying forward the recommendations of my first 

report and has included representatives of the women and relatives at the centre of its 

activities. There is a danger that a prolonged investigation, whilst it might further elucidate 

the matters that I have considered and correct any inexactitudes in this report, would 

consume valuable energy and resources that would be better devoted to the implementation 

of recommendations and achieving progress. 

 

I would invite you to consider instead the commissioning of a review of progress, involving 

two specific elements: 

¶ Within three months of the publication of the Scoping Inquiry report, there should be an 

independent review of implementation plans to be produced by each State body 

named in this report, in respect of the recommendations contained herein. The findings 

of this independent review of implementation plans should be submitted to the Minister 

and published. 

¶ Thereafter, there should be a further review of progress reported to the Minister at six-

monthly intervals and published. 

 

I would suggest that the women and relatives affected should play a prominent part in the 

oversight of these reviews.  

 

I would like to close by thanking all those who met with the Scoping Inquiry or supplied 

information, personal accounts, or advice. 

 

Finally, I would like to thank all the members of the Scoping Inquiry team. They have 

achieved a remarkable task under difficult circumstances and with dedication and genuine 

concern for the difficult issues facing cervical screening in Ireland. 

 

Yours sincerely, 

 

Gabriel Scally 
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Important Notice 
 

When reading this report, it is important to bear the following in mind: 

1. This is a Scoping Inquiry and not a Commission of Investigation. 

2. Information on which any conclusions or views are based is confined of 

necessity to the information that was furnished to the Scoping Inquiry. It has not 

been possible to offer each person or body who is named or referred to in the 

report an opportunity to comment on the report, or to canvass and represent 

views of all parties on every issue therein or on opinions expressed by other 

parties who met with the Scoping Inquiry. 

3. All views expressed within the report are subject to the caveat that persons or 

bodies affected have not been given the opportunity to cross-examine or test 

the sources of information made available to the Scoping Inquiry, and the 

information, and hence the conclusions and views expressed as a result of the 

information, must therefore be treated with a certain degree of caution. 
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Glossary 
 

Organisations 

 

CervicalCheck The national cervical cancer screening programme 

CWIUH Coombe Women & Infants University Hospital 

HIQA Health Information and Quality Authority 

HSE Health Service Executive 

ISCCP Irish Society for Colposcopy and Cervical Pathology 

NCCP National Cancer Control Programme 

NCRI National Cancer Registry Ireland 

NCSS1 National Cancer Screening Service 

NCSSB1 National Cancer Screening Services Board 

NOCA National Office of Clinical Audit 

NSS1 National Screening Service 

RCOG Royal College of Obstetricians and Gynaecologists 

SCA State Claims Agency 

 

 

Medical Terms 

 

Asymptomatic Where a disease is present but the patient has no symptoms 

CIN Cervical intra-epithelial neoplasia 

Colposcopy A detailed examination of the cervix using a colposcope 

Cytology The microscopic examination of cells 

Cytopathology The diagnostic technique that examines cells to determine the 
cause or nature of the disease 

False negative Samples where the test is originally reported as negative but on 
review abnormal cells are found 

False positive Samples where the test is reported as abnormal but the disease is 
not present 

Histology The study of the microscopic structure of tissues 

HPV Human papillomavirus, which can cause cervical and other cancers 

Interval cancer A cancer that is diagnosed clinically in the interval between 
screening tests 

TBS The Bethesda System: a system of classification of cervical 

cytology abnormalities 

                                                
1
  The organisation now known as the National Screening Service (NSS) has previously been called the National 

Cancer Screening Services Board (NCSSB) and the National Cancer Screening Service (NCSS) at different times 

since its establishment, as set out in more detail in Section 5. Throughout this document, references may variously 

be made to the different names of this entity depending on the period of time being referred to within the text in 

question. 
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TIS ThinPrep Imaging System ï a computer assisted microscopy 
system for identifying abnormal cells on cervical cytology slides 

True negative Samples which genuinely have no abnormal cells on them, despite 
the presence of disease 

True positive Samples where genuine disease is detected 

 

 

Other Terminology 

 

Framework contract A procurement process whereby a number of suppliers compete for 
inclusion in a restricted list, whose members will then be invited to 
tender for specific contracts via ómini-competitionsô 

ISO 15189 International standard in respect of quality and competence 
requirements particular to medical laboratories 

ISO 9001 International standard in respect of quality management systems 

KPIs Key Performance Indicators 

MoU Memorandum of Understanding 

NHS National Health Service (Britain) 

PQQ Pre-Qualification Questionnaire 

QA Quality Assurance 

RFP Request for Proposals 

SOP Standard Operating Procedure 
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1 Introduction 
 

1.1 Establishment of the Scoping Inquiry / Terms of Reference 

 

On the 8th May 2018, the Cabinet agreed to establish a Scoping Inquiry into the 

issues which had recently come to light in relation to the CervicalCheck screening 

programme and I was appointed to carry out the Scoping Inquiry. I was tasked with 

reporting to the Minister for Health pursuant to the following terms of reference: 

a) examine the facts including details of: 

i) The non-disclosure of information to Ms. Phelan relating to a CervicalCheck 

standard case clinical audit carried out following her diagnosis of cervical 

cancer in July 2014; 

ii) The apparent widespread practice of non-disclosure to patients relating to 

CervicalCheck standard case clinical audits; 

iii) The management and level of knowledge of various parties including, but 

not limited to the HSE, the Department of Health or other public authorities 

and any relevant service provider of: 

1. the Vicky Phelan case 

2. any other cases concerning CervicalCheck 

3. issues related to the non-disclosure of the clinical audit results 

iv) The manner and means through which the relevant facts were shared, 

escalated, reported and communicated; 

b) engage directly with Ms. Phelan and any other woman affected or her next of 

kin, who may wish to have an input; 

c) examine all aspects of CervicalCheck; 

d) examine the information provided by CervicalCheck to those receiving a service; 

e) examine why the policy of open disclosure was not implemented by 

CervicalCheck; 

f) examine the tendering, contracting, operation, conflict of interest arrangements, 

performance information and performance management, accreditation and 

quality assurance of contracted cytology laboratory services by CervicalCheck 

from initiation of the programme; 

g) examine the other screening programmes operated by the National Screening 

Service particularly in relation to quality assurance and clinical audit, open 

disclosure and governance; 

h) incorporate further elements if identified, including through engagement with 

stakeholders; 

i) have flexibility to issue discrete reports or findings on particular matters if it is in 

a position to do so and provide a progress update in the first week of June; 

j) report to the Minister for Health by the end of June 2018 setting out issues and 

recommendations to be addressed by means of a Commission of Investigation, 
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which can take a modular approach, together with recommendations to address 

other issues by such other means as is considered appropriate. 

 

1.2 Scoping Inquiry Team 

 

1.2.1 Overview 

 

In order to undertake the Scoping Inquiry, I appointed a number of advisors to assist 

in the work programme and to carry out specific tasks relating to their professional 

expertise. A brief outline of their role and experience is provided here. 

 

1.2.2 Dr Karin Denton 

 

Dr Karin Denton provided advice on screening quality assurance. Dr Denton is a 

Consultant Cytopathologist at North Bristol NHS Trust and has had substantial 

involvement in the quality assurance of cervical screening programmes at a senior 

level in England. 

 

1.2.3 Dr Hugh Annett 

 

Dr Hugh Annett provided advice on quality assurance and clinical audit, open 

disclosure, and governance in screening services other than cervical screening. Dr 

Annett is a former Director of Public Health in England and has wide international 

public health experience. 

 

1.2.4 Professor Julia Verne 

 

Professor Julia Verne provided advice on cancer registration. Professor Verne is a 

consultant in public health medicine and is currently Head of Clinical Epidemiology 

for Public Health England. She was previously head of the South West Public Health 

Observatory, with responsibility for cancer registration. 

 

1.2.5 Mary Rose Gearty, S.C. and Emer Woodfull, B.L. 

 

Mary Rose Gearty and Emer Woodfull provided invaluable legal and practical advice 

at the outset of this Scoping Inquiry as to its remit, its priorities, and the powers and 

limitations of my role. They have been influential in shaping the approach to this 

work. Both have extensive legal experience but in particular in the field of 

investigative and quasi-judicial tasks and the relevant principles of law which apply to 

such work. 
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1.3 Support to the Scoping Inquiry 

 

1.3.1 Crowe 

 

Crowe (formerly Crowe Horwath) is a professional advisory firm based in Dublin and 

part of the Crowe Global network. They provided logistical, project management, and 

analytical support to this Inquiry. In addition, Crowe provided office and meeting 

space together with administrative support for the Scoping Inquiry. 

 

The Crowe team provided specific expertise in the fields of procurement, contracting, 

governance, and related matters. 
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2 Method of Approach 
 

2.1 Organisation of the Scoping Inquiry  

 

Recognising the scale and complexity of the requirements set out within the terms of 

reference, the work of the Scoping Inquiry was structured into a number of different 

areas of focus: 

¶ Non-disclosure to patients relating to CervicalCheck standard case clinical 

audits and related matters; 

¶ The operational functioning of the CervicalCheck service, including clinical, 

scientific, management, governance, and administrative matters; 

¶ The tendering, contracting, and operation of the cytology laboratory services 

contracted by CervicalCheck, including accreditation and quality assurance; 

¶ Governance issues in respect of the oversight of CervicalCheck, including the 

National Screening Service (NSS), the Health Service Executive (HSE), and 

the Department of Health (the Department); 

¶ Issues relating to cancer registration and the relationship between cancer 

registration and screening services; 

¶ An overview of the other screening programmes under the National Screening 

Service. 

 

A key element of this review has been to listen to the voices of the women and 

families affected by the issues involved. Throughout this report, direct quotes 

have been included, highlighted in shaded boxes, from the women and the 

family members directly impacted by these issues. I believe that these serve to 

highlight the real, lasting damage done to these women and their families and 

to ensure that their voices are heard. 

 

2.2 Overview of Approach 

 

The work of the Scoping Inquiry was informed by a number of key tasks and 

activities: 

¶ Engagement with women and families affected: from the outset, I and other 

members of the Scoping Inquiry team have engaged with the women and 

family members involved in these issues, by means of email, telephone, face-

to-face meetings, and group meetings. This engagement has been key to 

identifying what happened and how it affected those who were impacted. 

¶ Reviewing over 12,800 documents supplied by individuals and organisations 

involved, including the HSE, the Department of Health, the National Cancer 

Registry Ireland, the State Claims Agency, laboratories, and others. 

¶ Interviewing key personnel, individually and in groups, from the organisations 

concerned: CervicalCheck, the National Screening Service, the HSE, the 

Department of Health, the State Claims Agency, the National Cancer Registry 

Ireland, and the laboratory service providers. 
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¶ Visiting laboratory facilities where CervicalCheck screening tests were 

analysed. 

¶ Reviewing best practice internationally in respect of cancer screening, cancer 

registry, screening audit, and disclosure policies. 

¶ Analysing the information gathered and developing findings and 

recommendations as set out in this final report to the Minister for Health. 

 

2.3 Timescales for the Scoping Inquiry 

 

The initial timescale for submission of a report to the Minister for Health was the end 

of June 2018. Central to this work was the need to engage with as many women and 

families directly affected as possible, which led to a number of group meetings being 

held during June and July, along with continuous engagement via phone and email 

including up to September. 

 

The difficulties in accessing timely and readable documentation is already well 

known. Working through all of the complex issues, reviewing the 12,800+ documents 

received up to and including 5th September, and the need to have further meetings 

and engagement with various interested parties also required significant time and 

space in order to develop an informed report. 

 

Given the volume of work that was required in order to meet the Terms of Reference, 

it was necessary to extend the initial timescale until the end of summer. 

 

2.4 Communication 

 

A Scoping Inquiry website was created at www.scallyreview.ie This website included 

information on: 

¶ Terms of reference of the Scoping Inquiry; 

¶ Statement of Work; 

¶ Biographical details; 

¶ Declarations of Interests for members of the project team; 

¶ Contact details for the Scoping Inquiry. 

 

A dedicated email address, scallyreview@crowehorwath.ie, was created to allow 

women/families affected to get in direct contact with the Scoping Inquiry. 

 

2.5 Management of Information/Documentation 

 

A key element of the Scoping Inquiry was the requirement to review the extremely 

large body of documentation relating to the terms of reference.  

 

Requests were issued to the Department of Health, the HSE, the State Claims 

Agency, the National Cancer Registry of Ireland, and other entities, for a range of 

documentation, including in respect of the following: 

http://www.scallyreview.ie/
mailto:scallyreview@crowehorwath.ie
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¶ The case brought by Vicky Phelan and related cases; 

¶ CervicalCheckôs structure and operations, policies and procedures, and 

information dissemination to patients; 

¶ The contracting out of cytology services by CervicalCheck; 

¶ Other cancer screening programmes; 

¶ Governance and communications involving the HSE, the Department of Health, 

and other relevant State agencies / interested parties. 

 

In addition, the Scoping Inquiry was given documentation and information from 

women and family members affected, in relation to their own cases, such as clinical 

information, examples of communication between clinicians and the HSE, and legal 

advice. 

 

The Scoping Inquiry sourced documentation available online such as published 

reports and other publicly available information of relevance to the terms of 

reference. 
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There were significant and frustrating difficulties in the early stages of the Scoping 

Inquiry in respect of the timely receipt of all requested documentation in the 

appropriate format. Following a series of communications with the key stakeholder 

organisations, the Scoping Inquiry was given access to an electronic document 

management platform which was used both to supply key documentation to the 

Scoping Inquiry and to support the review and management of this documentation to 

enable the Scoping Inquiry to utilise the information within. 

 

During the prolonged discovery stage of the Scoping Inquiry, over 12,800 documents 

were received, up to and until 5th September (the day before the submission of this 

report to the Minister). It is clear that there is work to be done in improving the 

document management system within the health system. As noted above, the team 

received documents initially in a wide variety of formats, some of which were 

unreadable and many of which were unsearchable using electronic search tools. In 

some instances, the Scoping Inquiry was provided with documents which had 

originally existed in soft copy but had been printed and scanned, thus reducing the 

quality of the documents and removing the potential to use electronic search tools. 

 

2.6 Recommendation 

1) The Department of Health and the HSE should revise their policies in respect of 

document management. This should ensure that good quality records are created 

and maintained which are authentic, reliable, and complete in searchable format. 

They should be protected and preserved to support future actions and ensure 

current and future accountability. 
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3 Cervical Cancer and Screening 
 

3.1 Background 

 

Cervical cancer occurs in the cervix, or neck of the womb. As with all cancers, 

abnormal cells have the ability to invade the area where they are located and spread 

to other parts of the body. Typically, the disease can be quite advanced before a 

woman experiences any symptoms. That is why prevention and early detection are 

so important in the early pre-cancerous stages. 

 

Cervical cancer is the fourth most common cancer in women worldwide and there are 

over half a million cases diagnosed every year. In Ireland in 2015 (the most recent 

year for which data is published), there were 241 cases of cervical cancer. This 

means the lifetime risk of a woman getting cervical cancer was 1 in 135. In 2007, the 

year before the cervical screening programme started, the lifetime risk was 

calculated as 1 in 96. This represents a substantial improvement. 

 

Overall, it is generally accepted that cervical screening and breast screening can 

prevent some, but not all cancers. The NHS screening service states:2 

 

It is estimated that cervical screening prevents 75% of invasive cervical 

cancers by detecting and treating cervical abnormalities that, if left, would 

place patients at high risk of developing invasive cervical cancer.  

 

And in respect of breast cancer screening it states: 

 

It aims to prevent 25% of breast cancer deaths in patients in this age group 

by detecting and treating breast cancers at an early stage before symptoms 

are apparent.  

 

3.2 Screening Programmes 

 

óScreeningô is the method used to detect a disease, or possible early signs by means 

of a test or examination for people who have no obvious clinical indications or 

symptoms. A óscreening programmeô is a system for applying the test, or examination 

to the population at risk. Screening programmes often include public education 

efforts, as well as call and re-call systems, and the clinical services needed for the 

further investigation and treatment of people identified as at risk of having, or 

developing, the disease. 

 

All screening programmes are a balance of benefit and disbenefit (i.e. harm). On the 

one hand, identifying a disease at an early stage usually allows for more effective 

treatment and its possible eradication. On the other, some screening procedures and 

                                                
2  NHS Cancer Screening Programmes. Disclosure of Audit Results in Cancer Screening: Advice on Best Practice. 

2006. p1. 
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subsequent investigations carry risks to the patient, such as a low-level radiation 

dose or damage from medical instruments. Further disbenefits can arise from results 

that give false reassurance where the disease is present but the screening wasnôt 

able to identify it, or cause stress where the screening indicates that there might be a 

problem but no actual disease is found.  

 

Therefore, a screening programme must satisfy a number of criteria before it is 

introduced, including a requirement that óthe overall benefits of screening should 

outweigh the harmô.3 In the case of cervical cancer, there is clear and undisputed 

evidence that properly-run screening programmes are of substantial benefit to the 

female population of the State. 

 

3.3 Latent Period 

 

One of the original criteria for a screening programme is that the disease should have 

a reasonably long latent period, when there are no symptoms of any significance but 

it is detectable by a test.4 With cervical cancer, progression from the pre-invasive to 

the invasive stage takes a relatively long time, i.e. up to 10 or 15 years. This means a 

test performed regularly, typically every three years, will stand a very good chance of 

detecting the early signs.  

 

3.4 Cervical Cancer Screening Tests 

 

One of the other requirements for a screening programme is that there should be a 

suitable test that is acceptable to patients. The main test used throughout the ten 

years of the screening programme is based on examination by professionally trained 

laboratory staff (cytologists) of a sample of cells taken from the womanôs cervix by a 

health professional. This test is known by different names. It was originally developed 

by a Greek cytopathologist, named Georgios Papanikolaou, who, in the early 20th 

century, discovered that it was possible to diagnose cervical cancer by looking at a 

sample of cells obtained from the cervix. Consequently, it became known as the óPap 

smearô. The means of collecting and examining cells from the cervix has developed 

in recent decades and the test is also called a ócervical smearô or ócervical testô. The 

core science for this approach is the medical specialty of cytopathology. 

 

The Human Papilloma Virus (HPV) is responsible for causing a substantial majority 

of cervical cancers; as well as causing a range of other cancers such as throat, 

penile, and anal cancer. There are over 100 types of HPV virus, but only a few, 

referred to as óHigh Risk Typesô lead to the development of cervical cancer. Usually, 

when infected by a virus the bodyôs own defences manage to clear it completely with 

no symptoms or effects. But sometimes the virus persists and is responsible for the 

cellular changes that, if not treated, can lead to invasive cervical cancer.  

 

                                                
3
  Andermann A, Blancquaert I, Beauchamp S, Déry V. Revisiting Wilson and Jungner in the genomic age: a review of 

screening criteria over the past 40 years. Bulletin of the World Health Organization. 2008; 86:317-9.  
4
  Wilson JM, Junger YG. Screening for disease. Geneva: World Health Organization. 1986. 
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Taking and testing a sample from the cervix is now a straightforward and very 

accurate process. The test, which is performed by a machine, detects the presence 

of components of the High Risk HPV virus (DNA or RNA) in very small amounts. A 

positive test doesnôt mean that cancer, or even changes that might lead to cancer, 

are present, but it does indicate that further tests or examinations might be 

warranted. The HPV test is used currently in the screening programme when 

abnormalities are detected by the traditional cervical test and as a test following 

treatment. However, starting in 2018, the plan is to make it the primary test for the 

cervical screening programme. 

 

3.5 Comparing the Two Tests 

 

It is generally recognised that the best quality analysis of current medical evidence is 

produced through the Cochrane Systematic Review process. In 2018 Cochrane 

published a review of the evidence from 40 studies comparing the traditional cytology 

test with the newer HPV test.5 It must be noted that the studies included are from 

around the world and, as the authors acknowledge, ótests were more accurate in 

studies in Europe than in Asia or Central or South Americaô. Nevertheless, they 

concluded that there were advantages with the HPV test because a negative HPV is 

more reassuring than a negative smear. However, a HPV test will lead to more 

unnecessary referrals for further investigation.  

 

The review put the comparison between the two testing approaches very clearly: 

 

This review found that for every 1000 women screened, around 20 women 

will have precancerous changes. The HPV test will correctly identify 18 of 

these women (but will miss 2 women). The Pap test will identify 15 of the 

women (but will miss 5 women). The women who are missed could develop 

cervical cancer.  

 

For every 1000 women screened, there will be 980 women who will not 

have precancerous changes. The HPV test will correctly identify 881 

women (but 99 women will be incorrectly told that they have a lesion). The 

Pap test will correctly identify 885 women (but 95 will be incorrectly told that 

they have a lesion). Women who are incorrectly told that they have a lesion 

may have their cervix examined or may receive surgery unnecessarily.  

 

This excerpt from the review encapsulates the concepts of ósensitivityô and 

óspecificityô and how they apply to the two cervical screening tests. Sensitivity refers 

to the test's ability to correctly detect the condition in people who have it. Specificity 

relates to the test's ability to correctly identify people who donôt have the condition. 

But when using these figures, particularly the one for ósensitivityô, it needs to be borne 

in mind that this is just for one single smear reading, or a single HPV test. No 

                                                
5
  Koliopoulos G, Nyaga VN, Santesso N, Bryant A, MartinπHirsch PP, Mustafa RA, Schünemann H, Paraskevaidis E, 

Arbyn M. Cytology versus HPV testing for cervical cancer screening in the general population. The Cochrane Library. 

2017 Jan 1. 
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screening test yet developed can deliver 100% sensitivity although multiple 

cytological examination of one slide will improve sensitivity, i.e. the rate of detecting 

cancerous cells. So too will performing screening tests at regular intervals (e.g. three 

years); thus delivering a higher ólongitudinal sensitivityô than the sensitivity achieved 

by a once-off test.  

 

 
 

 

3.6 True Positives and Negatives, and False Positives and Negatives 

 

Tests results are often referred to as being positive and negative. The terms ótrueô 

and ófalseô are sometimes attached to the result. But great care is needed in the use 

of these terms as they may be applied in different ways. In the context of 

retrospectively reviewing slides in cases where there is a definite cancer diagnosis 

confirmed by histology, true negatives are samples which genuinely have no 

abnormal cells on them, despite the presence of disease. False negatives are those 

where the slide was originally reported as negative but on review abnormal cells are 

found. Some screening programmes then divide those false negatives into one of two 

groups: 

1. Abnormalities that most screeners would not have detected. 

2. Abnormalities that most screeners would have detected. 

 

It is often a matter for professional judgement and discussion into which of these two 

groups any single false negative will fit. 
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3.7 Interval Cancer 

 

An interval cancer is described, at its simplest, is one that is diagnosed clinically in 

the interval between screening tests. It is good practice in screening programmes to 

look back at the screening history to see if there were things in the screening that 

could have been done differently that might have helped detect the cancer earlier. 

This might be anything from the call and recall procedure, such as missing an 

address change or offering an inconvenient screening appointment, to a human error 

in reading a test such as a cervical smear or, in breast screening, interpreting a 

mammogram. 

 

3.8 Review Bias 

 

Conducting an audit or review of interval cancers is, as stated above, a good thing to 

do for the purposes of quality control and, particularly, learning. But it is not without 

problems when it comes to comparability. These difficult issues have been 

summarised in the following bullet points from a document produced by the NHS 

screening programmes in Britain in 2016: 

¶ No matter how closely the review panel tries to reproduce the original 

screening conditions, the conditions of a review are different ï the 

fact that 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.Ο 

¶ Hindsight has a significant impact on the interpretation of images. 

¶ In a number of screening programmes, such as fetal anomaly 

ultrasound, cervical and breast screening, the result is based on 

interpretation of appearances on a scan, slide or mammogram in 

circumstances where the boundary between normality and 

abnormality is not firmly drawn ï this may result in debate between 

experts as to the appropriate classification of the sample or the 

interpretation of the image.6 Ο 

 

3.9 Classification of Slide Results 

 

The result classification system that is in general use in Ireland is The Bethesda 

System (TBS) terminology. It is, because of the nature and variation of the disease, 

                                                
6
  Public Health England. Guidance on applying Duty of Candour and disclosing audit results. V1.0. September 2016. 

p16. 

ñI completely understand that there will always be a percentage of false 

negatives in any screening processò  
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complex and difficult to grasp unless one is immersed in the subject. But because it 

is used in various sections of the report, often in abbreviated form, it is introduced 

here. 

 

Cervical cytology samples can be classified as follows:  

¶ Negative 

¶ Atypical squamous cells of undetermined significance (ASCUS) 

¶ Atypical squamous cells cannot exclude HSIL (ASC-H) 

¶ Low grade squamous intraepithelial lesion (LSIL) 

¶ High grade squamous intraepithelial lesion (HSIL) 

¶ Squamous cell carcinoma 

¶ Atypical endocervical cells  

¶ Atypical endocervical cells, favour neoplastic 

¶ Endocervical adenocarcinoma in situ 

¶ Endocervical adenocarcinoma 

 

This list is abridged from the full, more extensive, classification. 

 

There are also rarely-used categories for adenocarcinoma of other types. In all 

cases, the microscopic appearances which lead to classification in one of these 

categories are fully described and widely published. 

 

The nature of cervical premalignant disease means that cervical cytology is not 

always diagnostic of the worst abnormality present, so that for example a patient with 

a result of LSIL might in fact have HSIL. This is the rationale for further investigation 

as described in this section. 

 

3.10 Analysis 

 

Cervical screening is, like other screening programmes, dependent not only on the 

medical science involved in diagnosing and treating individual patients, but on the 

public health and clinical science involved in designing, managing and evaluating a 

complex programme that operates on a huge scale. Although the benefits of a well-

resourced and efficiently run cervical screening programme are substantial, it does 

not yet provide the complete answer to preventing, accurately detecting and 

effectively treating all cases of cervical cancer. Just as there are limitations of 

screening, so too are there limitations of audit and review. Where judgements are 

being made, they must be made taking both of these factors into account. 

 

  

ñI have four daughters and one son who were shocked by this too, I will 

always encourage my girls to have smears and I hope the system is fixed 

so they donôt ever feel as let down as I was.ò 
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4 Listening to the Voices of the Women and 

Families Affected 
 

 
 

4.1 Background 

 

At the heart of this Scoping Inquiry are the women and families affected by cervical 

cancer, the CervicalCheck audit and disclosure. Therefore, a central feature of the 

Scoping Inquiry was to engage with as many women and families affected as wished 

to do so. Some women did not wish to engage. They had a variety of reasons: some 

had closed the door on a painful and traumatic episode; some had not told anyone, 

even their families; some were scared that they might become the subject of press 

reporting and intrusion. However, very many people did get involved, and made an 

invaluable contribution to the Scoping Inquiryôs work. 

 

Each womanôs experience, and that of her family is unique, and it was important that 

the Scoping Inquiry was grounded in an understanding of the lived experiences of 

those affected, and the real impact of cervical cancer upon all aspects of their lives. 

Throughout the process it was clear that this was a very disparate group of patients 

with very different situations and experiences. It was necessary to ensure that a 

representative record of their views was gathered to inform the Scoping Inquiry and 

provide a well-documented learning experience for the future direction of the 

screening programme. 

 

A core principle of the World Health Organizationôs óHealth 2020ô policy programme is 

óthe importance of participation and responsiveness, with the full engagement of 

peopleô.7 Participation involves people playing a central role as social agents, 

members of social networks, as collectives or as individual stakeholders, in decisions 

that affect their health and well-being.8 Engaging and enabling the public to take an 

active interest in their own health, making healthy choices and building healthy 

communities are essential to achieving public health goals; as well as contributing to 

socially sustainable health systems that reduce health inequities.9 These principles 

informed the Scoping Inquiryôs mode of working.  

 

  

                                                
7
  Boyne T, Brown C. Reducing health inequities: perspectives for policy-makers and planners. Regional Office for 

Europe: WHO; 2017 
8
  Brown C, Harrison D, Ziglio E, Burns H. Governance for health equity: taking forward the equity values and goals of 

Health 2020 in the WHO European Region. Copenhagen: WHO Regional Office for Europe; 2013 
9
  Francés F, La Parra D, Martínez Román MA, Ortiz Barreda G, Vozmediano EB. Toolkit on social participation. 

Copenhagen: WHO Regional Office for Europe (in press) 

ñI know in my heart she would have wanted to know.ò 

(Husband of one of the deceased women) 
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4.2 Communication 

 

4.2.1 Overview 

 

In order to make the Scoping Inquiry accessible to women or relatives of the 

deceased who wished to engage with the process, the following communication 

channels were made available: 

¶ A website was created (www.scallyreview.ie) which provided an email and 

postal address by which the Scoping Inquiry could be contacted directly.  

¶ A significant number of women and families affected contacted the Scoping 

Inquiry by telephone and arranged telephone conversations.  

¶ Private group meetings were held for women and families affected in Dublin, 

Cork and Galway.  

 

4.2.2 Telephone and Email 

 

More than 150 women and families affected made contact directly with the Scoping 

Inquiry either via the dedicated email address or by telephone, with a further small 

number of women writing personal letters. All those who contacted the Scoping 

Inquiry received a personal response from me. For some, the ability to recount their 

story and views via email was sufficient. But a very large number wished to speak to 

me on the telephone. These were rarely, if ever, short conversations; and some were 

emotional and harrowing for the women concerned, or for the relatives, usually the 

husband, of the deceased. 

 

I am grateful to the many women who decided to follow up on those email exchanges 

or telephone conversations by sending the Scoping Inquiry written statements of their 

experiences and views. Over twenty such statements were received. They were 

never less than forthright in their messages, never less than eloquent in their words 

and never less than heartfelt in their sentiments. 

 

4.2.3 Personal Meetings 

 

There were a number of very specific requests for face to face meetings with women 

and relatives of the deceased. All of these requests were responded to positively and 

they were amongst the most informative and emotional engagements.  

 

4.2.4 Group Meetings 

 

Given the geographical spread of those who had been impacted and in order to 

ensure as many as possible would be able to attend at least one meeting, group 

meetings were held in Dublin, Cork and Galway. The Scoping Inquiry has never been 

provided by the HSE with a list of the names or contact details of all of the women 

and families affected. This is entirely in keeping with my wishes as this would, in my 

view, be a breach of patient confidentiality. Rather, invitations to attend the group 

http://www.scallyreview.ie/
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meetings were drafted by the Scoping Inquiry and issued by the HSE, who had 

contact details, to all the women and families affected.  

 

Location of Meeting Number of women and 

support people present 

Dublin 130 

Cork 60 

Galway 67 

 

Given the complex issues involved and the potential emotional impact of such a 

meeting on women and families affected, it was made explicit in the invitation that 

each invitee was welcome to be accompanied by a support person. It should be 

noted that there was a small number of women and families affected who did not 

wish to engage with the Scoping Inquiry in this way, if at all. Following the group 

meetings, many women and families affected have continued to engage with the 

Scoping Inquiry process by providing written statements of their experience and their 

cancer journey. 

 

In the Interim Report, it was recommended that the Minister offer an immediate 

unconditional sum to each woman affected and to the next of kin of the deceased. 

This payment was recommended so as to ensure that no woman or next of kin 

encountered any financial barrier to participating and making their voices heard in the 

work of the Scoping Inquiry should they wish to do so. I am grateful to the Minister for 

having accepted this recommendation and I have heard from some of the women to 

whom this made a real difference. 

 

In order to reassure invitees, it was made clear in the invitations that the group 

meetings were being held in private and would not be open to journalists or others to 

attend. A substantial effort was made to ensure that the meetings remained private 

via an advance registration process and a registration desk at the entrance to each 

meeting. Copies of the Terms of Reference of the Scoping Inquiry, the Progress 

Report and the First Report of the Scoping Inquiry (Information Provided to Women 

Receiving Screening and Treatment through CervicalCheck) were provided during 

the meetings. 

 

For the women and families, the meetings were an opportunity to meet others who 

were in the same position as themselves and share their stories and experiences. 

Some women brought several family members or friends with them as support. Many 

of the women and families arriving at the meetings were visibly and entirely 

understandably nervous, anxious and tense. They were unsure what to expect and, 

in some cases, unsure of who else they might meet. Some were worried that they 

might meet people from their own community because their cancer diagnosis and 

treatment had not been shared beyond their immediate family circle. Some came in 

the hope and expectation that they might meet people facing the same serious 

concerns as themselves, for example fertility issues.  
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I opened each meeting with a welcome and an introduction to the work of the 

Scoping Inquiry, including its remit, powers and progress to date. Each element of 

the process being followed was outlined. The women and families affected were then 

invited to make comments, ask questions, tell their personal stories and listen to 

each other. Each meeting lasted between two and three hours and, when meetings 

concluded, I stayed on to speak with any woman or family member who wished to do 

so individually. It was clear that some, having read of my appointment to lead the 

Scoping Inquiry, wanted the opportunity to see me in person. 

 

It was important that the meetings allowed for frank and honest discussions. Some 

women and families chose to actively participate in the discussions whereas others 

chose to participate through listening. The privacy of the meetings facilitated the 

sharing of very personal information and were emotional for many. A small number of 

members of the Scoping Inquiry team attended each meeting and at some meetings 

were able to help answer specialised questions. The response at the end of each 

meeting, and in the days afterwards, was very warm and encouraging. It was clear 

that many who attended benefitted from the experience. Two people felt that the 

experience was so valuable to them that they actually attended all three meetings. 

 

4.3 Stories, Experiences, Views, and Questions of the Women and Families 

Affected 

 

 
 

The physical and emotional journeys that these women and their families have 

experienced are highly distinctive and it was absolutely essential to meet them and 

listen to their stories. The views and experiences discussed and noted during 

individual meetings and phone calls, the group meetings and individual written 

statements were collated and anonymised. The information has been used to obtain 

a fuller understanding of the context and complexity of individual situations and to 

identify the various issues that the women and families have faced. This process was 

key to recognising the real impact that this experience has had on womenôs lives, 

and the ripple effect it has had on their partners, families and friends. During the 

meetings, some women mentioned that their relationships had broken down as a 

result of the treatment process. It has also left some women and families in financial 

difficulty. 

 

It also must be noted that at each of the group gatherings, and in many of the other 

meetings and communications, warm tributes were paid to Vicky Phelan and her 

courage in challenging the system: in particular, her unwillingness to be silenced by a 

confidentiality agreement. 

 

  

ñThis has ruined many lives and has caused pain and suffering that can 

never be reversed and that needs to be recognised.ò 
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4.4 Physical Impact on Women 

 

From the stories and experiences recounted, it is clear that many women are still 

suffering with their cancer and having active clinical intervention. Others, despite 

having received effective treatment, continue to experience the life-changing effects 

of the illness and treatments such as hysterectomy, radiotherapy and chemotherapy. 

They recounted coming to terms with serious problems such as infertility, 

incontinence, lymphoedema, and sexual difficulties. During the meetings it was 

commented upon that it appeared there was no standard protocol for treatment from 

the point of initial diagnosis. From speaking with others in similar situations, women 

noted that they were receiving different treatments depending on their consultant and 

were concerned that the treatment they were receiving might be suboptimal. 

 

 
 

4.5 Mental and Emotional Impact on Women and Families 

 

 
 

Cervical cancer is very much a physical disease where such remedies as medical 

science can provide often involve surgical procedures which can sometimes be 

extensive in nature. But, in addition, the treatment can also result in substantial 

psychological damage. The feeling was expressed that this aspect was often ignored 

by treating clinicians. Several women indicated that they have suffered, or continue 

to suffer with mental health issues as a result of their recent experiences. It was clear 

that for many women the trauma of disclosure and the intensity of media and political 

engagement with the CervicalCheck issues in the preceding weeks had exacerbated 

their psychological problems. 

 

 
 

4.6 Self-Confidence 

 

Many women spoke and wrote eloquently and sadly about how they have 

experienced a complete loss of confidence. There were three main components. 

Some women lost 

¶ Confidence in themselves 

¶ Confidence in the healthcare system 

¶ Confidence in their treating clinicians 

 

ñI had a missed smear and I am unable to have a family that I so desperately 

wanted. It hurts to hear that your life could have been different.ò 

ñé my personal circumstances led to an extreme psychological reaction, I 

don't want this aspect to be overlooked in the inquiry.ò 

ñThe dread, panic and memories this brought up have been quite difficult to 

deal with over the past few weeks and Iôve been faced once again with 

taking time off work to manage my mental health.ò 
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In relation to the lack of confidence in their treating clinicians, at one of the meetings 

two women sat down beside each other at random and discovered that they were 

from the same town and had attended school together. Each of them had lost 

confidence in their treating clinician and, as they talked, came to realise that they 

were both considering switching to the otherôs treating clinician. They were amused 

by this, as was the rest of the meeting as they recounted it; but their story served 

powerfully to underline the seriousness of the problem. 

 

4.7 Open Disclosure of Information Regarding the CervicalCheck Audit  

 

The issues around non-disclosure of audit results by CervicalCheck will be dealt with 

at length in a later section of this report. But there was an overwhelming feeling 

arising from all of the meetings and communications that the issue of non-disclosure 

was felt very intensely, and often angrily, by many women. It wasnôt just the non-

disclosure, but the rushed nature of the disclosure that did take place after the 

publicity surrounding Vicky Phelanôs court case that affected them adversely. The 

characterisation at the meetings of the manner in which women and families were 

told of their situation varied from unsatisfactory, to inappropriate, to damaging, hurtful 

and offensive. 

 

There is one further important issue that was 

raised again and again by women at 

meetings, in emails and in telephone 

conversations, and this was about access to their medical records. Women 

expressed amazement and anger that it was so difficult for them to obtain a copy of 

their medical notes. I dealt with this issue to a limited extent in my first report.10 I am 

compelled to return to it because of the weight of concern that has been expressed to 

me. It is clear that entirely unreasonable delays in furnishing a copy of medical 

records could do nothing but engender suspicions of obfuscation and possible cover-

up. There can be no good reason for the delays in giving women access to their 

clinical notes. It should not be necessary for women to feel that they have to engage 

solicitors in order to be provided with a full copy of their medical records in a timely 

fashion.  

 

4.8 Accountability 

 

There was a general sense across all three meetings and throughout the individual 

meetings, calls and emails that the women and families feel that they have been let 

down by the State. In the absence of clear and accessible information, it has all been 

too easy for some women and relatives to speculate that there have been 

conspiracies involving laboratory companies and that collusion has taken place to 

cover up scandalous failures. These adverse experiences created very clear 

challenges to the Scoping Inquiry in establishing its own credibility, commitment and 

ability to uncover what had been going wrong in CervicalCheck to the satisfaction of 

                                                
10

  Information Provided to Women Receiving Screening and Treatment through CervicalCheck. http://scallyreview.ie/

wp-content/uploads/2018/06/Scoping-Inquiry-First-Report.pdf  

ñWhat is there in my notes that 

they donôt want me to see?ò 

http://scallyreview.ie/‌wp-content/uploads/2018/06/Scoping-Inquiry-First-Report.pdf
http://scallyreview.ie/‌wp-content/uploads/2018/06/Scoping-Inquiry-First-Report.pdf
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patients and their families. There were many calls for ósomebodyô to be held 

accountable, with many expressing a lack of faith that such an outcome is probable.  

 

4.9 Belief in Cancer Screening  

 

Despite the negative experiences and significant impact 

that the CervicalCheck issues have had on these 

women and their families, there was vocal support for 

the concept of a national cervical screening programme. 

They do not want the programme abolished or 

damaged, rather they want to see it renewed and 

reinforced in ways in which they can have confidence and trust. They want a 

programme that will deliver patient-centred care and put the rights of women at the 

forefront of delivery. 

 

4.10 Womenôs Health 

 

One key point that surfaced on several occasions was that most of the doctors 

involved in the disclosure (or non-disclosure) process were male. This, and the 

general way in which they felt they had been treated, led the women to develop 

concerns that the attitudes and lack of openness were accounted for by paternalism 

in the healthcare system. The point was made that many of the major controversies 

about maltreatment of patients or denial of reproductive rights in the Irish healthcare 

system have involved women being damaged. 

 

 
 

There was a period when womenôs health was taken very seriously. In 1997 the then 

Health Minister established The Womenôs Health Council (WHC) with a remit to 

advise the Minister, and other Ministers, on all aspects of women's health.11 It had a 

comprehensive list of functions, quoted here in full and as they appeared in 

legislation. 

(a) To advise the Minister for Health on all aspects of women's health, 

either on its own initiative or at the request of the Minister and in 

particular on: 

ɂ the implementation of the recommendations on women's health 

contained in policy reports commissioned by the Minister for Health; 

ɂ ensures to promote women's health; 

                                                
11  The Women's Health Council (Establishment Order) 1997. S.I. No. 278/1997.  

ñWhy does it always happen to women?ò 

ñI think there is a history of looking at womenôs health services as being 

secondary.ò 

ñWomen and womenôs rights are not taken seriously.ò 

ñPaternalism is alive and well.ò 

ñI canôt change the 

past but I can help 

shape the future for 

my sisters and 

nieces.ò 
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ɂ action, based on research, required to plan and develop services to 

improve women's health; 

ɂ methods of increasing co-ordination between public bodies at national 

and local level in the planning and provision of health services for 

women; 

ɂ means of encouraging greater partnership between statutory and 

voluntary bodies in providing health services for women; 

ɂ means by which the health services could assist the improvement of 

women's health in the developing world. 

(b) To assist the development of national and regional policies and 

strategies designed to increase health gain and social gain for women 

by: 

ɂ undertaking research on the health needs of women in Ireland; 

ɂ identifying and promoting good practice in the provision of health 

services for women; 

ɂ providing information and advice based on research findings to those 

involved in the development and/or implementation of policies and 

services pertaining to the health and well being of women; 

ɂ liaising with statutory, voluntary and professional bodies involved in 

the development and/or implementation of national and regional 

policies which have as their object health gain or social gain for 

women. 

(c) To develop expertise on women's health within the health services. 

(d) To liaise with international bodies which have functions similar to the 

functions of the Council. 

 

During the course of its existence, the WHC undertook an extensive and impressive 

body of work and produced authoritative reports on a wide range of issues pertaining 

to womenôs health, including: 

¶ Women's mental health: promoting a gendered approach to policy and service 

provision; 

¶ Women's health in Ireland: meeting international standards; 

¶ Women and cardiovascular health: a position paper of The Women's Health 

Council; 

¶ Women, disadvantage and health: a position paper of The Women's Health 

Council; 

¶ A guide to creating gender-sensitive health services. 

 

Despite an announcement in 2003 that it was to be óintegratedô into the then 

Department of Health and Children or the HSE, the WHC survived until 2008, when 

the Minister for Health and Children announced a major programme of agency 

rationalisation in the health sector that included the WHC being integrated into the 
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Department of Health and Children. It is probably more accurate to refer to it as 

having been a ódisappearanceô rather than a ómergerô.  

 

4.11 Analysis 

 

I cannot but agree with those patients and their families who told me that more and 

different attention needs to be paid to womenôs health issues. It would be 

presumptuous to recommend the reconstitution of the Womenôs Health Council but I 

am convinced that there does need to be an exploration of how womenôs health 

issues can be given more structured and consistent attention. 

 

4.12 Recommendation 

2) The Minister for Health should give consideration to how womenôs health issues 

can be given more consistent, expert and committed attention within the health 

system and the Department of Health. 

3) The Department of Health should examine the current arrangements for patients 

to have access to their hospital medical records so that such access can be 

achieved in a timely and respectful way. 
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5 CervicalCheck ï Organisation and Governance 
 

5.1 Overview 

 

CervicalCheck provides free cervical screening to women in Ireland aged 25 to 60. 

Cervical screening is provided for women who are asymptomatic and presumed to be 

well, with the aim of preventing the development of cervical cancer. The 

administrative offices of the programme are located in Limerick. The CervicalCheck 

programme is managed by the National Screening Service (NSS), a part of the 

Health Service Executive (HSE), with funding provided by the Department of Health 

through the HSE vote allocation.  

 

The stated goal of CervicalCheck is to reduce the incidence of, and mortality from, 

cervical cancer among women in Ireland. This goal is to be achieved through the 

screening of as many women as possible within the target population in order to 

detect pre-cancerous cervical cell changes and to treat high-grade pre-cancerous 

lesions.  

 

It is worth stating at the very outset the very substantial contribution that 

CervicalCheck staff have made to womenôs health over the ten years of the 

programme. Equally important and worthy of recognition is the way in which they 

have striven to keep the screening service operating in the middle of the controversy 

that has engulfed it in recent months. 

 

5.2 How the CervicalCheck Programme is Delivered 

 

The delivery of the CervicalCheck programme is reliant upon a large number of 

contracted service providers. The most significant of these are for test-taking and 

cytology. Additionally, CervicalCheck has memoranda of understanding with acute 

hospitals for the provision of colposcopy services.  

 

The NSS contracts with General Practitioners (GPs) and clinics in the primary care 

setting for the taking of cervical tests. Test-taking is undertaken by GPs and practice 

nurses. Contracts are arranged with the GPs and clinics and fees per service are 

agreed within the contract. CervicalCheck organises training programmes for these 

test-takers. 

 

Cytology services for the purpose of testing the samples are provided by two private 

sector laboratory companies and one public voluntary hospital; the procurement and 

contractual arrangements associated with these providers are discussed in detail in 

Sections 6 and 7 of this report. 

 

The results from the laboratories in respect of the tests which they have analysed are 

then communicated back to the women and their test-taker by CervicalCheck. 

Depending on the result, a woman may be advised to have a repeat test in three 
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months (for unsatisfactory/inadequate tests), three years, or five years. In cases 

where an abnormality is suspected, a woman will be referred to colposcopy. 

 

In the case of such referrals, the woman will attend a colposcopy clinic located within 

an acute hospital that has an agreement with CervicalCheck. She will first have a 

colposcopy, which is a detailed examination of the cervix, using a type of microscope 

called a colposcope. This may include a biopsy of the cells of the cervix. The woman 

will then be treated appropriately depending upon the results of the colposcopy 

and/or biopsy. Diagnosis will occur at this stage. A woman will then be recommended 

for treatment, a return to routine screening, or a test in one year. 

 

5.3 Costs of the CervicalCheck Programme  

 

The total cost of the CervicalCheck programme in 2018 is expected to be just under 

ú23.9m. In the table below, the net expenditure budget for the CervicalCheck 

programme for 2018 is presented. The non-pay budget includes: 

¶ GP and other Smeartaker payments - ú12m; 

¶ Laboratory costs - ú6.8m (Cytology and HPV); 

¶ Consumables - ú2.3m. 

 

  Budget 2018 (ú) 

Pay 1,173,991  

Non pay 22,708,784  

Total expenditure 23,882,775  

Income -231  

Net expenditure 23,882,544  

Table 5.3-a: CervicalCheck Budget 2018 

 

It should be noted that funding of ú7.45m, not included above, is provided by the 

CervicalCheck programme to fund colposcopy services in 15 acute hospitals. This 

expenditure was included in the 2018 Acute Hospitals budget.  

 

By comparison, the 2017 budget for CervicalCheck was ú24.3m ï the 2018 budget 

saw a reduction of around 1.6%. The total budget for all NSS programmes in 2018 is 

ú77.8m, which includes an allocation of ú18.2m to hospitals.  

 

5.4 History and Background ï the Status of CervicalCheck  

 

CervicalCheck evolved from the Irish Cervical Screening Programme (ICSP), which 

ran a pilot version from October 2000 in the then Mid-Western Health Board area 

(Limerick, Clare, and North Tipperary). The ICSP was under the aegis of the Mid-

Western Health Board, which was subsumed within the HSE in January 2005. The 

National Cancer Forumôs A Strategy for Cancer Control in Ireland in 2006 

recommended amalgamating the ICSP with BreastCheck into one agency.  
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On 1st January 2007, a Statutory Instrument set up the National Cancer Screening 

Service (NCSS), governed by the National Cancer Screening Service Board 

(NCSSB). The NCSSB brought cervical screening, under the new name 

CervicalCheck, and BreastCheck together and reported directly to the Minister for 

Health and Children. It still maintained a close relationship with the HSE but was no 

longer under its direct governance from 1st January 2007. 

 

It would appear that this structure was designed to be short-term, as the NCSS was 

intended, in due course, to become part of the National Cancer Control Programme 

(NCCP), as noted in documentation such as the BreastCheck programme report 

2008-2009.12 

 

The NCSS was a State Body until 1 April 2010, when it was moved back into the 

HSE under the National Cancer Control Programme (NCCP), which was part of the 

HSE. At that point, the Board (NCSSB) was dissolved. This move was prompted by a 

programme of rationalisation of health agencies announced at the end of 2008. 

CervicalCheck continued its work as a part of the NCSS, which operated as a 

business unit within the NCCP. 

 

On 1st January 2014, the NCSS was moved out of the NCCP and into the HSE 

National Directorate of Health and Wellbeing as part of the HSE organisational 

transformation programme. In the same year, the NCSS was renamed the National 

Screening Service (NSS) due to the introduction of the Diabetic Retinopathy 

Programme. 

 

The NSS was moved from the National Directorate of Health and Wellbeing back to 

the NCCP Directorate within the HSE in early 2018. 

 

The basic timeline below illustrates the key strategic dates for CervicalCheck in 

relation to its status: 

 

 

Figure 5.4-a: Timeline of CervicalCheck  

                                                
12  BreastCheck - Programme Report 2008-2009. p14. 
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5.5 Management and Internal Governance within CervicalCheck  

 

5.5.1 Current Organisational Structure of CervicalCheck  

 

The current organisational structure of CervicalCheck combines the delivery of 

certain core activities through internal programme functions alongside the contracted 

services from external service providers. This organisational model is presented in 

Figure 5.5-a below. 

 

 

Figure 5.5-a: Current CervicalCheck Organisational Chart 

 

The programme functions of CervicalCheck include: 

¶ Client Communications ï this function includes information provision and 

enquiry handling through the Information Service (Freephone, Freepost, email, 

online óContact Usô), as well as contact and engagement with clients. This 

contact and engagement can include advertising, screening promotion, 

informational and promotional materials, website and online facilities, and 

responding to feedback from women. 

¶ The Access function is implied in all aspects of programme operation: women 

are facilitated to participate in the programme if they choose to do so. This 

includes a dedicated point of engagement for women who encounter difficulties 
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in accessing the programme and may require special arrangements in order to 

do so. 

¶ The Cervical Screening Register function manages the records of women on 

the Cervical Screening Register (CSR), including demographic details of 

eligible women, their screening history, and recommended management. It 

generates letters to women for invitation (call) and re-call, following screening 

test results, and for failsafe.13 This function also processes information received 

from women, doctors, nurses and associated staff, laboratories and colposcopy 

clinics to update the screening records of women. 

¶ Key service providers include GPs and GP practices, and clinics in both 

primary care and other settings, laboratories (cytology, HPV testing, histology), 

and colposcopy clinics. 

¶ Screening Training, Clinical Risk Coordination, Smeartaker Coordination, and 

Colposcopy Coordination integrate services for patients, while monitoring 

activity and performance against quality assurance guidelines in line with the 

terms of contracts. 

¶ Operations Administration manages the registration of doctors and nurses for 

cervical screening, the supply of screening consumables, communication to 

service providers, processing of payments, purchasing of supplies, and 

administrative support for other functions. 

¶ The ICT (information and communications technology) function provides the 

secure operation and ongoing enhancement of the computerised CSR 

database at the core of programme operations, as well as the linkages between 

it and external systems. It manages the ICT infrastructure and applications that 

support programme functions in both planning and monitoring service delivery. 

These include document management systems, reporting tools, quality and risk 

management systems, and shared storage for intra-team collaborations. ICT 

support resources are shared across the NSS. 

¶ The Quality function within CervicalCheck implements and manages the quality 

management system (accredited to ISO 9001) for the control of documents, 

procedures and work instructions, the quality checks on services provision, the 

recording of incidents and their follow-up. Quality ensures that monitoring and 

measurements are used as the input to continuous improvement initiatives. 

 

5.5.2 Management and Reporting within CervicalCheck 

 

As Figure 5.5-a (above) shows, the CervicalCheck programme does not have a 

single manager who is accountable for the service, but instead has two senior 

positions ï a Clinical Director who reports to the Head of Screening in the NSS, and 

a Programme Manager who reports to the NSS Head of Operations (who in turn 

reports to the Head of Screening). It should be noted that the senior NSS positions 

                                                
13

  Failsafe is a request that abnormal results are communicated to the woman by their treating clinician as well as 

directly by the programme. 
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also have management responsibility for the other three screening programmes run 

by the NSS ï BreastCheck, BowelScreen and the Diabetic Retinopathy programme. 

 

This arrangement, with two senior positions in CervicalCheck reporting to different 

individuals within the NSS, has been in place for much of the existence of 

CervicalCheck. However, up to 2010, the position of Head of Cervical Screening 

existed within the structure, and provided a single channel of leadership and 

accountability for the programme. However, the post-holder retired in December 

2010 and there was no replacement. Instead, there was an organisational 

restructuring: the Programme Manager (a pre-existing post) became the effective 

administrative and operational head of cervical screening, with clinical leadership 

coming from the Clinical Director. The position of Clinical Director, which is currently 

vacant, was most recently filled on a part-time basis by a Consultant in Obstetrics 

and Gynaecology based in one of the Dublin maternity hospitals. 

 

Since 2010, therefore, CervicalCheck has not had a single, accountable senior 

person responsible for the delivery of the programme on a full-time basis. 

 

5.5.3 Role Clarity 

 

Based on the information provided to the Scoping Inquiry, and meetings with a 

significant proportion of CervicalCheck staff, it would appear that there is an issue 

with the provision of job descriptions. Many staff, including those in senior 

management positions, told the Scoping Inquiry that their positions often lacked 

formal job descriptions. One staff member only saw their job description when they 

left their role and saw an advertisement for their replacement. At a meeting with 

CervicalCheck staff in Limerick in August 2018, the Scoping Inquiry asked how many 

people out of the 20 or so in attendance had a current job description which matched 

their role ï only one person, a new recruit, was able to state that this was the case. 

 

Even when there are job descriptions provided, it is likely that the job description 

does not accurately reflect the role as it is currently constituted. For instance, one 

staff member reported that they had an additional major job responsibility not referred 

to in their contract, meaning that their job description was inaccurate, as it only 

included one of their roles. Additionally, the Scoping Inquiry was advised that a job 

within CervicalCheck was advertised with a role summary prepared without input 

from anyone in the programme, including a staff member with a similar role who 

could have provided helpful feedback. This job was not filled. 

 

5.5.4 Recruitment Issues  

 

The Scoping Inquiry found some evidence that appropriate procedures were not 

followed when staff were being appointed to positions in CervicalCheck and the wider 

NSS.  

 

In recent years, CervicalCheck has experienced difficulty in attracting and recruiting 

new staff members. In 2016, a member of the senior management team was 
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seconded outside of the NSS. There were two attempts to recruit a replacement that 

were ultimately unsuccessful. There were no further attempts to replace that member 

of the senior management team. The NSS tried in 2017 to recruit a new member of 

the executive management team; again, without success. There is no indication in 

the information available to the Scoping Inquiry of further action on recruiting to these 

positions by either the NSS management or HSE leadership.  

 

Staff recounted how the Irish bank guarantee occurred three days after 

CervicalCheck was launched nationally in September 2008. As the financial crisis 

contributed to an economic recession, public sector programmes and organisations 

saw a reduction in the level of resources afforded to them, with CervicalCheck no 

different. As its budget was reduced, CervicalCheck struggled to adequately replace 

departing staff. 

 

5.5.5 Staff Performance Appraisals  

 

There is an absence of regular performance appraisals for staff within CervicalCheck. 

Staff members reported to the Scoping Inquiry that performance appraisals were 

rarely carried out, and a belief that this was due to a lack of standardised practice. 

The lack of performance appraisals further suggests a lack of effective oversight 

within the organisation. Without performance appraisals it is difficult, if not 

impossible, to determine if staff in an organisation are being utilised effectively; and 

whether their training and continuing professional development are keeping pace 

with the needs of the organisation.  

 

5.5.6 CervicalCheck Committees and Groups 

 

Analysis of documentation pertaining to CervicalCheck over the course of its history 

shows that it had many groups and sub-groups established at various times to deal 

with specific issues. Only a few have met regularly since its inception, including: 

¶ CervicalCheck Executive Management Team (CEMT); 

¶ CervicalCheck Management Team; 

¶ CervicalCheck Quality Assurance (QA) Committee; 

¶ CervicalCheck Operations Group. 

 

The CEMT has included the Director of the NSS, the Head of Cervical Screening (up 

to late 2010), the NSS Head of Operations, the CervicalCheck Clinical Director, the 

Programme Manager, and other managers as required. The function of the CEMT is 

to formulate policy on key programme matters, and to develop and monitor the 

service plan.  

 

The Management Team includes the heads of operational sections of CervicalCheck. 

The meetings are more operational in nature and focus on particular areas of activity 

rather than broader organisational issues.  
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The Quality Assurance Committee was established to review international standards, 

recommend best practice, and monitor and evaluate achievement of recommended 

standards, while monitoring and supporting adherence to these by service providers. 

Some members of this Committee are external to the NSS and many are medical 

consultants. Representatives of organisations such as the Irish Society for 

Colposcopy and Cervical Pathology (ISCCP) are also present as members of this 

Committee. Section 5.5.7 below deals with this Committee in greater detail. 

 

The Operations Group was originally intended to coordinate activities in relation to 

the national roll-out of the CervicalCheck programme, but remained in operation long 

after the national roll-out. It continues to meet and discuss operational issues, which 

appear to be very similar to the ones discussed in Management Team meetings.  

 

5.5.7 CervicalCheck Quality Assurance Committee 

 

From its earliest days, CervicalCheck had a Quality Assurance (QA) Committee 

which met quarterly. In early 2014, it was reconstituted following changes in the 

structure surrounding the screening services and it only met twice in that year. 

Following its reconstitution, under the same Chair, the Committee continued as 

before but with slightly more external input. The same person chairs the QA 

Committees for three of the four screening programmes operating under the NSS.  

 

The QA Committee had a number of subgroups that concentrated on the 

development of standards for key functions in the screening process, such as 

cytopathology, primary care, histopathology, colposcopy and administration. 

 

From QA Committee minutes, it is clear that it received reports on some policy and 

management issues as well as more narrowly defined QA issues. However, although 

the QA Committee was made aware of the existence of an audit of screening cases 

by CervicalCheck in 2009, it was never party to discussions about the operation of 

that process. Based on the papers supplied to the Scoping Inquiry, it appears that the 

QA Committee was unaware of and did not see any of the seven iterations of the 

audit process documentation. Given the content of those papers relating to the QA 

Committee, it appears that the quality assurance of those screening audit process 

documents would fall squarely within its remit. 

 

The Committee was aware of QA visits to laboratories (see Section 6.9). For 

example, in November 2014, the Committee discussed visits to three laboratories 

that took place in February and March of that year. The auditors were thanked at the 

Committee meeting for their efforts and commended on their reports. The Committee 

and the auditors were unaware that there might have been laboratory sites involved 

in CervicalCheck work other than those specified in the contracts. 

 

There are learning points that may arise from some aspects of governance of the QA 

Committee. Firstly, the Chair appointment, which is remunerated, has no fixed time 

period associated with it and the current incumbent has been in position since the 

inception of CervicalCheck. (The Scoping Inquiry makes no criticism of the individual 
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concerned, merely the indefinite nature of the appointment, where a fixed-term 

arrangement would represent good practice.) Secondly, some of the members of the 

QA Committee are described in documentation as órepresentativesô of their 

respective professional bodies. Neither of these aspects of its functioning are 

satisfactory. 

 

5.5.8 CervicalCheck and the Screening Audit Process 

 

The screening audit process will be discussed in detail later in this report in Section 8 

but is also worthwhile to outline some aspects of the process in more detail in this 

section. 

 

As noted in above, the first documented discussion in respect of the screening audit 

process was in the minutes of the QA Committee meeting of January 2009, which 

stated that the then-head of CervicalCheck presented a draft flowchart for cancer 

audit to the meeting. The minutes of the March 2009 meeting note that the cancer 

audit process was presented and agreed. Later in the same meeting, the 

development of standards, guidelines, and quality assurance protocols for the cancer 

audit were touched upon. In May 2009, according to the minutes of the meeting, the 

QA Committee was informed that the cancer audit process had been developed and 

could now be implemented. According to the minutes, the Committee óagreed that 

implementation is a management function and therefore this action item can be 

closed for the QA Committeeô. 

 

Key aspects of the cancer audit process that took place from 2010 include the 

following: 

 

 

Figure 5.5-b: Timeline of Beginning of Screening Audit Process in CervicalCheck 

 

In 2012, the Standard Operating Procedure (SOP) was reviewed and revised. This 

was referred to as óClinical audit process for incident cases of invasive cervical 
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cancerô. Minutes of the CEMT note that legal advice was obtained in relation to the 

process. Ties with the HSE Quality and Patient Safety Directorate were established 

in early 2013 in cases where it would be necessary to notify the Quality and Patient 

Safety Directorate and the hospital Risk Manager. The cancer audit process 

continued into 2013 and 2014, with regular monitoring and refinement; updates were 

discussed in meetings of the CEMT.  

 

In August 2015, an external cytopathologist met with two members of the CEMT to 

discuss the external cytology reviews for the cancer audit process carried out to date. 

A presentation was given to the CEMT regarding the cancer audit process in 

September 2015. 

 

5.5.9 Proposed Establishment of a Governance Group within NSS/CervicalCheck  

 

In 2014 there were some signs that governance within the screening service might 

be an issue. In February 2014, it was noted at a meeting of the CEMT that the HSE 

National Director, Health and Wellbeing (to whom CervicalCheck now reported), had 

requested that a governance group be created for screening (i.e. all programmes, 

including CervicalCheck). However, at the following meeting, with only three 

members of the CEMT in attendance, the minutes noted that it was agreed, in 

relation to the screening governance group, that óThere has been no further 

consideration of this. It can be removed as an action, and can be revisited if 

necessary in the futureô. 

 

The Scoping Inquiry has no documentary evidence to suggest any further action and 

has not had the opportunity to make further enquiry of all the individuals who might 

have information in this regard. 

 

5.6 External Governance of CervicalCheck 

 

5.6.1 Overview 

 

An earlier section of this report considered governance issues within CervicalCheck 

as an organisation. This section examines briefly the governance and oversight of 

CervicalCheck within the wider structures of the HSE and Department of Health. 

 

5.6.2 CervicalCheck within the HSE Governance System 

 

The positioning and operation of the NSS within the HSE, and within the Health and 

Wellbeing Directorate, has not been without difficulty. The view was expressed to the 

Scoping Inquiry by some working within NSS, that screening was downgraded after 

being absorbed into the HSE and that they felt they had little influence within the HSE 

as a whole. It is clear that relegating the screening services from being a separate 

public body dedicated to cancer screening, to being a small component lower down 

the organisational structures in a body as large and complex as the HSE was 

significant for the staff and governance. 
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5.6.3 The National Screening Service and the Health and Wellbeing Directorate 

 

CervicalCheck is one of four screening services that together comprise the National 

Screening Service (NSS). The organisation dropped the word óCancerô from its title 

after the initiation of a diabetic retina screening programme. The service has, until 

recent months, been part of the Health and Wellbeing Directorate. Its positioning 

there was regarded as appropriate, given that screening is a public health 

programme and therefore it should sit within the broader prevention sphere. As noted 

above, the National Screening Service had a Head of Screening who reported to the 

Health and Wellbeing National Director, and a Head of Operations, to whom the 

CervicalCheck Programme Director reports. Both the Head of Screening and Head of 

Operations of the NSS attended the CervicalCheck Executive Management Team 

meetings. 

 

5.6.4 External Report on NSS 

 

It appears that there was an appreciation at the top of the HSE that all was not well. 

In early 2017 a report was published by an external consultancy company that been 

engaged by the Director General of the HSE to review the ófunctionality and 

governanceô of the NSS.14 The authors of the report approached the task by, in their 

own words, focusing on ótaking the temperatureô in relation to governance and 

functionality within the NSS. This qualitative review was based mainly on interviews 

with NSS staff. 

 

Amongst other findings the report noted that: 

 

éthere continues to be a somewhat negative relationship and clear 

disconnect described by the programs between themselves and the HSE 

chain of command. Issues of isolation, suspicion, lack of trust or support 

and poor or non-existent communication were cited. 

 

The authors of the report also noted that there was órelatively low integrationô across 

the four programmes, with divided opinions as to whether they were four separate 

organisations or one collective enterprise. 

 

The report made a series of eight recommendations. These included:  

¶ Enhancement of the NSS leadership structure,  

¶ Development of a strategic plan,  

¶ Better cross programme working,  

¶ Externalising the QA process,  

¶ Increasing lay involvement;  

¶ Transferring the NSS to operational health service delivery.  

                                                
14

  Prospectus. High level review of the overall functionality and governance of the HSE National Screening Service. 

2017. 
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The Scoping Inquiry did not perceive, from the information available to it, any visible 

signs of these recommendations being implemented except, arguably, the move of 

NSS into the NCCP in early 2018. 

 

5.6.5 Risk 

 

A key weakness in the governance structures within the HSE in relation to 

CervicalCheck and the NSS is how risks are identified, communicated, and 

managed, and in particular the processes by which serious risks can be 

communicated to the appropriate senior HSE management levels, and, if necessary, 

to the Department of Health. 

 

In its 2010 Annual Report the HSE listed four initiatives that it stated could improve 

the safety and quality of health services in Ireland. One of these was: 

 

A system of risk registers has been established. Risk registers allow an 

organisation, or unit within an organisation, to identify risks (including risks 

to patients) and to strengthen its efforts to reduce these risks.15 

 

A risk assessment conducted during spring 2012 placed ófalse negativeô screening 

outcomes at 18th on a list of the 28 most severe risks to CervicalCheck. The 

programme placed emphasis on potential risk events which could prevent the 

programme from achieving its performance objectives (such as the screening 

attendance rate dropping below an acceptable threshold), but the risk of women 

being harmed by systemic failures does not appear, from the information that the 

Scoping Inquiry has seen, to have been given due consideration. 

 

The HSE considers risk a óline management issueô, which means that it is assumed 

that risks and issues are managed locally, until they are communicated to 

appropriate individuals; perhaps with a request for resources to deal with them.  

 

Prior to the dissolution of the HSE Board in July 2013 (discussed below), the HSE 

had a Risk Committee with considerable potential influence, as it had both an 

independent chair reporting to the Board and four members of the main Board of the 

HSE. Even though the HSE Board structure disappeared in July 2013, the Risk 

Committee had already met on four occasions. 

 

A Risk Committee with an independent chair, comprising four Board 

members, one independent member and three members of HSE senior 

management was in place until the dissolution of the Board in July 2013. 

This Committee met on four occasions in 2013. The Chairman of the Risk 

Committee was not a member of the HSE Board but reported to the Board 

on all significant issues considered by the Committee.16  

 

                                                
15

  HSE. Annual Report and Financial Statements 2010. p19. 

16
  HSE. Annual Report and Financial Statements 2013. p79. 



Scoping Inquiry into the CervicalCheck Screening Programme 

Final Report  35 

After the dissolution of the Board, and the introduction of the Directorate model 

(considered further in the following section) things changed.  

 

Following the enactment of the Health Service Executive (Governance) Act, 

2013, a Risk Committee was established, reporting to the Directorate. This 

Risk Committee has an independent chair and comprises a Director and 

four external members. The Risk Committee of the Directorate met on one 

occasion in 2013. 

 

The abolition of the HSE Board meant that its reconstituted Risk Committee no 

longer had a Board to which to report, or the external governance asset that the 

Boardôs membership from outside the organisation represented. Although the HSEôs 

reconvened Risk Committee continued to include external membership it lacked the 

influence that it previously possessed. As a Chair of the Committee told the Scoping 

Inquiry, óWe were tolerated rather than embracedô. The Committee was perceived to 

be particularly concerned with health and safety issues and non-healthcare risks, 

with clinical risk issues and patient safety being of lesser concern. 

 

In 2017, a new approach to risk reporting in the HSE was adopted, where pre-

defined categories of risk were identified (harm being one of these). Services were 

offered a fortnightly opportunity to notify risks to the divisional (Health and Wellbeing) 

risk register. The NSS did not at any stage opt to notify risks to this divisional 

register. According to documentation supplied to the Scoping Inquiry, it appears that 

the NSS was confident that risks were being adequately mitigated at local level. HSE 

management does not appear to have ensured that appropriate and consistent risk 

management processes were in place within the NSS, again suggesting a pattern of 

not following through on key governance processes. 

 

The reporting of risk within the NSS did mention some of the issues surrounding 

screening. For example, in the NSS Risk Register report for October 2017 there were 

five risks described. One of these, entered on the register in March 2017 and 

categorised correctly as óHarm to a Personô, read: 

 

Screening tests are a balance of sensitivity and specificity and therefore 

include both false negative and false positive results which could affect the 

screening outcome and treatment of a person who may or who may not 

have a disease. 

 

This is a statement of fact, but would appear to the Scoping Inquiry to be inadequate 

as a description of risk. Under the list of óExisting Controlsô for that risk is a direct 

reference to the CervicalCheck audit: 

 

Clinical Audit process established and embedded in CervicalCheck by 

December 2017. 

 

This is also difficult to understand, as the audit process commenced many years 

previously.  
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5.6.6 Governance of the HSE Itself 

 

As noted in the paragraph above, changes to the overall governance of the HSE 

itself had a significant impact. In March 2012 the Board of the HSE, which had 

consisted of external, non-executive Chair and Board members, was removed and 

replaced by a Board consisting of civil servants and HSE officials. This change from 

the accepted good practice of having independent Board members in an oversight 

role, and involved in a committee structure beneath the Board, was a major move 

away from the established norms of good governance of public bodies. It is difficult to 

see who, under this configuration, was representing the patient and public interest. 

 

In the case of civil servants appointed as Board members, it raises the question of 

whether they are acting in their civil service capacity, supporting Ministers to carry 

out Government policy, or are there to administer a major public body in the interests 

of the public it serves. This was further compounded by senior civil servants at times 

fulfilling two roles, one in a senior executive position in the Department of Health and 

the other within the top-level governance structure of the HSE. 

 

In 2013, legislation changed the nature of the governance of the HSE entirely, 

replacing the Board structure with a Directorate consisting of a Director General and 

no fewer than two, and no more than eight, Directors all of whom were HSE staff.17 

The Director General and Directors were all effectively appointed to the Directorate 

by the Minister for Health. It is recognised that this was a step along the intended 

path of abolition of the HSE, but the net effect was to remove external, independent 

input into the running of the HSE at its highest level.  

 

The 2018 proposals to restore a Board system to the HSE reflects the continued 

existence of the organisation, rather than its planned abolition, and also represents 

an opportunity to reflect the patient and public interest at the highest level of the 

countryôs health service. 

 

5.6.7 Department of Health Oversight 

 

Since the establishment of the NCSS in 2007, the Department has had varying levels 

of oversight. From its establishment until 2010, the NCSS was a State agency under 

the direct oversight of the Department. Once screening became part of the HSE, the 

level of direct oversight was reduced, but the Department maintained an ongoing 

working relationship with the screening service. 

 

From 2007 to 2010, the level of Departmental oversight was driven by the practice of 

normal Departmental oversight of a State body. This included regular engagement 

with the CEO and management team members. Following a governance issue 

regarding the Board of the NCSS not receiving the approval of the Minister as 

required by the establishment order (as set out in the Statutory Instrument), the 

                                                
17

  Health Service Executive (Governance) Act 2013. http://www.irishstatutebook.ie/eli/2013/act/23/enacted/en/pdf  

http://www.irishstatutebook.ie/eli/2013/act/23/enacted/en/pdf
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Department established a monthly meeting with NCSS management. These 

meetings focused on financial issues and the roll-out of the service.  

 

These meetings were not intended to discuss operational matters. The Department 

was informed of all significant issues, including the decision to tender for laboratory 

services in both 2008 and 2010. The Department was also informed of the outcome 

of the procurement process. 

 

Around this time, concerns were raised within the Department regarding the role and 

approach of the NCSS. These concerns ranged from a concern that the NCSS may 

have been inappropriately driving policy decisions, to the Board arguably 

overstepping its remit and entering into a lease agreement without the prior approval 

of the Minister.  

 

Following absorption into the HSE in 2010, the NCSS continued to meet with the 

Department on a monthly basis as part of the NCCP. These meetings, which were 

with the Cancer and Blood Policy Unit, focused on the NCCP as a whole and the 

NCSS was only one element in the discussions. Much of the discussion of cervical 

screening was in relation to the level of uptake.  

 

It should be noted that this regular and continuing engagement between senior 

Department of Health officials and the relevant officers of the HSE was unusual, but 

is seen to represent good practice in terms of working together to identify and solve 

issues. It would therefore have been an entirely suitable venue for the screening 

service to have initiated a fully informed discussion about the audit. That opportunity 

was missed. 

 

Following the now-NSS move to the Health and Wellbeing Directorate within the 

HSE, the NSS continued to attend the monthly meetings with the Department and 

NCCP. It was at one of these meetings in March 2016 that the screening audit 

process was first mentioned. The cancer audit was brought up under óany other 

businessô. Subsequent to this meeting, the first of the briefing notes relating to the 

audit process was provided to the Department.18  

 

In the period after the March 2016 meeting, the audit was referenced at a number of 

standing departmental meetings with the NCCP, the NSS, and the Health and 

Wellbeing Directorate. The meeting notes on the issue record that the 

communication process was ongoing. There were three further briefing notes 

provided to the Department during 2016. The final mention of the audit in 2016 was 

at the September meeting with the NSS and the NCCP. The Department welcomed 

the audit process as part of the learning and improvement of the service, but was not 

made aware of any concerns over deficiencies in the process.  

 

                                                
18

  This documentation is available at https://health.gov.ie/wp-content/uploads/2018/05/180515_CervicalCehck

_Departmental-2016-Documents.pdf 

https://health.gov.ie/wp-content/uploads/2018/05/180515_CervicalCehck_Departmental-2016-Documents.pdf
https://health.gov.ie/wp-content/uploads/2018/05/180515_CervicalCehck_Departmental-2016-Documents.pdf


Scoping Inquiry into the CervicalCheck Screening Programme 

Final Report  38 

The Department was not informed of any further issues with the audit until Friday 6th 

April 2018. This communication was in the context of informing the Department of a 

case that was scheduled for hearing on 19th April 2018. The case was due to 

commence mediation on the following Monday. This information prompted the 

Department to request further information from the NSS and subsequently brief the 

Minister. 

 

Based on the documents supplied by the Department, there is no indication that the 

Department was aware of the scale and potential impact of the issues in respect of 

the handling of disclosure in relation to the CervicalCheck audit process until April 

2018.  

 

It is apparent to the Scoping Inquiry that there is a serious gap in the arrangements 

for the proper governance of screening in general. There is a need for an expert body 

to support the Department of Health in the development of policy on both new and 

existing screening programmes. Such a body would reassure both Ministers and the 

public that Irelandôs screening programmes were evidence-based and that the 

policies being implemented were appropriate. 

 

5.6.8 Ministerial Oversight 

 

The regular engagement by the Minister with the HSE is at Director General level. 

This oversight is supported by Department Officials engaging with the various 

directors. When necessary, issues are brought to the attention of the Minister through 

both of these channels.  

 

The Scoping Inquiry has not seen any evidence that any issues with regard to 

CervicalCheck were brought to the attention of the Minister prior to April 2018, when 

the Department became aware for the first time that a case was scheduled for 

hearing on the 19th April.  

 

As noted previously, Department officials met regularly with the NCCP and the NSS. 

There was also engagement by officials in relation to parliamentary questions and 

ministerial representations. There were no indications in 2016 that the screening 

audit should be brought to the attention of the Minister. One draft set of meeting 

minutes from June 2016 did reference that briefing documents to be provided by 

CervicalCheck ócan be used to brief the Ministerô, but this reference does not appear 

in the final approved minutes. The Scoping Inquiry has seen no evidence to suggest 

that such a briefing for the Minister was ever prepared or took place. 

 

5.7 Communication between CervicalCheck, the HSE, and the Department 

 

As outlined above, on the basis of the information available to the Scoping Inquiry, 

there appears to have been a lack of clear governance and adequate reporting lines 

between CervicalCheck, the NSS, and the HSE management structures. This 

confusion complicated the reporting of issues and risks. The organisational distance 

of CervicalCheck from those responsible for the ultimate oversight of the programme 
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also impacted on the level of communication. It appears that the practice of 

CervicalCheck was to keep matters within the programme unless it was necessary to 

communicate with others. 

 

An example illustrating the communications between CervicalCheck and those to 

whom it reported concerns the briefing notes mentioned above, prepared in 2016 

regarding the screening audit process. 

 

After the commencement of the disclosure exercise in February 2016 CervicalCheck 

prepared a series of briefing notes, variously titled, but all referring to the screening 

audit and the disclosure of its findings. The purpose was to brief senior officials in the 

HSE and in the Department of Health about the screening programme, the 

retrospective audit of the cases of women known to CervicalCheck who had 

developed cervical cancer and the progress of the disclosure process.  

 

The six notes were dated: 

¶ February 2016 

¶ March 2016 

¶ April 2016 

¶ July 2016 (1) 

¶ July 2016 (2) 

¶ October 2016 

 

The second of the July notes was longer, contained more detail, and was the one 

used for onward transmission to the Department. The notes, in various amounts of 

detail, outline the nature and limitations of the cervical screening programme, the 

scope and size of the audit process and the risks associated with following the 

process of open disclosure of the results of the audit.  

 

The note from March 2016 states: 

 

At this time the process is approaching the stage of communicating 

individual case reports arising from the clinical audit with the clinicians 

looking after individual women diagnosed with cervical cancer. 

 

This was corrected in the July 2016 notes to accurately state that the communication 

to the treating clinicians had started in February. 

 

In February 2016, the programme commenced the formal step of 

communicating cytology review findings arising from the clinical audit to the 

treating clinicians 

 

There is a phrase used in the March 2016 note which does, in a very minor way, 

indicate that whilst the results of the individual review of slides will be provided to the 

clinicians, the results may not necessarily be onwardly disclosed to the women.  
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éthe risk of an individual reacting to the content if/when shared by their 

attending clinician. 

 

The March 2016 note also strikes a reassuring tone in relation to the overall quality of 

the programme. 

 

Most importantly during the conduct of the clinical audit to date no 

systematic quality problem of concern has been identified. 

 

The notes mention the legal objections raised by one of the laboratory companies to 

the disclosure to women of the results of the review of slides. But it is clear that 

CervicalCheck, with legal advice, were maintaining that the principle of disclosure, in 

keeping with the HSE policy, was correct. As noted in the July briefing notes, 

CervicalCheck advised that the matter was resolved satisfactorily with the laboratory 

concerned. Although it temporarily halted the dispatch of letters to treating clinicians, 

it appears to the Scoping Inquiry to have had no other significant effect. 

 

Overall, it appears to the Scoping Inquiry that the tone of the notes, while pointing out 

the nature of the audit and the risks associated with disclosure, are reassuring, in 

that they seem, to the Scoping Inquiry, to convey the picture of a screening 

programme which is dealing with difficult issues and managing them appropriately. 

The notes do not propose any matters for decision or request action from other 

parties. 

 

The notes are, as they are titled, óbriefing notesô, and clearly designed to inform 

rather than seek agreement or action on behalf of other parties. It was, in the view of 

the Scoping Inquiry, entirely appropriate to share them with officials in the 

Department with whom they had regular and constructive contact via a series of 

meetings. According to the information available to the Scoping Inquiry, the 

Department was in receipt of four of the notes, starting with the March 2016 version, 

and the Director General of the HSE was in receipt of three of the notes. 

 

The subsequent issues confronting CervicalCheck arose from the way in which the 

disclosure to women happened, or rather, in the substantial majority of cases, did not 

happen. There was nothing in the briefing notes that would have indicated the major 

issues on non-disclosure that ensued or would reasonably have prompted any 

intervention on that issue from either the top of HSE or from the Department. The 

Scoping Inquiry notes that there were no subsequent briefing notes about the 

differences of opinion the majority of the colposcopists had with CervicalCheck on 

the issue of non-disclosure. Indeed, the final note, dated October 2016, which was 

passed to the Department, concludes with the reassuring sentence, 

 

The communication with stakeholders and patients is being appropriately 

managed at this time. 
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The full text of the notes sent to the Department and the emails and agendas with 

which they were associated, is in the public domain.19 

 

On the basis of the information that has been available, the Scoping Inquiry believes 

that it would be unreasonable to expect senior management in the HSE and, even 

more so, Departmental officials, to have intervened on foot of the briefing notes. The 

subsequent problems were significantly associated with the failure to disclose, and it 

would have been difficult to predict this given the reassurance with which they were 

provided. 

 

5.8 Recommendations 

4) The Minister for Health should consider seriously the appointment of two patient 

advocates to the proposed new Board for the HSE. 

5) A National Screening Committee should be constituted to advise the Department 

of Health and the Minister on all new proposals for screening and revisions to 

current programmes.20 

6) The NSS, whatever its location within the HSE, should be able to access senior 

levels of the organisation and be located close to strategically and logically linked 

services. 

7) A far greater component of professional and public health expertise should be 

deployed across the screening services, not as external advisors but with 

significant roles within the screening programmes.  

8) The implementation of new governance arrangements for the HSE should include 

a substantial revision to the organisational approach to risk management and its 

reporting. 

 

 

 

  

                                                
19

  This documentation is available at https://health.gov.ie/wp-content/uploads/2018/05/180515_CervicalCehck

_Departmental-2016-Documents.pdf  
20

  A draft specification for such a committee has been drafted by the Scoping Inquiry and is attached at Appendix 4. 

https://health.gov.ie/wp-content/uploads/2018/05/180515_CervicalCehck_Departmental-2016-Documents.pdf
https://health.gov.ie/wp-content/uploads/2018/05/180515_CervicalCehck_Departmental-2016-Documents.pdf
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6 CervicalCheck ï Laboratory Services 
 

6.1 Introduction 

 

The functioning of an effective cervical screening service depends on the availability 

of cytology laboratory facilities to test samples taken as part of the CervicalCheck 

process. Since the inception of the CervicalCheck programme, a number of 

laboratory companies have been engaged to undertake the testing of samples: 

¶ Quest Diagnostics, Inc., of Trenton, New Jersey, USA; 

¶ Laboratories owned by Sonic Healthcare, a global healthcare company whose 

headquarters are in Sydney, Australia, and which includes: 

¶ Clinical Pathology Laboratories (CPL) of Austin, Texas, USA; 

¶ MedLab Pathology Ltd (MLP) of Sandyford, Dublin, Ireland; 

¶ The Doctors Laboratory (TDL) of London, UK; 

¶ Coombe Women & Infants University Hospital, Dublin. 

 

(As reported in Section 6.8.4 below, the Scoping Inquiry identified a further five 

laboratories in the US which had been used by Sonic Healthcare as part of the 

CervicalCheck contract held by CPL between 2010 and 2013.) 

 

6.2 Timeline for CervicalCheck Laboratory Services 

 

The timeline showing each companyôs involvement in the CervicalCheck programme 

is presented below: 

 

Figure 6.2-a: Timeline of Laboratory Service Provider Contracts with CervicalCheck 

Quest Diagnostics 

Inc.

The Coombe 

Women & Infants 

University Hospital 

Hospital

Sonic Healthcare

2008 2009 2013201220112010 2017201620152014 2018

Quest , Trenton, New Jersey, USA

CWIUH,Dublin

CPL,Austin, Texas

MedLab,Dublin

The Doctors'Laboratory, London
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6.3 CervicalCheck Testing Volumes 

 

Over the lifetime of the CervicalCheck programme, the number of samples provided 

by women participating in the programme is 3,134,326. 

 

Notably, CervicalCheck has not been able to provide this number broken down in 

detail by laboratory for the entirety of the programme. The percentages are very 

approximately apportioned:  

¶ Quest Diagnostics - 45%  

¶ Sonic Healthcare - 45%  

¶ Coombe Women & Infants University Hospital - 10%  

 

The number of samples reported on by MLP and Quest Diagnostics are summarised 

below: 

 

Year MLP Quest 
Total 

(MLP + Quest) 

2008  25,279 25,279 

2009  156,243 156,243 

2010  177,024 177,024 

2011  169,942 169,942 

2012 113,799 171,106 284,905 

2013 173,163 188,044 361,207 

2014 128,169 138,287 266,456 

2015 126,262 133,876 260,138 

2016 124,382 132,075 256,457 

2017 131,753 132,630 264,383 

 

6.4 CervicalCheck Laboratory Processes 

 

Typically, the processes employed by the laboratories in CervicalCheck work involve 

a series of sequential steps. Boxes of samples are received and opened by the 

laboratories in a designated reception area, and various administrative tasks are 

undertaken, including accessioning (the formal receipt and logging of specimens for 

laboratory testing). A series of scientific processes then applies within the laboratory, 

and samples are screened and checked by cytotechnologists or medical scientists. 

Reports are prepared and slides are filed and stored within an archive. 

 

For the US laboratories involved in CervicalCheck testing, US customs and 

transportation security procedures apply when the boxes of samples arrive in the US, 

and it will generally take no more than 24 or 48 hours for the samples to clear 

customs and security, but occasionally there are longer delays. 

 

Although the specific processes employed in each laboratory differ slightly, the 

diagram overleaf shows the sequence of tasks involved at the MLP facility at 
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Sandyford in Dublin, which is illustrative of the typical steps in the processing of 

cervical tests. Section 6.8 describes some of the specific processes employed at 

each of the laboratories which members of the Scoping Inquiry team visited during 

the course of this review. 

  

Figure 6.4-a: Sequence of Tasks Involved at MLP (Sandyford, Dublin) 
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6.5 Procurement History 

 

Section 7 of this report sets out a detailed description of the procurement history, 

along with assessment and analysis of the procurement competitions run and 

contracts awarded by CervicalCheck. 

 

6.6 Contracts 

 

The historical and existing contracts are summarised in the table below. 

 

Year Quest Diagnostics 
Sonic Healthcare (or 

subsidiaries) 
Coombe Women & 

Infants Hospital 

2008 
Two-year Contract #1 
(with two-year extension 
option) 

  

2009   

Subcontract from Quest 
Diagnostics for the 
purposes of cytologist 
training in CWIUH 

2010  Contract #1 extended  
Two-year Contract #1 
(with two-year extension 
option)  

Memorandum of 
Understanding between 
the NSS and CWIUH for 
the provision of cytology 
services through 
cytologist training. 

2012  

Multi-vendor framework 
contract  
Two-year contract #2 
(with optional two-year 
extension)  

Multi-vendor framework 
contract  
New two-year contract #2 
(with optional two-year 
extension)  

 

2014  Contract #2 extended  Contract #2 extended   

2016  
Contract #2 extended (for 
the second time)  

Contract #2 extended (for 
the second time)  

 

2017  

Contract #2 extended 
(again) past its duration 
pending new competition 
in 2018  

Contract #2 extended 
(again) past its duration 
pending new competition 
in 2018  

 

 

6.7 Service Providers 

 

6.7.1 Overview 

 

Members of the Scoping Inquiry team visited all of the laboratories contracted to 

provide cytology screening services to CervicalCheck during the course of the 

review. The following paragraphs provide a brief description of the laboratories in 

question, drawn from a combination of published material and information obtained 

during the Scoping Inquiryôs engagement with the laboratories, and Section 6.8 

describes and discuss the quality arrangements in place within each. Section 6.9 
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presents an analysis of the laboratory services, following which a series of 

recommendations is presented in Section 6.12. 

 

6.7.2 Quest Diagnostics, Inc.  

 

Quest Diagnostics Incorporated, based in Secaucus, New Jersey, describes itself as 

óthe world's leading provider of diagnostic information servicesô. Quest Diagnostics 

was incorporated in Delaware in 1990; its predecessor companies date back to 1967.  

 

Quest runs laboratories, patient service centres, offices and other facilities around 

the United States and in selected locations outside the US, including Puerto Rico, 

Mexico, India and Ireland. 

Key features of the business include:21 

¶ It employs around 20,000 phlebotomists, paramedics, nurses and other health 

and wellness professionals, mainly in the US; 

¶ In 2017, Quest processed approximately 164 million test requisitions across its 

operating locations; 

¶ Quest generated net revenues of $7.7 billion in 2017.  

 

With specific regard to CervicalCheck, Quest operates a facility near Dublin airport in 

which samples are received and accessioning takes place. These samples are then 

flown from Dublin to John F. Kennedy International Airport in New York, and ï having 

cleared US customs and security ï are transported by road to the Quest laboratory in 

Teterboro, New Jersey, where the screening is performed. 

 

6.7.3 Subsidiary Companies of Sonic Healthcare 

 

Sonic Healthcare describes itself as óa global healthcare company with a reputation 

for excellence in laboratory medicine/pathology, radiology/diagnostic imaging and 

primary care medical servicesô. 

 

Headquartered in Sydney, Australia, there are companies operating in Australia, the 

US, Germany, Switzerland, the United Kingdom, Belgium, Ireland and New Zealand.  

 

In discussions with members of the Scoping Inquiry team, senior representatives of 

companies within Sonic Healthcare referred to it as a ófederated groupô, with each 

firm having operational autonomy. The Sonic 2017 Annual Report states: 

 

Sonicôs operations are structured as a ófederationô, with individual 

subsidiaries or geographical divisions working in a synergistic network to 

achieve best practice outcomes in terms of service and business 

excellence. The structure reinforces the identity and management 

autonomy of each local operation. Each operation has its own CEO or 

                                                
21

  Source: Quest Diagnostics Inc. 2017 Annual Report on Form 10-K 
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President and management team. When Sonic acquires businesses, they 

generally maintain their management autonomy, brand, and consequently 

their local óflavourô. 

 

The companies employ around 34,000 people, and in the full year ending 30th June 

2018 it reported a statutory net profit of A$476 million (equivalent to ú300m), on 

revenues of A$5.54 billion (ú3.49bn). 

 

Within the US, the laboratory businesses include a range of subsidiary companies 

which typically cover a specific territory or functional/scientific field. According to the 

website, there are 12 companies servicing the US, across multiple locations 22. 
 

With specific regard to CervicalCheck, the companies which have been contracted to 

conduct testing of Irish samples are the following: 

¶ Clinical Pathology Laboratories of Austin, Texas, USA; 

¶ MedLab Pathology Ltd (MLP) of Sandyford, Dublin, Ireland; 

¶ The Doctors Laboratory (TDL) of London, UK. 

 

In 2016, TDL commenced what has been described as óa progressive partnershipô 

with Royal Free London NHS Foundation Trust (the Royal Free London) and 

University College London Hospitals NHS Foundation Trust (UCLH) to establish 

Health Services Laboratory (HSL). The new laboratory, which is jointly-owned by 

Sonic Healthcare and its NHS partners, has been established to provide medically-

led diagnostics, innovation, value and long-term investment in healthcare, and serves 

a predominantly NHS client base. 

 

6.7.4 Coombe Women & Infants University Hospital, Dublin 

 

The Coombe Women & Infants University Hospital (CWIUH) is a voluntary sector 

hospital which has charitable status. It is a university teaching hospital affiliated with 

Trinity College Dublin. 

 

The Hospital hosts the Cellular and Molecular Cytopathology Training School, which 

offers training to biomedical scientists, pathologists in training, and colposcopy staff. 

The training is focused on the current needs of CervicalCheck and also on changing 

needs in the future, with a particular emphasis on preparing a workforce for the 

introduction of molecular techniques into cervical screening.  

 

In order to ensure that the expertise required for cytology training is maintained, 

CWIUH is working to a memorandum of understanding to deliver a minimum of 

25,000 and a maximum of 35,000 cervical cytology reports annually to 

CervicalCheck.  

 

                                                
22

  Source: https://www.sonichealthcare.com/services/laboratory-medicine-pathology/usa/  

https://www.sonichealthcare.com/services/laboratory-medicine-pathology/usa/
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The laboratory is also very research-focused with extensive grant funding for world 

leading research in the field of molecular pathology. There is an outstanding record 

of publication and postgraduate study. 

 

The cervical cytology and HPV service is embedded within a department which also 

processes and reports histology specimens and there is a close clinical working 

relationship with colposcopy, which is also on site.  

 

6.8 Quality 

 

6.8.1 How Laboratory Quality can be Assured 

 

Quality assurance of laboratories and indeed other parts of a cervical screening 

programme is a well-established process. Key aspects are: 

¶ Detailed specification of the standards of service which are to be provided; 

¶ These standards will include both process and outcome; 

¶ The provider must be compared to standards for process and outcome; 

¶ Methods of doing this include: 

¶ Self-declaration; 

¶ Analysis of outcomes by means of standardised data returns, and internal 

analysis of data for quality monitoring purposes; 

¶ Inspection via a visit to the premises and assessing performance by 

comparing to process and outcome standards (QA Visit); 

¶ Audit. 

¶ Follow up of interventions taken as a result of any quality issues identified, and 

documentation of responses and progress towards resolution. 

 

Analysis of screening performance through data is a key activity for a screening 

programme. It provides an evidential basis for the quality assurance of the 

programme. In cervical screening, the key indicators informed by data are: 

¶ Capacity: Which indicates simply the volume of samples processed and the 

turnaround times for processing. 

¶ Specificity: Specificity is linked to the validity of a laboratoryôs screening results. 

It is indicated by comparison between the cytology outcome and subsequent 

clinical biopsy and proven disease. (In simple terms: if a positive screening 

result is confirmed by a diagnosis.) This is important to avoid overtreatment, but 

can be complicated by variations in histology and colposcopy practice. 

¶ Sensitivity: Sensitivity is the key metric, as it determines how likely screening 

is to detect abnormalities. It can be measured in a number of ways: 

¶ Individual screener sensitivity ï comparing the initial screen result with a 

second screen within the laboratory. 
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¶ Measurement of the detection rate for abnormalities (especially high grade 

abnormalities) by a member of staff and by the laboratory as a whole. 

 

Sensitivity metrics are finely contextualised, as the true rate of abnormalities in a 

screened population will vary according to a range of factors including age, 

socioeconomic status, smoking status, ethnicity, how well-screened the population is, 

and use of HPV testing or vaccination. Women already known to have an 

abnormality have a much greater likelihood of having an abnormal result. 

 

Robust procedures and agreements are required to be in place and must be in line 

with international effective practice norms.  

 

Quality assurance mechanisms are not designed to ensure a particular cancer 

detection rate, but they are concerned with the quality of the laboratory processes. 

Reliability and validity underpinned by sound processes and evidenced by data is the 

cornerstone of a modern standardised and predictable process. 

 

The material presented in the following paragraphs sets out the observations and 

assessment of the Scoping Inquiry, following site visits to each of the laboratories 

engaged by CervicalCheck and analysis of documentation made available to the 

Scoping Inquiry. 

 

6.8.2 Quest Diagnostics, Inc. 

 

Liquid-Based Cytology (LBC) vials are collected from the sample taker and 

transported to a Quest-owned facility located near Dublin Airport. Samples are 

accessioned on the Quest laboratory information system (LIS). The request form is 

sent with the vial and scanned and stored. 

 

The workload has typically averaged about 500 samples per day, but this has been 

very variable.  

 

In recent weeks, the volume of samples coming to Quest has seen marked 

increases, and on the day before the Scoping Inquiryôs visit (in late July 2018) Quest 

had received 1,400 cases. The indication from Quest was that they would be unable 

to cope with this workload for a sustained period, and were hoping that it reduces as 

anticipated in the summer.  

 

Sometimes, there can be delays when samples get delayed at US customs or 

security. It is Questôs aspiration to report all samples within 48 hours, but this is 

currently not possible.  

 

The entire pathway is delivered at the Quest facility at Teterboro NJ. For 

approximately two years from the start of the contract in 2008, a Quest laboratory in 

Wood Dale, Illinois, was used. The Scoping Inquiry is satisfied that there is no current 

outsourcing of any Irish work, including back-office functions, administration, finance, 
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or other functions. All staff employed by Quest at the Teterboro laboratory, both 

pathologists and cytotechnologists, hold substantive positions within the company. 

 

Questôs Teterboro laboratory is a large cytology provider and the CervicalCheck work 

represents a minority of the samples reported at that location. Workflows are well 

separated between CervicalCheck work and that for other clients.  

 

Individual slides are prepared for each vial received by etching the number onto 

glass. It is reported that occasionally this stage picks up labelling issues: this is a 

double check for matching already done in Ireland and at specimen reception. 

 

LBC preparation (ThinPrep) is undertaken with banks of 

T2000s (illustrated left: an automated slide preparation system, 

for use with the ThinPrep pap test). Each operator runs three 

platforms. Strict rules have been put in place to ensure an 

intact chain of custody. Quest stated that they had not had a 

custody error / mismatch ófor yearsô. 

 

All samples are prepared in accordance with the ThinPrep 

Imaging System (TIS) which requires specified slides and 

staining protocols. The TIS automatically scans every cell and 

cell cluster, highlighting areas of interest for human analysis. 

The system marks the 22 fields of view (FOV) most likely to be 

abnormal (referred to as ó22FOVô) for manual interpretation. 

(The Hologic ThinPrep Imaging System is shown on the right 

as an illustration of the type of equipment used by Quest.) 

 

HPV testing, when required, is performed using the Hologic Aptima system ï this is 

the only stage where workstreams are done together, but separate numbering 

ensures no confusion. The Tigris (a large automated HPV testing platform) is 

networked into the LIS, with direct upload of HPV results. 

 

Irish slides are only HPV-tested according to protocol, which is currently triage of 

ASCUS and LSIL samples, and for test of cure.  

 

Screeners work in a comfortable office in personal cubicles. Many are decorated with 

certificates and awards, personal photos, etc. Each has a microscope and computer 

with access to multiple databases to check history for Irish slides. 

 

A full manual screen is undertaken as the first screen. Results are entered by the 

cytotechnologist. 

 

The second screen is image assisted, using the TIS. If this is negative, no second 

manual screen is undertaken. If the 22FOV gives cause for concern, a full manual 

screen is undertaken. 
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Some high-risk samples are taken out for full rescreen, regardless of 22FOV ï these 

are defined from the screening history ï i.e. symptomatic, abnormal cervix, or a 

previous abnormal finding. 

 

The referral rate to a pathologist for further review was stated by Quest to be in the 

region of 15%. 

 

Quest believes that about 50% of ASCUS23 findings are HPV+ but this is not a 

monitored data item for the Irish work ï the figure is based on their whole workload, 

which includes a significant amount of co-testing. 

 

Most of the Quest staff are trained for working on the CervicalCheck contract to Irish 

specifications, but only do either Irish or non-Irish work each day. CervicalCheck 

work represents about 20% of the total workload of the Quest laboratory in 

Teterboro. Different rules apply for specimens from New York and other states, and 

for Ireland, in terms of maximum number of cases to be handled per day by each 

screener. Careful record keeping of the workload is maintained to ensure 

compliance. 

 

Many of the staff at the Quest laboratory in Teterboro have been employed there for 

a long time. During the site visit, introductions were made to a large number of staff 

with more than 25 yearsô experience, including one individual with over 40 yearsô 

service (in specimen reception). Many staff indicated that Quest was a good place to 

work. There was evidence of good engagement between management and staff, 

good internal communications, and support for training and staff development. The 

Scoping Inquiry was advised that there were some vacant cytotechnologist posts.  

 

Quest undergoes CAP (College of American Pathologists) accreditation every two 

years, and the Teterboro laboratory usually passes with very few non-conformities. 

However, CAP accreditation achieved by Quest (and by CPL) is not the same as the 

ISO standard required under the CervicalCheck contract: this is a matter which is 

assessed in more detail in Section 6.8.5 below. 

 

Quest Diagnosticsô approach to data collection and analysis appears very thorough. 

Staff were able to share and discuss standardised data used in their US practice and 

their mandatory quarterly returns to Ireland. Annual data on reporting rates are 

collated by the laboratory itself as CervicalCheck does not share or provide data on 

this. Benchmarking is therefore a significant challenge as Quest does not have an 

expected abnormality rate for the Irish population; so it is required to benchmark itself 

against its own historical data and results for other workstreams (despite knowing 

that the actual rates are likely to be different).  

 

                                                
23

 ASCUS is defined as óA finding of abnormal cells in the tissue that lines the outer part of the cervix. ASCUS is the 

most common abnormal finding in a Pap test. It may be a sign of infection with certain types of human papillomavirus 

(HPV). It may also be a sign of a benign (not cancer) growth, such as a cyst or polyp or, in menopausal women, of 

low hormone levels. More testing, such as an HPV test, may be needed. Also called ASC-US and atypical squamous 

cells of undetermined significance.ô (Source: US National Cancer Institute. www.cancer.gov) 

http://www.cancer.gov/
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In the most recent return (Q2 2018) there are some points of interest to support this. 

¶ Screener sensitivities are mostly low to mid 90s across all results. On high-

grade abnormalities, no screener in Quest on this return scored less than 95%, 

but there are relatively few 100% scores. This is as expected for a good 

laboratory and shows that the second screen is working well as a quality 

monitoring tool. 

¶ Quest has demonstrated a supportive approach to screeners who miss targets 

and a robust policy for management is in place. 

 

6.8.3 Clinical Pathology Laboratories (CPL), Austin TX 

 

The CPL laboratory in Austin, Texas, received cervical cytology samples from Ireland 

for a period from 2010 to 2013. This was part of an agreement between the 

CervicalCheck programme, MLP, and CPL to deliver the service from Austin, while 

capacity was being developed and accreditation was being gained in MLP in Dublin. 

Around 300,000 samples in total were reported by CPL during this period. 

 

The laboratory in Austin is a large facility, and during the site visit made by members 

of the Scoping Inquiry team there was much evidence of major investment in 

equipment and technology within the laboratory. It currently employs around 35 

cytotechnologists and 10 pathologists in-house to support cervical cytology.  

 

The laboratory is accredited by the College of American Pathologists (CAP) which 

administers a certification program that meets or exceeds the standards specified in 

the Clinical Laboratory Improvement Amendments (CLIA)24. CAP accreditation is 

biannual with mandatory self-inspection in intervening years. CLIA inspectors may 

inspect the laboratory at any time to verify accreditation or respond to concerns. CPL 

was inspected and accredited by CAP in May 2018. The laboratory requested a 

reinspection in the light of adverse CervicalCheck press reports; this inspection was 

conducted in June 2018, which resulted in no deficiencies and reaffirmed 

certification. In addition, inspectors from US Centers for Medicare and Medicaid 

Services (CMS), acting under CLIA authority, inspected the laboratory in May 2018 

with 5 cytotechnologists and 1 cytopathologist. They identified 99.5% diagnostic 

accuracy in 1,387 cases selected for random and focused review. 

 

The Scoping Inquiry team was shown around this modern laboratory, fully equipped 

for HPV testing and using the TIS imager, but it is important to note that a significant 

proportion of the Irish work was not undertaken in Austin. CPL has confirmed that 

with regard to its CervicalCheck work, ótwo-thirds of the screeners worked out of the 

                                                
24

  Clinical Laboratory Improvement Amendments (CLIA) of 1988 are United States federal regulatory standards that 

apply to all clinical laboratory testing performed on humans in the United States, except clinical trials and basic 

research. Three federal agencies are responsible for CLIA: The Food and Drug Administration (FDA), Center for 

Medicaid Services (CMS) and the Center for Disease Control (CDC). Each agency has a unique role in assuring 

quality laboratory testing. See: https://www.fda.gov/medicaldevices/deviceregulationandguidance/ivdregulatory

assistance/ucm124105.htm  

https://www.fda.gov/medicaldevices/deviceregulationandguidance/ivdregulatory‌assistance/ucm124105.htm
https://www.fda.gov/medicaldevices/deviceregulationandguidance/ivdregulatory‌assistance/ucm124105.htm
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CPL Austin laboratoryô. 25 However, this was not communicated to the Scoping 

Inquiry during this visit and it is notable that no data to quantify the amount of work 

undertaken elsewhere has been submitted. 

 

In order to increase capacity sufficiently to undertake the Irish workload, CPL 

recruited staff to its pre-existing histology and cytopathology laboratory in San 

Antonio, Texas as well as to its main laboratory in Austin. (San Antonio is around 80 

miles distant from Austin, and around two hours away by road.) The San Antonio site 

was staffed with a full-time supervisor and employed cytotechnologists who qualified 

as CLIA supervisors. Cases that met criteria for pathologist review were evaluated by 

San Antonio-based members of the pathology practice. All quality and productivity 

metrics were aggregated and managed through the CPL Austin laboratory site. 

 

Sonic has advised the Scoping Inquiry26 that the staff additions at the San Antonio 

laboratory were óto access the large medical and military community thereô, although 

it was on a very much smaller scale than the main laboratory in Austin. In that 

context, the Scoping Inquiry understands that San Antonio is a national centre for 

cytology within the US military ï the Scoping Inquiry understands this to be Brooke 

Army Medical Center, which is óthe largest and most robust military healthcare 

organization within the Department of Defenseô, employing over 8,500 personnel.27 

The University of Texas Health Science Center at San Antonio is also a major 

training location for cytologists. 

 

The San Antonio site continued in operation until 2012 when the facility was 

incorporated into the hospital system for which the laboratory was originally 

established. All staff members were offered transfer, and the supervisor and four 

cytotechnologists were absorbed into the CPL Austin Main laboratory. The San 

Antonio facility was certified by CLIA. 

 

It would appear, therefore, that a significant part of the Irish CervicalCheck work was 

undertaken by laboratory staff whose main employment was elsewhere in a training 

role, or in another role with little screening workload. This enabled them to undertake 

part time screening without breaching the CervicalCheck limit of six hours screening 

per day, or the CLIA limit of 100 slides per day.  

 

The lead pathologist for the service is still in post within CPL, and has contributed 

recently to the audit of cervical cancer cases, but did not do so at the time. He was 

mainly responsible for the Multi-Disciplinary Team meetings, which he felt worked 

very well. 

 

The CPL staff met during the site visit feel strongly that the service provided is of a 

very high quality and that it is a strength of their organisation; they are proud of it and 

                                                
25

  Source: email from Sonic Healthcare to the Scoping Inquiry dated 3rd September 2018 

26
  Source: email from Sonic Healthcare to the Scoping Inquiry dated 3rd September 2018 

27
  Source: https://www.bamc.amedd.army.mil/bamc-facts.asp  

https://www.bamc.amedd.army.mil/bamc-facts.asp
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distressed by the adverse publicity. They did express the view that communication 

with the CervicalCheck programme in both directions could have been better. 

 

6.8.4 Involvement of Other Sonic Healthcare Subsidiary Laboratories  

 

Given that the CervicalCheck contract awarded to Sonic in 2010 only stipulated 

Austin as the cytology testing location, the Scoping Inquiry was surprised to learn in 

response to questions during the site visit that a significant proportion of tests within 

the CervicalCheck programme had in fact been undertaken in a much smaller facility 

in San Antonio, Texas. The Scoping Inquiryôs understanding was that Schedule 13 of 

the contract did allow workload to be transferred to other Sonic sites, under the 

heading óStorage and Disaster Recovery Planô.  

 

Schedule 13 of the contract states the following: 

 
 

The precise meaning of Schedule 13 is somewhat unclear, as are the circumstances 

associated with a laboratory being óunexpectedlyé unable to provide cytology 

servicesô; these matters require further consideration. 

 

Against that backdrop, at the conclusion of the Austin site visit a follow-up question 

was posed to CPL, asking the company to confirm whether, other than Austin and 

San Antonio, any other CPL / Sonic facilities were involved in performing work for 

CervicalCheck. The response received stated the following: 

 

CPL Main in Austin, TX performed the majority of CervicalCheck primary 

and secondary screenings with CPL auxiliary sites in San Antonio, Texas, 

Victoria, Texas and Las Vegas, Nevada acting as primary screening sites. 

With a small surge at program establishment in 2010, a limited number of 

accessions were distributed in accordance with Schedule 13 of the initial 

CervicalCheck contract to two Sonic Healthcare USA (SHUSA) affiliated 



Scoping Inquiry into the CervicalCheck Screening Programme 

Final Report  55 

laboratories, Honolulu, Hawaii and Orlando, Florida for primary screening 

with secondary review and authorization at CPL Main.28 

 

Both HSE senior management and CervicalCheck staff and managers were asked 

whether they had been aware of work being undertaken for the CervicalCheck 

programme at Sonic laboratories in Victoria TX, Las Vegas NV, Honolulu HI, or 

Orlando FL, and the Scoping Inquiry was advised that there was no such awareness 

within CervicalCheck, NSS, or the wider HSE. 

 

Sonic Healthcare was asked for comment on the invocation of the Schedule 13 

provisions. Sonic replied: 

 

We would like to highlight that there was no breach of the contract within 

the USA on the use of two Sonic Healthcare Laboratories within the 

contracted period of 2010. It is clearly stated within schedule 13 of the 2010 

contract that  

 

ñIn the event that CPL in Austin unexpectedly is unable to provide cytology 

services, workload can reliably be handled at other Sonic Group 

laboratories in the United States.ò 

 

é there was a large volume of patient samples received at the end of 

2010. é CPL required support to screen these samples and utilised two 

Sonic Healthcare facilities for a short period of time (3 weeks).  

 

This specifically refers to the Honolulu and Orlando laboratories, but makes no 

reference to the use of the laboratories in Victoria and Las Vegas. 

 

There is no record available to the Scoping Inquiry that would suggest that CPL 

advised CervicalCheck of either the use of these laboratory facilities or any 

conditions that might be judged under Schedule 13 to require the use of these 

facilities. This matter will be the subject of further investigations by the Scoping 

Inquiry and covered in a supplementary report. 

 

To further examine this matter, the Scoping Inquiry also searched all 12,800 

documents provided by the HSE, Department of Health, and other entities, for any 

references to the laboratories in San Antonio, Victoria, Las Vegas, Orlando, and 

Honolulu. There were no references found in any document to the laboratory in 

Orlando. In regards to the Honolulu laboratory, the only reference was an indirect 

one to the Sonic Hawaii companies, found within the Sonic Healthcare Group 

structure chart dated 2009 (supplied as part of a procurement process). The two 

Texas laboratories and the Las Vegas laboratory are mentioned in the MLP tender 

submission in 2012, which listed the laboratories alongside the Austin, TX laboratory 

in the óStaff Resourcesô section of the submission. The tender evaluation report notes 

                                                
28

  Source: document supplied by CPL on 10th August 2018 to the Scoping Inquiry 
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that: óThe organisational chart provided is linked to teams from Las Vegas and does 

not refer to front line staff that will look after this contract.ô  

 

This confirms the conclusion of the Scoping Inquiry that CervicalCheck, the HSE, and 

the Department of Health were not advised by Sonic of the involvement of any of 

these laboratories, other than Austin, in the servicing of the contract. 

 

A number of questions arise from CPLôs disclosure of the other four laboratories: 

¶ What is/was the nature of the two additional óCPL auxiliary sitesô in Victoria, 

Texas and Las Vegas, Nevada? Do they still exist or, like the site in San 

Antonio, Texas, have they been discontinued? What other work goes on there? 

What is their scale and size? [Preliminary research would suggest that CPL 

currently operates multiple sites in both Victoria and Las Vegas.] 

¶ What is/was the nature of the ótwo Sonic Healthcare USA (SHUSA) affiliated 

laboratoriesô in Honolulu, Hawaii and Orlando, Florida? What does óaffiliatedô 

mean? Are these laboratories part of Sonic or are they independently owned? 

¶ What was the volume of CervicalCheck tests performed in each of these four 

laboratories? 

¶ What was their compliance with quality and regulatory standards? 

¶ What were the reporting and governance arrangements in place for each of 

these four laboratories? 

¶ What were the circumstances which led to work being transferred from Austin 

to other sites? 

¶ Did CPL inform CervicalCheck of workload being transferred to other sites? 

Were such transfers approved? 

 

Subsequent to the disclosure by CPL of the involvement of the additional 

laboratories, further correspondence was received by the Scoping Inquiry from the 

CEO of Sonic Healthcare, stating the following: 

 

CPL participated in the CervicalCheck program from 2010-2013 during 

which, a total of 326,260 CervicalCheck cases were reported. Within this 

same period, CPL reported more than 2.5 million cases unrelated to 

CervicalCheck. The breakdown by year of service for the Irish cases is 

indicated below.  

 

 2010 2011 2012 2013 

Irish Case Volume: 61,866 163,530 95,233 5,631 

 

These cases were reported within the CPL network of CLIA and CAP 

accredited cytology laboratories including CPL Austin, CPL San Antonio, 

CPL Victoria and CPL Las Vegas. All these laboratories are an integral part 

of CPL and are operated under a single medical, operational and quality 

management structure and all contributed to the overall screening capacity 
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that CPL was required to maintain under the terms of the CervicalCheck 

program. As these laboratories are all part of CPLôs integrated regional 

laboratory network, we believe that the utilization of all of these cytology 

screening sites was appropriate under the contract. While these are 

geographically separate facilities, they are all part of the networked CPL 

laboratory group. 

 

During the first year of service, when CervicalCheck workload was 

progressively being transferred to CPL, fluctuations in slide volumes 

arriving in the laboratory occurred. Due to logistical issues relating the 

transportation of slides from Ireland to the US and processing by US 

Customs short term critical capacity pressures occurred. To meet 

contractual obligations relating to turn around time, CPL needed to urgently 

and temporarily increase screening capacity. This was achieved by utilizing 

excess capacity in two other US-based Sonic Healthcare laboratories ï 

CPLSE in Orlando, Florida and Clinical Laboratories of Hawaii (CLH) in 

Honolulu. In total, 300 cases were screened at CPLSE and 250 at CLH in 

2010. Together, these cases represented less than 1% of the total 61,866 

CervicalCheck cases screened by CPL in 2010. Please note that only the 

initial primary screen was performed at these laboratories while secondary 

screening and pathologist review continued to be performed at CPL Austin 

and CPL San Antonio. 

 

It is important to emphasize that all CPL and Sonic Healthcare US 

laboratories that performed screening services were fully accredited and of 

the highest quality, and all screening services were performed in 

accordance with the HSS quality criteria. The temporary use of non-CPL 

laboratories was an action that was taken as an exigency measure to 

maintain turn-around times required for optimal patient care. 

 

In our assessment of the CervicalCheck contract, rebalancing workload to 

other non-CPL Sonic Healthcare laboratories within the US was 

contemplated by the contract as a necessity to meet service needs and our 

ethical obligation to provide screening as timely as possible. We 

acknowledge that we should have notified the CervicalCheck program of 

the screening at other SHUSA laboratories. If we did in fact fail to make this 

notification we apologize however, 8 years after the fact and as a result of 

the subsequent departure of key personnel, we are unable to identify 

documents to confirm whether or not this notification occurred. 

 

In summary, an insignificant number CervicalCheck cases were reviewed in 

non-CPL laboratories during 2010 in order to address an acute capacity 

deficit related to surges in workload arriving in the laboratory due to 

logistical issues. All screening was performed to the highest quality 

standards by highly qualified and experienced cytologists working in fully 

accredited, Sonic owned laboratories and under the supervision of key CPL 

medical and scientific personnel. We believe that the use of non-CPL 
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laboratories was contemplated under the terms of the contract in acute 

circumstances in order to meet contractual obligations and duty of care. 29 

 

This additional information from Sonic Healthcare raises a number of questions 

which, at the time of writing, have yet to be explored in detail. 

 

The Inquiry acknowledges that all affected parties were given a short time-frame 

within which to reply to requests from the Scoping Inquiry, dictated by the urgency of 

the issues involved and the necessity to submit the report to Minister as quickly as 

possible. Further evidence will be investigated and covered in a supplementary 

report. The Inquiry is grateful to Sonic Healthcare for its prompt and considered 

engagement with its team in relation to the issues which have arisen as set out 

above. 

 

6.8.5 Accreditation of US Laboratories 

 

Under the 2010 contract for provision of cytology services to CervicalCheck, the 

following accreditation standard was stated to apply: 

 
 

This suggests that the core requirement was for ISO 15189 accreditation 30 or 

another standard which is ónot less than equivalent toô ISO 15189. 

 

This requirement is further supported by a quality assurance document from the 

National Cancer Screening Service, as shown below (highlighting is from the original 

NCSS document, supplied to the Scoping Inquiry as a scanned hard copy):31 

 

                                                
29

  Letter dated 24th August 2018 from Dr Colin Goldschmidt, CEO, Sonic Healthcare, to Dr Gabriel Scally 

30
  This standard from the International Organization for Standardization specifies requirements for quality and 

competence in medical laboratories. See https://www.iso.org/standard/56115.html  
31

  Source: NCSS document Quality Assurance in Cytopathology. 

https://www.iso.org/standard/56115.html
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From analysis of the material provided by the US laboratories, neither Quest or CPL 

has ISO 15189 accreditation ï this was disclosed to members of the Scoping Inquiry 

team during the site visits in July 2018. Both laboratories do have CAP (College of 

American Pathologists) accreditation which they view as being equivalent. Quest 

Diagnostics publishes the current CAP accreditation certificate for each of its US 

laboratories on its website; the Teterboro certificate, as shown below, confirms that it 

is accredited under the CAP Laboratory Accreditation Programme. 

 

 
 

  












































































































































































































