LIST OF CONTENTS FOR THE UPDATING OF THE EUROPEAN GUIDELINES FOR QUALITY ASSURANCE IN CERVICAL CANCER SCREENING.

Introduction

· Aim of the document:

Improve quality of cervical cancer screening in EC countries with the final target of reducing incidence and mortality from this disease.

This document has also the aim of optimising use of resources and helping EC countries in their decision of implementing new technologies.

· Background information about cervical cancer and impact of screening : With special mentions on recent experiences in EC countries especially data of the screening network (success in Finland, UK …).

Guidelines

If possible, degree of evidence of each recommendation should be added.

1) Organisation and evaluation of programmes

1.1. Organisation

· Stress on the importance of obtaining a high compliance of women with good monitoring and evaluation. Increasing sensibility of the screening method and management of women with abnormal smears only come in second and third position (review of screening histories of patients with invasive cancers, experience of the UK).

· Promote nationwide programmes but organized at a local level.

· Catchment area : put in the guidelines minimum of persons required and other criteria to meet in order to have a well defined administrative area.

· Target population : if possible, recent data on age groups to be screened according to basic risk and screening habits in the country. Criteria of exclusion such as “never have been sexually active” or “hysterectomised women” should be validated if some evidence exists.

· Screening interval : different strategies with arguments on cost- effectiveness should be proposed with perhaps a most recommended one, particularly for countries having no programmes yet. There again experience of countries with a long past of screening should be taken in account.

· Data gathering based on 3 or 4 linked registers :

a) A register of women :

· every female resident in the age group should be registered,

· data required (the same as in the old guidelines),

· existing administrative lists should be used : ideally population register as in the Nordic countries, otherwise health instance lists (France, Germany) or electoral register (Greece…),

· efforts and resources should be concentrated on :

· keeping these lists up-to-date by integrating information from smear takers and gathered in the two other registers (removal of doubles, addition of women not registered),

· creating the links with the other registers.

b) A screening register :

· the screening register should register every smear taken in the catchment area (or at least in the target population),

· data required : the same as in the old guidelines plus the follow-up outcomes of abnormal smears,

· the links between the different smear of each individual woman must be possible,

· this type of register doesn’t exist (except in pilot regions) in most European countries and will require participation of all laboratories of cytopathology. To obtain this collaboration enough resources must be allocated to cover computer expenses and compensate pathologists especially in liberal health systems.

c) A cancer register :

· a pre-existing population based cancer register in the area will permit to evaluate impact of screening on incidence and mortality of cervix cancer,

· it should be able to assess death certification,

· in order to evaluate the programme, CIN2 and CIN3 should also be registered,

· the links with the two preceding registers should be created to identify interval cancers.

d) A biopsy specimen register :

· a biopsy specimen register is essential in case of cancer register lacking and should be added if resources are available to evaluate quality of screening.

· data required : the same as in the old guidelines.

· These European Guidelines on Quality Assurance in cervical cancer screening should recommend that a special legal framework for screening authorizes this registration with respect of privacy rights.

· Tools to increase coverage and obtain high compliance :

a) Invitations :

· call and recall system should be promoted,

· with the screening register, invitations can be limited to women not screened within 3 years (for 3 yearly screening),

· type of letter : signed by a well known person. Friendly and informative on screening issues and interval. It is important to stress that cervical screening permits detection and treatment of cancer precursor and can avoid invasive lesions,

· whenever possible reminders should be sent to non-participants.

b) Participation of GPs :

· GPs must play an important role in screening programmes even if they are not the smear takers,

· they can advise non-compliers to get screened especially elderly (experience of Netherlands and UK are eloquent),

· GPs must be informed of the issues of screening and trained for taking the smear,

· they could be asked to have in the computerized medical file of each woman, date and result of last smear,

· financial incitations have proved their efficacy in the UK. Other countries could experiment this solution if resources are available.

c) Advertising through mass media :

· affects the whole population of the area and thereby women relatives,

· should be planned locally and entrusted to professionals.

d) Identifying in each country and area parameters of non-attendance (age groups, social parameters) and implement specific actions towards non-compliers :

· the criteria identified should then be registered in order to assess efficacy of specific actions.

e) If possible, women (associations, consumers representatives) should be involved in the staff responsible for communication.

1.2. Evaluation : 

The registers described above will allow monitoring and evaluation in each area.

a) Short term criteria :

It is necessary to define short term criteria to measure quality of the screening process with standards to reach. For example :

· to evaluate participation of women : coverage, attendance rate

· quality parameters : - detection rate of cytologic abnormalities,

- positive predictive value of the test,

- detection rate of histologically confirmed preinvasive lesions,

· use of resources : excess consumption of smears.

b) Long term criteria :

The final target of screening is reducing incidence and mortality from this disease.

In order to well measure the effect on mortality it should be recommended in these guidelines a more accurate death certification.

· In all E.C countries the specific location of the disease (cervical or endometrial) should be mentioned in 80% of uterine cancer deaths.

· To obtain this it is important that physicians are aware of the issues of cervical cancer screening.

A little number of data tables must figure in the guidelines. These tables should have been tested by the networks partners in order to be sure that every E.C country can full-fill them.

2) Training of participating personal : 

Guidelines on training and requirements for participating personal are essential.

All staff involved in screening programmes are concerned :

· smear takers,

· medical and secretarial staff,

· smear readers : cytotechnologists and pathologists,

· gynaecologists, colposcopists and all medical staff who   assure follow-up and treatment of cervical lesions,

· epidemiologists who monitore the programme : especially for them a European training course could be implemented.

3) Primary screening

· The existing guidelines on the way of taking the smear should stay in the document.

· A uniformed European reporting scheme for cytology results should be promoted.

a) Quality Assurance in the Cytology laboratory :

· Internal Quality Assurance :

· The best way of obtaining internal Quality Assurance should be mentioned especially which re-screening strategy is efficient and necessary.

· It should be clearly mentioned that cytology laboratories should obtain results of histological exams done after the smears they read.

· External Quality Assurance :

· Ideas of how to organize External Quality Assurance should be given but this External Quality Assurance should stay a prerogative of each country.

· The role of European committees such as QATE should be highlighted.

· Laboratory Accreditation should be recommended, here again the rules for accreditation should be decided in each country.

b) New technologies :

· If possible, evidence based guidelines on the role of new technologies in screening should be added.

· It is important to have a systematic review of the literature on:

· liquid based cytology,

· HPV testing and HPV triage,

· automated assisted cytology,

· recent data on vaccination should also be added.

4) Diagnostic and treatment :

· Fail-safe measures to avoid women lost of follow-up should be recommended.

· All evidence based information on management of cervical lesions should be given. It is for example necessary to stress that high grade lesions should be referred to colposcopy and biopsy.

· When several strategies are possible advantages and disadvantages of each one should be presented. Some information on management of :

· atypical squamous and glandular cells,

· low grade lesions,

· high grade lesions,

· suspected invasive carcinoma

is necessary.

· Treatment strategies should also be well documented.
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