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Chapter 12:
SUMMARY TABLE FOR SCREENING PROGRAMME

Chapter 1
INTRODUCTION

· Cervical cancer remains a significant health threat for women in the Member States of the European Union.

· In countries where a planned population based cervical screening programme is in place there has been a measurable and significant decrease in the incidence of mortality of cervical cancer.

· Cervical smear testing (Papanicolaou Test) is the only screening method proven to reduce deaths from cervical cancer.

· A population based screening programme is more likely to be successful than a programme based on opportunistic/self referral screening.

· In many respects screening for the prevention of cervical cancer is the ideal screening programme.  The cervix can be exposed simply.  It can then be sampled for cells suggestive of premalignant disease.  If premalignant disease is detected it can be removed easily usually under local anaesthesia.  Following removal of the premalignant disease the woman is more or less assured that she will not die from cervical cancer.

· Cervical cancer screening is not perfect.  Errors in the screening programme can and do occur and have been identified in these guidelines.

· To be successful a population based, screening programme needs the commitment of the National Government and an ongoing commitment to support the programme.

· There is a need for quality assurance at all levels.  Cancer registries will collect and collate data produced by the programme.  This data will then be available for comparison with other countries. 

· A uniform report scheme for European Cervical Screening Programmes is desirable – this will promote uniformity of data collection and comparison.

· Best practice in the cytology laboratory should be identified and implemented.

· Patient management is important.   Guidelines for management of women with abnormal cytology are presented.

· Those taking part in the screening programme need to be trained properly and to an agreed standard.

· The European Council has invited Member States to report on the implementation of cervical cancer screening and its quality improvement.  All members of the European Cervical Cancer Screening Network agree with this proposal.

Chapter 2
EPIDEMIOLOGICAL GUIDELINES FOR QUALITY ASSURANCE



IN CERVICAL CANCER SCREENING

· Each year in Europe approximately 68,000 new cases of cervical cancer are diagnosed and  7,000 women die from it.  In the European Union 27,000 cases are diagnosed each year and 11,000 die from it.

· The objective of screening for cervical cancer is to reduce mortality and morbidity from the disease.
· There is strong evidence that organised cervical cancer screening reduces the incidence of cervical cancer.
· Epidemiology allows governments to plan, to guide and to evaluate the entire process of the screening programme.
· An effective screening programme should define a screening policy – target population and screening interval.
· High quality screening needs to be accessible to relatively low income groups and minority populations.
· A population based information system, including registrations is the basic building block of an organised screening programme.
· The Europe Against Cancer Recommendations state that cervical cancer screening should be offered at least every 5th year and if resources are available every 3rd year.   Screening more frequently than every 3 years should be discouraged as it is not cost effective.
· A single smear taken between 35 and 64 years of age is much more effective in detecting a lesion destined later to become invasive cancer than a smear taken at age 20 years.
· There is no additional impact on deaths from cervical cancer when starting screening at age 20 as compared to starting screening at age 25.
· The Europe Against Cancer Programme recommends screening for the age group 25-30 to 65 years.
· With limited screening resources, the resources should be concentrated in the age range from 30-35 to 60 years.
· Cervical cancer screening should be planned within the context of national planning and a decision made after a determination of the relative priority of cervical cancer in the country.
· Before implementing a screening programme the target population must be defined clearly.
· It is necessary to describe the target population and to make a review of ongoing screening activities in the area.
· Adequate resources, both in terms of staff and facilities, must be available and adequate infrastructures must be present. A review of the existing resources are needed before adding new ones.
· Catchment areas with no less than 250,000 permanent inhabitants should be defined.
· Public health specialists are need to ensure from the onset that the programme includes a population based information system in order to monitor each step of the screening process and assess effectiveness.
· Smear takers, whether physicians, nurses or paramedics, should be trained.   Each country should define the minimum training defined for each type of smear taker.
· Trained colposcopists are essential. Screening will not be efficient if abnormal smears are not followed by a good evaluation of cervical lesions and appropriate treatment.   Colpscopists should be trained according to agreed training protocols.
· Owing to the diversity of the health systems and the diversity of  condition specific to each country, the application of a single approach in organising quality assurance in all EU countries is not a feasible target.  However, guidelines on some crucial aspects are provided.

· Women with disabilities should not be excluded from cervical screening.

· The special needs of women from ethnic or immigrant minorities, with diverse cultural and religious backgrounds should be recognised.

· The cytology report should be classified according to a standard accepted classification.  Classifications vary so some method should be found in which the various reporting mechanisms can be compared with each other.

· Extensive consultation is necessary to ensure that the personal privacy of women taking part in the programme is protected.

· If a cancer has been detected previous smears should be reviewed.

· The screening programme should be designed in such a way that it can be evaluated.

Chapter 3
SCREENING METHODS

· Screening by convention OF cervical cytology has been proved to be effective in reducing mortality from cervical cancer.

· New methods have been proposed for primary screening.  Before being introduced they must be assessed to confirm that they have advantages over the current cervical smear testing (Papanicolaou test).

· Liquid based cytology (LBC) may be a more effective way of examining the cervix than the traditional cervical smear.

· LBC is more expensive than traditional Papanicolaou testing. This has to be weighed against the other advantages of LBC – these include a reduced incidence of borderline or unsatisfactory smears, a higher sensitivity for high grade lesions and the ability to check for conditions such as chlamydia and HPV.

· The cytology report – the numerical report schemes like Papanicolaou classes are obsolete.  All reports must now be text based and should use a standardised terminology.

· Automation assisted screening methods need to be developed – these will increase the sensitivity and specificity of Pap-smear screening, decrease the workload of cyto-technicians and cyto-pathologists, decrease the cost of the screening programmes and decrease the incidence and mortality of cervical cancer.

· The role of HPV testing in primary screening and follow up of women following treatment for pre-malignant disease needs to be established.

· The cost efficiency of HPV testing is poor in women below the age of 30 years because HPV is more common and cervical cancer is rare.  

· HPV prevalence may vary between different countries and between regions within countries.

· To assess the potential usefulness of HPV screening programmes, HPV epidemiological studies should be population based, large scale, use established reference methods for HPV testing and to target age groups where HPV screening is conceivable (i.e. 30-60 years of age).

· Research is needed to determine the age specific epidemiology of HPV infections in different populations.

· Repeated HPV testing has been established as improving specificity without significant loss of sensitivity (HPV persistence has been established as being a necessary risk factor for HPV associated cancers) but has not yet been widely evaluated and practiced for cost efficiency.

· Prophylactic HPV vaccination may provide important future health gains but cervical screening will need to be continued for a whole generation of women already infected.  

· Due to the multiplicity of HPV types and the vaccines currently under trial are type specific, prophylactic vaccines are not likely to eradicate cervical cancer.

Chapter 4  
LABORATORY BEST PRACTICE

· etc.

Chapter 5
QUALITY ASSURANCE PRACTICES IN THE SCREENING LABORATORY

· The best results for cytology screening can be obtained only if optimal quality is reached at all levels of the screening programme.

· Quality control is related to the quality of the structure, the process quality and the quality of results/overall performance of the programme. 

· Cytopathology process orientated quality includes everything which occurs from the time the smear is taken until the final cytology report is delivered.

· Each laboratory should have a procedure manual which describes the development and continuous updating of written procedures and guidelines concerning all aspects of laboratory procedures.  

· Each laboratory should be inspected by an external agency.

· Each laboratory should introduce a process whereby the false negative rate can be minimised and assessed.

· Each laboratory should compare all pre-malignant and malignant gynaecological cytology reports with subsequent histopathology and determine the causes of any discrepancy.  

· Continuing medical education of all staff involved in the cervical screening programme necessary and important.

Chapter 6
CERTIFICATION OF THE SCREENING PROCESS AND STAFF 



 SKILLS (EXTERNAL QUALITY ASSURANCE)

· External quality assurance is an essential part of quality management. 

· Quality standards are documented agreements containing technical specifications or other precise criteria to be used consistently as rules, guidelines or definitions of characteristics to ensure that materials, products, processes and services are fit for that purpose.

· The International Organisation for Standardisation (ISO) is a worldwide federation of national standards bodies from more than 140 countries.  The aim of ISO is to promote the development of standardisation and related activities on a worldwide basis with a view to facilitating the international exchange of goods and services, and to developing co-operation in the spheres of intellectual, scientific, technological, economic activity.

· Certification of laboratory dedicated to cervical screening is useful only if there are more than 3 persons involved in the screening process and there is a minimum throughput of 15,000 gynaecological slides per year.

· Quality assurance in cervical cytology and its certification is designed to achieve an acceptable reliability and consistency of the results produced in the cytology and histology laboratory, and is independent on the size of the laboratory.

· At present experience of the recertification of medical institutions in limited, but 3 years after the first positive certification process, then every 5 years appears to be a worthwhile basis for consideration. 

Chapter 7
QUALITY ASSURANCE GUIDELINES FOR PATHOLOGY IN 



CERVICAL SCREENING

· The quality of the histopathological report will depend on the quality of the biopsy and since these specimens are often very small, careful handling and workup is required.

· Cervical biopsies can be either punch biopsies (small,diagnostic biopsies) or excisional biopsies (the aim of which is to excise the pre-malignant disease in its entirety).

· Endocervical curettage may be necessary to establish the nature of any endocervical disease.

· Laboratories assessing biopsy material should have internal process orientated quality assessment which should include the laboratory handbook, safety instructions and protocols.

· There should be regular (for example weekly) multidisciplinary meetings of histopathologists, cyto-technicians and gynaecologists at which cytological slides, colposcopic pictures and histological slides are shown and discussed together.

Chapter 8
MANAGEMENT OF WOMEN WITH CYTOLOGICAL 



ABNORMALITIES

· All women with an abnormal cervical cytology report must be recalled for further assessment and if necessary be referred for treatment.  Any screening programme must incorporate a fail-safe mechanism for insuring follow-up is part of the screening programme.

· No treatment should be undertaken unless the patient has been seen and assessed by a competent colposcopist.  

· The cytology report should be formulated to be helpful in the management of women with abnormal smears.  This includes adhering to understandable terminology and recommendations where appropriate (for example repeat in 6 months or refer for colposcopy.

· Cytology has a high specificity but a low sensitivity. Sensitivity increases with the grade of cervical intraepithelial lesions.  With a sequence of smears, the reliability of cytology increases so that high grade lesions have a high likelihood of being detected before cancer develops.

· Screen detected pre-malignant disease can be treated either by excision (conisation by knife, laser, LEEP or LLETZ) or by ablation (using laser, diathermy, cold coagulation, cryocautery).

· Treatment must be undertaken only after the women has been seen and assessed by a competent colposcopist.

· The treatment should only be carried out by a competent colposcopist.

· To achieve optimum management of screen detected lesions, to avoid the adverse effects of screening and over-treatment, quality assurance at all levels of the treatment programme is important.

· Multi-disciplinary meetings involving cytologists, pathologists, and the clinicians should be encouraged even for those working in private practice as opposed to those working in Government hospitals.

Chapter 9
DATA COLLECTION ON TREATMENT AND FOLLOW UP OF



SCREEN DETECTED LESIONS

· To allow uniform and precise monitoring of treatment and if necessary for data items to be defined and coded consistently.

· Data items to be documented are listed in table I, chapter 9.

· The recommended minimum set of indicators should be permanently monitored.

· Follow-up of the outcome of screening and treatment (for example cancer or residual pre-cancerous lesions after treatment, deaths, and survival rates after cancer treatments) need to be included in the auditing process.

· Systematic outcome data can be acquired by linking the treatment information, for example operation and diagnosis codes, with Cancer Registry or death records.

Chapter 10
GUIDELINES FOR TRAINING

· Everyone involved in the screening process from the smear taker to the person performing treatment should be trained properly to nationally and internationally agreed standards.

· Everyone involved in the screening process should be subject to personal audit.

Chapter 11
SUMMARY TABLE OF KEY PERFORMANCE INDICATORS

· The most relevant parameter for screening intensity is the proportion of women and the target population actually screened at least once during the standard test interval according to local screening policy (3 or 5 years)

· The detection rate of CIN (especially high grade disease) depends on how many lesions are present in the screened population (therefore disease prevalence) and how many of them are actually identified (sensitivity).

· The detection rate should be monitored and compared between European screening programmes.  This would provide the tool for a descriptive epidemiological assessment of CIN in Europe.

· A condition for the success of the screening programme is that diagnostic assessment is actually performed when needed.  Compliance with colposcopy implies systematic registration of colposcopies themselves.

· A crucial condition for screening effectiveness is that treatment is actually performed when needed, particularly for histologically confirmed high grade disease.

· Avoiding over-treatment is a further important target.  The proportion of women with pre-invasive lesions who undergo hysterectomy a main indicator of this.

· The absence of pre-malignant disease at cytology follow-up of treated women is an indicator of shorter term quality of treatment and can be monitored routinely.

Conclusions

1.
A planned population based cervical screening programme will reduce 
significantly the incidence of cervical cancer and the mortality from cervical 
cancer.

2.
In those countries which do not have a planned screening programme steps 
should be taken to introduce a programme as soon as possible.

3.
Cytology identifies women with CIN. At least 90% of these lesions can be 
removed under local anaesthesia.  Removal of CIN can more or less guarantee 
that that individual woman will not die from cervical cancer.

4.
Colposcopy is the key factor in the management of women with CIN.


5.
Audit of the programme is mandatory – cytology, histopathology, 
colposcopically directed biopsy, colposcopically directed management and 
follow up.

6.  
All personnel taking part in the programme should be properly trained and 
show proof of competence.  This competence must be demonstrated on an 
ongoing basis.

7.
The programme should adhere to the principles of clinical governance.

· The programme should identify the best quality standards necessary to achieve its objectives.

· The standards should then be applied.

· The programme must be capable of auditing itself on an ongoing basis to confirm that the best possible standards are in fact being achieved.
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