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EXECUTIVE SUMMARY

To be entered….

4.1 INTRODUCTION

Cytopathological examination of the cervix is a widely accepted method for detecting pre-invasive and early invasive lesions, before these lesions become symptomatic. For this test, epithelial cells are sampled from the transformation zone of the cervix with a special sampling-device and examined with a microscope. Abnormal cells in the sample can be recognized microscopically by specially trained and experienced cytotechnologists. Early detection and treatment of cervical intraepithelial lesions (CIN) by minimally invasive procedures can reduce morbidity. Thus development of cancer can be prevented. When cancer has already developed, it is important to detect the disease in an early stage, in order to increase survival. Maximizing the quality of the test can improve the quality of live of the patient and reduce mortality of cervical cancer.

The quality of the test depends on all subsequent steps: invitation of the woman, sampling of the specimen, adequate handling and staining of the sample, screening and interpretation of the slide and reporting of the results, including a repeat-advice. Diagnostic performance of the test is hampered if one of  the subsequent steps is inadequately performed. Visual examination and interpretation of cells is a subjective procedure, depending on the skills and experience of the cytotechnologist and the time spent on examination of the cell-sample. This leads to inter- and intraobserver variation, resulting in incorrect diagnoses. As such, the test is imperfect and cannot be performed without errors. Introduction of guidelines can reduce the rate of incorrect test-results. Optimal quality assurance accounts for best possible patient care. With respect to cervical cytopathological examination this means a balance between manageable control of costs and low false test result rates. 

4.1.1 Aim

The organisation of the cervical screening, and the tasks, requirements and responsibilities of the laboratories in different countries in the EU differ tremendously. It is the task of this chapter to provide clear and universally applicable set of criteria that describe the basic requirements by which laboratories should comply, and describe minimal quality control measures that should be provided for.

4.2 PERSONNEL AND ORGANISATION

4.2.1 Final responsibility

· A registered cytopathologist is responsible for the management of the pathology laboratory. The position of each employee in the pathology laboratory is recorded in an organisation flow-chart. 

· Final responsibility for all activities performed in the laboratory is given to a registered cytopathologist
4.2.2 Responsibilities for quality control

· The managing cytopathologist is responsible for the quality system and for the approval of working-guidelines and –procedures.

· A dedicated employee is responsible for maintenance of quality control procedures, including management and publishing of a quality manual, working-guidelines and -procedures. The responsible employee can provide information with respect to the performance of quality assurance and evaluation of the cervical screening program

· The quality control employee has direct access to the managing cytopathologist

· All employees take part in performance of the quality control system

4.2.3 Requirements for cytotechnologists

4.2.3.1 Basic cytotechnoligist

· Registration of experience and educational status of individual cytotechnologists is required (description of the function and curriculum vitae) and is the responsibility of the managing cytopathologist. Maintenance of know-how and skills and providing facilities for further development are required.

· Laboratory personnel is educated and experienced in concordance with their function 

· Cervical samples are analysed exclusively by qualified personnel (graduated from a national school for cytology, european (APTITUDE) or international (IAC) examination). The graduated cytotechnologist must be able to screen the cervical specimen and to report normal results according to the national standard reporting system. The cytotechnologist must be capable to identify abnormal and obscure cases and pass these cases on to the assigned person (according to the nationally recommended multiple screening protocol). In these cases the cytotechnologist proposes a preliminary, however complete, describing diagnosis and categorisation according to the national classification system. Abnormal cells should be marked in order to facilitate discussion with a senior cytotechnologist and /or cytopathologist.

· Cytotechnologists must take account of patient privacy aspects

· Cytotechnologists are able to handle relevant laboratory techniques and perform prescipted health- and savety procedures

· Participation in quality control programs is mandatory for all cytotechnologists

· It is advised to screen not more then 2 hours without a break.

· Maximum workload for screening cervical samples, taken in a screening program is set at 5500 samples per year per fulltime working cytotechnologist. Samples, taken on medical indication is more time consuming, analysis is more often performed by more than one cytotechnologist and are more often reviewed in relation with the case history.

· Other cytodiagnostical tasks are administrative procedures, archival of samples, technical laboratory tasks, monitoring of follow-up results and activities related to quality assurance
4.2.3.2 Senior cytotechnologist

· The senior cytotechnologist has sufficient experience in gynaecological (and non-gynaecological) cytology.

· Specific tasks of the senior cytotechnologists involve:

· Supervision of cytotechnologists

· Communication with respect to diagnosis with cytopathologist

· Communication with managing cytotechnologist concering the screening quality of cytotechnologists

· Review of abnormal cases, diagnosed by first analysis of cytotechnologist

4.2.3.3 Managing cytotechnologist

· Every pathology laboratory, assessing cervical samples must appoint a cytotechnologist who is responsible for the daily management. This managing cytotechnologist has sufficient experience in gynaecological (and non-gynaecological) cytology, to be judged by the cytopathologist bearing end-responsibility.
· The managing cytotechnologist will be responsible for
· Personnel affairs and staff appraisal
· Daily management of the cytopathology laboratory
· Supervision of individual cytotechnologists
· Communication with responsible cytopathologist
· managing cytotechnologist is responsible for circulation and discussion of special cases among cytotechnologists

4.2.4 Requirements for the cytopathologist

· The cytopathologist is responsible for the assessment of cervical samples

· Specific task of the cytopathologist with respect to cervical cytology are:

· Assessment and autorisation of all cases

· who are referred to the gynaecologist

· showing discrepancy between the diagnosis of cytotechnologist and senior cytotechnologist

· review of all cases showing discrepancy of more then one step between cytological and histological follow-up diagnosis 

· Communication with and education of:

· gynaecologists and general practitioners with respect to follow-up of specific cases

· cytotechnologists with respect to difficult cases and with respect to the correlation between cytological and histological diagnosis

· Responsible for adequate education of cytotechnologists

· Reporting

· Responsible for periodical feedback to applicants with respect to quality aspects of the samples (adequacy)

· Responsible for the annual report concerning the outcomes of the cytological and follow-up examinations

4.2.5 Administrative personnel

Secretarial and administrative employees have administrative skills and can work with automated, administrative systems. They have been, or will be educated in relevant medical terminology.
4.2.6 Certification and continuing education 
Cytotechnologists and cytocytopathologists must inform themselves with respect to new developments in their professions by means of reading national and international literature. These periodicals and books must be available in the laboratory.

Cytotechnologists are supposed to participate in national and regional continuing education courses, seminars, congresses and symposia.

 MATERIAL REQUIREMENTS

4.2.7 Building and rooms

The laboratory should be located, constructed and equiped in such way that all functions can be properly performed. The area  where cytologic diagnoses are made should be separated from the sample preparation area. Both areas should be well lit, well ventilated, quiet and spacious
4.2.8 Instruments/microscope

A binocular microscope should be present and of high quality and regularly serviced. Objectives 10x and 40x should be present minimally. 
4.2.9 Working conditions

Cytotechnologists should have supportive, comfortable chairs and ample desk space to permit microscopic examination and record keeping. 

The specimen preparation area should have highly effective exhaust systems and approved biohazard hoods, together with adequate counter space and sinks. 
LABORATORY PROCEDURES AND PROTOCOLS

4.2.10 Quality manual

The laboratory should have a quality manual in which all procedures are embedded. The laboratory should have and use strict protocols for all procedures .The whole staff  must be informed and uses these procedures. The protocols should be yearly checked and, if necessary, adjusted. The replaced protocols are dated and archived. 

4.2.11 Drafting new procedures

4.2.12 Auditing

4.3 HANDLING AND ANALYSIS OF CERVICAL SAMPLES

4.3.1 Laboratory preparation

· All laboratory steps must be registered and related to a member of the staff.

· All slides should be accompanied by a request form  with at least the patients name, date of birth and name of physician for proper identification and clinical information.

· After identification both the sample and the request form are labeled with an unique id.number.

· Prior to the assessment of the sample the patients history must be retrieved from the local laboratory files and be available to the cytotechnologist

· The samples are stained according to a standard Papanicolaou protocol (including control of staining).

· The samples should be correctly coverslipped.

4.3.2 Assessment of the sample: stepwise screening

4.3.2.1 Initial assessment

· The binocular microscope should be of high quality and regularly serviced. Objectives 10x and 40x should be present minimally. The coverslipped area should be investigated completely, in horizontal or vertical direction  using overlapping screening-patterns. Unusual and / or abnormal cells are marked.

· Primary screening is performed by cytotechnologists under delegated responsibility of the cytocytopathologist

· The results are reported according to the national standard classification system.

· Conclusion, repeat advice or referral for gynaecological or colposcopic examination is given in concordance with national guidelines

· A statement about the adequacy of the cervical sample is made in the report. Inadequate samples are given a repeat advice in concordance with national guidelines

· Repeat samples must always be compared with the sample on which the repeat advice is given 

4.3.2.2 Samples qualifying for a second screening assessment

The following cases must follow a multiple screening protocol (two cytotechnologists (preferably one senior cytotechnologist) or one cytotechnologist and one cytocytopathologist):
Samples with less- or un-satisfactory quality

Samples with advice: referral to gynecologist 

Samples with a repeat advice 

· First normal cytology after abnormal cytology or histology

· Samples of clinical suspect cases (abnormal discharge, postmenopausal bleeding, abnormal or suspect portio)

· Negative samples preceding maximally five years prior to an abnormal sample initiating referral to gynaecologist

· Samples of postmenopausal women with atrophic, difficult to classify, probably dysplastic cells with an advice for a repeat sample after hormonal treatment

4.3.2.3 Samples qualifying for assessment by a cytocytopathologist

· Samples with a referral to the gynecologist

· Samples with an advice for histological examination

· Samples with atypical endometrium in the post menopause

· Samples with discrepancies between cytotechnologists

4.3.2.4 Consent*

4.3.3 Archiving

The laboratory is responsible for a good administration and archiving of request forms. samples and  reports

4.3.3.1 Requisition  form

The requisition forms must be stored for three months

4.3.3.2 Samples

The samples must be stored for 10 years

4.3.3.3 Reports

The reports must be stored for 10 years. 

RECORDING OF RESULTS

4.3.4 Laboratory management system


There must be an adequate record keeping system, whether manual or computarized, it must be accurate and easily accessible to all laboratory personel. 


Every report must contain:

· name and adress of the laboratory

· laboratory id-number

· the results of the laboratory examination in concordance with the national standard classification system

· advice for repeat sample or referral

· date of the final report

· name of the person or persons who evaluated the sample

4.3.5 Authorisation of results

· Every report is checked for inconsistencies by a cytotechnologist before autorisation

· every report is manually or electonically autorised by or in name of responsible cytocytopathologist

· Reports of cases examined by a cytocytopathologist is signed (manually of electronically) by the cytocytopathologist in question
4.3.6 Laboratory response time

- The result of the examination should be reported within 10 working days after receipt of the sample.

COMMUNICATION

4.3.7 Patients*

4.3.8 Other laboratories

4.3.9 Sample takers

Sample takers must be annually informed about their percentage of less satisfactory or unsatisfactory cell samples versus the mean percentage of the country/region/laboratory. 

4.3.10 Gynaecologists

4.3.11 Health authorities

4.4 QUALITY CONTROL (Arbijn)

4.4.1 Aims

4.4.2 Methods for detection of false-negative reports

4.4.2.1 Rapid reviewing, rapid prescreening

4.4.2.2 Targeted rescreening (clinical suspicion, previous abnormalities)

4.4.2.3 10% (or x%) full reviewing

4.4.2.4 Automated reviewing

4.4.2.5 Cyto-histological correlation

4.4.2.6 Cyto-virological correlation

4.4.2.7 Auditing in case of interval cancers

4.4.2.8 Re-reading and audit (Anttila)

4.4.3 Monitoring

4.4.4 Administration
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