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QUALITY ASSURANCE GUIDELINES
for the IRISH NATIONAL CERVICAL SCREENING PROGRAMME

This report has been prepared by a subgroup of the Cervical Screening Committee.

Two further additions to this document need to be completed.  These are: -

a.
The External Quality Assurance for the Laboratory.

b.
The Failsafe measures throughout the Programme.

These two additions will be submitted as Appendices within the next three months.

What follows is a quality assurance plan, as we would wish it to be, within the framework of an anticipated national programme of cervical screening.

The document is divided into four components, which are:

	
	· Quality Assurance Targets for the General Practitioner & Smear Takers

· Quality Assurance Targets for Laboratory 

· Quality Assurance Targets for the Colposcopy Service 

· Quality Assurance Targets at the Register Office


Each part of this report has been circulated to the known interested specialists.  As far as we know this document represents a consensus view of those likely to be involved in the programme.  The colposcopy section is an abridged version of the United Kingdom National Health Service Cervical Screening Programme QA report which was circulated to every known colposcopist in Ireland inviting comment and criticism.  There was no criticism of its content.  The laboratory section was developed in collaboration with the Irish Association of Clinical Cytologists and as such represents the consensus view of laboratory professionals involved in cervical cytology and histology.  The General Practitioner section was developed in collaboration with the ICGP.  The organisational part was prepared de novo.

It is perhaps ironic that a quality assurance (QA) document has been drawn up before the implementation of the actual programme.  However there is a certain advantage in this delay.  We have had the opportunity to examine the strengths and weaknesses of a highly successful programme which has been up and running for nearly a decade in the UK.  We have learnt much from this and other existing programmes.  Not least amongst these has been to recognise the crucial need for QA targets, measures and methods to be established from the outset. This document aspires to meet these needs.

Also because it is currently uncertain when the programme will be implemented it is not possible to precisely define the different quality assurance measures and how they should be applied to the eventual programme.  This is particularly so for the organisational section of the document.

The exact amount of funding available to the programme is not yet established and several staffing and organisational aspects are as yet undecided.

A crucially important aspect of any systematic cervical screening programme is that it screens for precancerous lesions. This is in stark contrast to breast screening programmes, which by and large identify early invasive cancers.  This fundamental advantage of cervical screening programmes should translate into far greater reductions in the rates of both death from and incidence of cervical cancer in a systematically screened population. Furthermore, a cervical screening programme does not provide a diagnostic test. However this advantage can only be maximised if >80% of the eligible population are screened.

It must be clearly stated that in any screening programme there is an irreducible false negative rate that does not relate to negligence despite QA targets being met.

The overall goal of the National Cervical Screening Programme is to reduce the incidence of (and mortality from) carcinoma of the uterine cervix by identifying and treating cervical intra-epithelial neoplasia (CIN) and other pre-invasive lesions.  The primary target of the programme is to reduce the death rate from and incidence of cervical cancer by 25% between its inception in 2000 (or 2001) and 2005 (or 2006).  This target assumes an 80% population coverage throughout the period.

Secondary or specific objectives of the programme will be

	
	· To identify and invite eligible women for a cervical smear test

· To give women information about the benefits and limitations of the cervical smear test

· To identify cervical intra-epithelial neoplasia

· To colposcope all women who are deemed to need further investigation and/or treatment

· To minimise the adverse effects of screening,  including anxiety and unnecessary intervention

· To make the best use of available resources for the benefit of the population at risk

· To help those working in the programme to improve their competence and performance

· To constantly evaluate the programme and seek continual improvements in quality




The effectiveness of the screening programme is the degree to which it achieves its objectives: the quality of the programme is the degree to which it conforms to pre-set standards of good screening.

It is possible to define three different types of standards:

	
	· Excellent Standards – these are achieved by the best service.

· Minimum Acceptable Standards – the standard below which no service should fall, but these are no guarantee of quality.

· Achievable Standards – these lie somewhere in between the others.  


In the Irish programme we would advocate that Excellent standards should be aspired to but that the targets laid down in this document represent largely Achievable targets.

Finally the QA group wish to make the following unanimous recommendations:

	1
	
	A quality assurance programme should be updated on a continuing basis and in a formal manner.  A National Cervical Screening Quality Assurance Officer should be appointed.  A National Quality Assurance Committee should continue to meet and monitor QA in the National Cervical Screening Programme.  The National Quality Assurance Officer should report to the National Quality Assurance Committee and should liase with individual health region authorities.


	2
	
	The necessary infrastructure should immediately be put in place to ensure targets are achievable when the programme is implemented.  

In particular the following support facilities need to be established:



	
	a
	In the organisational sphere

· A fully funded central organisation

· A single central register

· Adequate staffing levels and IT support to run the programme

· A health promotion/recruitment officer for each community care area

· Regular training of staff



	
	b
	In the colposcopy services  

· a devoted nurse/liaison officer,   

· a devoted colposcopy secretary, 

· a computer data and image management system which is linked to the central register 

· adequate colposcopy equipment (especially a modern colposcope and colposcopy couch) and treatment modality,  

· a private and devoted clinic facility  with private changing and toilet facilities



	
	c
	In the general practitioner service 

· Access to approved supplies and equipment

· Register  of smear takers

· Approved quality assured training for smear takers 



	
	d
	In the laboratory service

· Adequate staffing of laboratories (cytopathologists, cytotechnicians)

· Adequate laboratory space

· A Department of Health and Children funded training programme for cytotechnicians and cytopathologists

· A register of accredited laboratories

· Computerisation of records and linkage to central register


	3
	
	A national programme manager should be appointed who would have overall responsibility for the programme.


Funding for the individual components of the Cervical Smear Programme need to be ring fenced so that they are separate devoted and identified budgets. Laboratory and colposcopy funding must not be incorporated into a hospital’s budget or be at the discretion of the health region, district or authority.  We strongly recommend central funding from the Department of Health, rather than through health boards or hospital management.

Finally, in an attempt to achieve quality assurance within this document it has been sent for peer review to a number of international experts and institutions.*

Yours sincerely 

	Dr. Mairin Boland
	

	Ms. Breda Carroll
	

	Dr. Mary Condren
	

	Dr. Kevin Kelleher
	

	Prof  Mary Leader
	

	Dr. Winifred O’Neill
	

	Dr. Marian O’Reilly (Convenor)
	

	Prof Walter Prendiville (Chairman)
	


DATE………………..

* Di Best,  Ian Duncan,  Alex Ferenczy, Julietta Patnick, Heather Mitchell, Ralph Richart,  Kari Syrjanen,  Patrick Walker and to the ICGP, IOG, RCGP

QUALITY ASSURANCE TARGETS FOR THE GENERAL PRACTITIONER AND SMEAR TAKER

The general practitioner has a pivotal role in the National Cervical Screening programme.  Not only will he/she arrange for the woman to have a smear taken, they will also be directly involved with each woman, ensuring that she understands what a smear test is and why she should have one. Some women may not wish to have a smear test.  Her fears and anxieties will need to be explored and her wishes respected.  The GP and his/her staff will also have to counsel and support those women who do have abnormal smears and who require further treatment.

This is a different role for the family doctor.  We are now inviting “well women” to have a test, which could tell them that they are possibly at risk of cancer in the future.  This may commit them to treatment, changing their role from a well person to that of a potential patient, requiring ongoing support and counselling.

Before undertaking this programme it is essential that its quality and effectiveness are of the highest standards.  This will ensure that as many women as possible, with cervical intra-epithelial neoplasia (CIN) are detected, (high sensitivity) with few undergoing unnecessary further investigations (high specificity).

It is important to specify standards for each step involved in the screening programme based in general practice.   Until the organisational aspects, such as generating a register and issuing invitations to eligible women, have been decided upon, it is difficult to outline the initial steps of the process. 

	OBJECTIVE 1
	STANDARD
	METHOD
	MEASURE



	All relevant information about the woman to be recorded on request form
	95% request forms fully completed.
	Standardised request forms.

Duplicate of form to be retained and logged in surgery recording system

Blocked lettering throughout the form and using tick boxes where possible.

Training for smeartakers about the importance of each item of information requested.
	Total number of request forms received minus those returned with incomplete or illegible data.


	OBJECTIVE 2
	STANDARD
	METHOD
	MEASUREMENT



	Effective sampling of the cervix.
	90%smears considered “adequate” by laboratory, according to agreed standards in each participating laboratory.


	Standardised method of smear taking, with standard equipment and technique (see appendix).

Training for smear takers which is subject itself to assessment and recording

Record if smear was difficult on patient’s chart
	Six Monthly report to each smear taker of smears sent, with breakdown or adequate / inadequate smears


	OBJECTIVE 3
	STANDARD
	METHOD
	MEASUREMENT



	Woman understands and is comfortable with the procedure.
	<5% complaints to programme organisers.
	Training of smear taker as above.

Random consumer surveys - recording general impressions

asking direct questions about each step of the process.


	Review of complaints to central programme every three months.

Consumer surveys


	OBJECTIVE 4
	STANDARD
	METHOD
	MEASUREMENT



	All smears taken recorded in full in woman’s medical records and practice smear register.
	100% all smears and smear reports recorded.
	Training.

All practices should have a register of smears, and a “suspended” register.  Suspended = those who have to defer their smear (e.g. pregnancy, illness etc.)
	Audit of register and sample patient records by practice nurse/GP every year.


	OBJECTIVE 5
	STANDARD
	METHOD 
	MEASUREMENT

	Standardised delivery system of sample to laboratory
	>95% of samples to arrive intact
	Secure slide holder

Padded envelopes

Log date of posting in surgery

Laboratory to log date of receipt
	Audit of lost/broken slides using surgery and laboratory records


	OBJECTIVE 6
	STANDARD
	METHOD
	MEASUREMENT



	Each woman should fully understand the significance of her result, without generating unnecessary anxiety.
	No standards have yet been developed.
	Only” no abnormality detected” results can be discussed by phone, providing the doctor/nurse knows the woman and her level of understanding.

Face to face consultation, for all other results allowing adequate time for questions and explanations.

Training as above.
	Random surveys of patient satisfaction as per objective 3


	OBJECTIVE 7
	STANDARD
	METHOD
	MEASUREMENT



	All smears taken to be crossed checked with results received.
	100% of smears to be reported and results seen and recorded by smear taker.
	Practice registers should be crossed checked on a regular basis i.e. weekly/monthly.
	Clinical Audit.


	OBJECTIVE 8
	STANDARD
	METHOD
	MEASUREMENT



	Appropriate action taken for those with other than normal smears.
	Action plan arranged and logged in patient’s chart, practice register and central register for all “other than normal” smear results within 2 weeks of receipt of result by the doctor
	Other than normal results to be dealt with as per recommendations in Laboratory QA document


	Audit of results and action taken each quarter.


	OBJECTIVE 9
	STANDARD
	METHOD
	MEASUREMENT

	Prompt referral for colposcopy
	90% of women to be referred to colposcopy clinic within 4 weeks of receipt of abnormal smear result.

100% to be referred within 8 weeks.
	An administrative system within the practice to generate referrals i.e. practice referral.

Rapid access Colposcopy Clinic.

Priority given to those with high-grade lesions.
	Record date of result received and referral sent.


	Objective 10
	STANDARD
	METHOD
	MEASUREMENT

	Adequate medical and psychological support for women while undergoing colposcopy surveillance and treatment
	>90% of reports about treatment to be sent to the women’s GP within 2 weeks of her having attended the colposcopy clinic
	See Colposcopy QA document
	Audit of date of OPD visit and date of report reaching the surgery


	Objective 11
	Standard
	Method
	Measure

	Failsafe Procedure 

Smear takers will ensure that all repeat/not normal results are followed up as directed
	80% of smears which need repeating, are done within 4 months of the repeat date and 95% within 6 months
	Cross check repeat smears performed quarterly with the recall list from Central Register 

Notify register of those women who have failed to respond to invitation to repeat smear or who are unsuitable for repeat (pregnant, ill etc).
	See Appendix

Failsafe Procedures


QUALITY ASSURANCE TARGETS FOR THE LABORATORY
Internal quality control (IQC) is the integral and systematic process of monitoring all laboratory functions to ensure continuing reliability of results and compliance with agreed protocols.  IQC in the cytology laboratory is a prerequisite to ensuring that the agreed processes are followed and documented.  It also ensures that these processes are carried out to expected standards or within expected limits.

It is particularly important to recognise the cost implications of fully implementing an IQC scheme.  Such costs should lie with the relevant employing authorities and ultimately with the Department of Health and Children.

With the laboratory IQC programme it should be clear:

	
	· Who is responsible for checking and recording each step.

· How frequently such checks and records are made.

· Who is responsible for responding to an unusual result or problem.

· What the response or action should be.

· The ultimate responsibility for the quality of the work lies with the consultant cytopathologist.




Cytopathology Laboratory Processes

	
	· Standard operating procedures (SOPs) detailing all stages in the laboratory process from reception of sample to issuing of the report should be available to assist staff in their duties.

· Safety manuals should be readily available to all members of staff outlining the potential hazards of working within the cytology laboratory and also the procedures which must be followed.  All staff must read and sign these documents to acknowledge understanding of the procedures involved.  The SOPs and safety manual should be reviewed on a regular basis.

· Each individual is responsible for their own section of the processing schedule and this should be documented.

· All Laboratories should be computerised.


1.  RECEPTION
	
	· Slides should arrive labelled in pencil with the patient details.  The minimum dataset recommended is surname, forename and date of birth / hospital number.  Special arrangements may need to be made for G.U.M. clinic patients in order to maintain confidentiality.  Laboratories may have doctors ID on slide as well as date of birth / hospital number.

· The date of receipt of the sample in the laboratory should be recorded on the form.

· Request forms should be legibly filled out with the patient details as requested.  A record should be made of inadequate form completion and persistent offenders notified, or samples returned if necessary.  Laboratories should have a minimum acceptable data set for correct patient identification on their computer database. 

· Slides and forms should be matched prior to numbering and processing.  If either form or specimen is missing, the recommended course of action is not to number the forms / process the slide.

· Unmatched forms and slides are returned to sender if known.  If unknown, hold sample while efforts are made to identify sender.  The action taken should be documented.

· Minor errors in patient details between the slide and form should be noted on the request form and the discrepancy clearly highlighted in the final printed report.

· Errors should always be notified to the senior technologist.  The cytopathologist may sometimes be notified.  The action taken should be documented.


2.  LABORATORY PREPARATION
	(i)
	Labelling of Slide

· The laboratory number should be clearly written on the frosted end of the slide without obscuring the patient details.

· Broken slides A separate protocol for handling broken but processable slides must be in place.  If the slide is not processable, a record must be kept and sender notified.

· Slide staining The Papanicolaou stain is universally used in cytology and protocols for staining and quality controls should be available in the laboratory’s SOP.

· Mounting and coverslipping The standard coverslip 22 x 50 mm should be used to ensure best coverage of the material on the slide.

Matching of slides and request forms after processing Slides broken or misplace during processing or coverslipping should be recorded and the appropriate report issued.  Any remedial action to prevent a recurrence should be documented.




3.  LABORATORY DATA

	
	· Computerisation of cytology / histology forms an integral part of a cytology screening programme, and all laboratories participating in the National Screening Programme must be computerised.

· The ability of the computer to keep track of patient smear results and related biopsy material over 20 years is vital for the efficient running of the department.  Issuing of typed reports, storage of disease data (e.g. SNOMED Codes), patient result lists and audit are more easily facilitated by computerisation.  The computer may also be used to store Quality Control (QC) Data.

· To maintain confidentiality, every user of the system should have a coded password of appropriate level.  Data will thus be password protected.

· Q.C. data relating to individual performance should be retained within the laboratory and accessible only by the senior technologist, and the cytopathologist.

· SOPs for computer and other clerical procedures should be written and updated as required.  These should also include a method whereby accuracy of data entry can be monitored.


LABORATORY TURNAROUND TIMES

	
	· Each laboratory should endeavour to have a maximum turnaround time of less than 20 working days (4 weeks).

· Turnaround time is defined as the time from the receipt of the sample in the laboratory to the release of the report.

· Both dates of receipt of the sample and date of reporting should be included in the final printed report.

· A record should be kept of workload, and staffing levels available to cope with this work on a daily basis.  Reasons for delays should be identified, and efforts to redress any problems made.


REPORTING PRACTICE
	
	Terminology of Laboratory Practice:

· Standard, uniform recommended report must be used.

· The BSCC terminology (CIN) for gynaecological specimens should be used for uniformity of reporting and data retrieval for statistical purposes.

· Result validation should be carried out before the printed report is released.

· Previous smear and biopsy history should be available to the screener before the current slide is reported.  Ideally previous slides should be available for rechecking by the individual laboratories.

· All slides showing BNA and upwards should be reviewed by the consultant cytopathologist.  Unusual smear patterns should also be reviewed by the cytopathologist.

· All reports on clinically suspicious case should be authorised by the cytopathologist.


MANAGEMENT

All reports should contain a recommendation for repeat smear, interval or referral.

	
	6.i
	Inadequate Smear


Advise recall for repeat smear 1-3 months.

Colposcopy should be recommended after three consecutive inadequate smear reports or if single inadequate after treatment.

The combined cellularity of three consecutive inadequate smears (taken not more than 6 months apart) may be judged to be satisfactory particularly in post-menopausal women.  This should be a consultant cytopathologist decision.


	
	6.ii
	Normal or Negative
Routine next smear in one year if first ever smear, otherwise routine recall.




	
	6.iii
	Borderline nuclear abnormalities/(squamus) 
 BNA/BNC; (squamous) Repeat smear in 6 months.

Colposcopy recommended after three BNA smears.


	
	6.iv
	Borderline nuclear abnormalities in glandular cells: (glandular)

Repeat smear in  three months

Repeat smear must contain endocervical cells to be considered satisfactory.

Colposcopy recommended after two BNA (glandular) smears.


	
	6.v
	Nuclear HPV Changes
Smears showing nuclear HPV changes should be reported as at least borderline nuclear abnormalities.  (This means that a smear will be requested in 6 months)


	
	6.vi
	Mild Dyskaryosis (CIN I suspected)
Repeat smear in six months.

Colposcopy recommended after two Mild Dyskaryosis (CIN I suspected) reports or a single (CIN suspected) if following treatment.

Two negative smears are required at 6 and 18 months following a smear showing borderline (squamous / glandular /HPV) or Mild Dyskaryosis (CIN I suspected) before returning to routine recall.  

A recommendation for colposcopy should be made if three abnormal smears (untreated) in a 10-year period.


	
	6.vii
	Moderate Dyskaryosis (CIN II suspected) or Severe Dyskaryosis (CIN III suspected)
Refer for colposcopy.


	
	6.viii
	CGIN: (and other glandular abnormalities)
Refer for colposcopy


	
	6.ix
	Patients being treated at a colposcopy clinic for Dyskaryosis should have repeat smears at the discretion of the colposcopist.


	
	6.x
	Following successful treatment for Dyskaryosis, a woman should have two repeat smears within one year and then yearly for 10 years before returning to routine recall. The colposcopist should inform register when patient is due to return to cytological follow-up

Refer for colposcopy if BNA or upwards detected.


	
	6.xi
	Vault Smears
Following hysterectomy for uterine malignancy, the recommended follow up management is the same as following Colposcopy / treatment for Dyskaryosis.


	
	6.xii
	Clinically suspicious cervix, but smear is negative.

Advise colposcopy referral.


	
	6.xiii
	Cytological suspicion of invasion
This should always be clearly reported on the cervical cytology report form with a recommendation for urgent referral to a colposcopy clinic


The national expert group believes that the screening interval should be reconsidered in the light of subsequent developments and the use of oncogenic HPV testing, automated screening and Thin Prep cytology processing.

The laboratory quality control subgroup strongly recommends a 3 year recall, at least until the cervical screening programme is in operation countrywide and the programme is validated as working well.

THE ADEQUATE SMEAR
The BSCC, NHSCSP, and the National Cancer Institute (Bethesda System) have all issued guidelines on the adequate smear.

In the following core statements from these guidelines, the emphasis is placed on the clinician deciding the adequacy of the smear.

	
	“The clinician ultimately determines what is adequate sampling for an individual based on integrated information from the clinical history, visual inspection of the cervix and the cytopathology report”, (1993 Bethesda update).



	
	“It is the responsibility of the smear taker to ensure that the whole of the transformation zone has been sampled.  The cervix must therefore have been visualised at the time of the smear taking”, (Achievable standards, Benchmarks for Reporting and Criteria for Evaluating Cervical pathology – NHSCSP publication No 1, Oct ’95).


However, it is the responsibility of the laboratory to provide adequate information to the smear taker to enable the smear taker make a judgement on the adequacy of the smear.

	
	1
	The laboratory, therefore, should provide information on the report as to whether or not there are indicators of probable transformation zone (TZ) sampling i.e. immature squamous metaplastic cells +/- endocervical cells on the smear as well as adequate numbers of squamous cells.


	
	
	Atrophic Smears

As there are no reliable indicators of transformation zone sampling in atrophic smears, no comment need be made on the reports of such smears.

TZ Population
Smears should not necessarily be considered inadequate just because they do not contain identifiable cells from the transformation zone.


	
	2
	Laboratory criteria of inadequacy
There are well-recognised reasons identifiable on a smear, which indicates an adequate smear. If specific infection is present it should be referred to but if pus cells are present on their own the smear may be considered negative. A smear should not be reported as inflammatory unless a treatable organism is present. The reason or reasons a smear is considered inadequate or unsatisfactory on laboratory criteria should be stated on the report, for example:

Cellularity considered insufficient given the age and hormonal status of the woman.  In an adequate sample, the epithelial cells should cover approximately one third of the slide.

A vaginal smear i.e. separated superficial cells only, unless indicated on the request form.

Poorly fixed / air dried samples.

Approximately half of the epithelial cells obscured by blood, inflammatory cells, spermatozoa or menstrual debris. 

Smear poorly spread or material too thick.

No evidence of TZ sampling in the first two smears during follow-up of treated Dyskaryosis (CIN) / CGIN.

Endocervical cells only (except in follow-up of CGIN).  Material degenerate and cytolysed (physiological).



	
	
	

	
	3
	Blood Stained Preparation
A smear, especially if blood stained, should be very carefully screened for scanty dyskaryotic cells before designating it inadequate.



	
	
	

	
	4
	The smear is either borderline or unsatisfactory if it is not negative or dyskaryotic.



	
	
	

	
	5
	In assessing any smear, quality is more important than quantity.


STAFFING
It is envisaged that laboratories or groups of laboratories participating in the National Cervical Screening Programme should have a throughput of 10,000 to 15,000 smears annually.

	
	· The head of the department should be a consultant cytopathologist or histopathologist with a special interest in cytopathology.



	
	· There should be one consultant cytopathologist per 25,000 smears.



	
	· The consultant should see at least 500 cervical smears per annum / head per annum.  This should include some normal smears.



	
	· Staffing levels should be appropriate for the workload.  Calculation of staff must account for supervisory and managerial/administrative activities.



	
	· Depending on skill and case mix an experienced wholetime primary screener should examine 3,000 – 5,000 smears annually.  This figure does not include QC smears.  The suggested annual figure for a screener who job shares is 2,000 – 2,500.



	
	· Supervisory staff and trainees not must be included when calculating numbers of primary screening staff in relation to workload.



	
	· The appointment of a laboratory aid for non-screening cytology duties is desirable.



	
	· All cytology screening should be carried out within the laboratory.  No more than 2 hours should be spent screening at the microscope without a break or change of occupation.  Ideally a screener should not have to spend more than a 4-hour- day undertaking primary screening.



	
	· There should be strict adherence to protocols for the examination of slides.



	
	· Only fully trained staff may sign out smear reports.



	
	· All appropriately experienced staff who are considered suitable by the Consultant Cytopathologist and the Chief Cytotechnologist should be involved in rapid rescreening.



	
	· Ideally all abnormal smears and certainly all equivocal smears reported each day should be discussed with the pathologist using a teaching microscope.  Discrepancies between the cytopathologist and the senior technologist, or the senior technologist and the primary screener should be discussed.  If serious discrepancies arise a facility for a second opinion should be available.



	
	· One secretary per 10,000 smears is recommended.




TRAINING AND CONTINUING PROFESSIONAL DEVELOPMENT

	
	· All trainee cytotechnicians must be eligible for membership of the Academy of Medical Laboratory Science in order to pursue a career in cytology.



	
	· Trainees should complete a formal (usually 4 week) course in gynaecological cytology at an approved centre early in their training.  This should be followed by at least one year in-house supervised screening before primary screening alone.  Ideally all trainees should be full-time in the first year.  A logbook of their practical and theoretical training should be maintained.  Attendance at update courses is recommended within one year of completion of training.  The employing authority should fund all training and including the update courses.



	
	· All screening staff, including the cytopathologist, should attend a formal update course at least once every two years funded by the employing authority and a record should be kept of topics covered.



	
	· Any member of staff absent from screening for a significant period of time i.e. 3 months or longer should have a period of supervised screening prior to returning to primary screening.



	
	· All screening staff should be strongly encouraged to take the Certificate Examination in Cervical Cytology (or equivalent).



	
	· Laboratory participation in an acceptable EQA scheme is essential.



	
	· One day per quarter should be set aside for in-house training for all staff, which should include discussion of interesting and equivocal cases.



	
	· The laboratory should maintain a set of teaching slides and interesting case histories for review.



	
	· Appropriate textbooks and journals should be provided for staff.



	
	· Participation in regional meetings, colposcopy management meetings etc. should be encouraged and funding provided.



	
	· All screening departments should aspire to research and development




LABORATORY EQUIPMENT AND ENVIRONMENT
Screening Room

	
	· The cytology department should have a screening room separate from the main laboratory.  The layout should allow screeners to communicate with each other but be so arranged that each person has adequate bench space.  The design of the room including bench height should conform to Irish Health and Safety Standards.



	
	· Temperature and ventilation of the room should be controlled so as to give the correct humidity suitable for the number of people working in the screening room.



	
	· Natural lighting should be used where possible.  If necessary window blinds should be available.




Chairs

	
	· Chairs must be adjustable and suitable for microscopy work.




Microscopy:

	
	· Benches must be at a suitable height for microscopy work



	
	· All microscopes used for screening should be in good working order and use widefield paired 10x objectives.  Widefield size should be at least 20mm for comfortable viewing of slide.  Standard objectives should include 4x (useful for assessing suitability of scanty slides), 10x (normal screening size), 40x (high power work).  Quality of objectives should be at least Plan Acro.



	
	· An object marker is also essential for spotting cells.



	
	· Service contracts should be available on equipment to ensure proper working order.




Computer Equipment

	
	· Cytoscreeners should have ready access to the computer database to enable them access patient details and previous smear and colposcopy and histology reports.




Work Breaks

	
	· Regular work breaks are essential for cytoscreening staff.




QUALITY CONTROL OF SMEAR REPORTING ACCURACY

1.
Internal Quality Control of primary screening

Rapid Review

	
	· This entails rapid review of all negative and inadequate smears by a technician who did not do the primary screening of those smears.  If a disparity is found, a full rescreen by a senior technologist is carried out.




Selected Rescreening

	
	· All cases from clinically suspicious categories should be double screened.  Also any previous negative smears, where Moderate Dyskaryosis (CIN II suspected) or upwards is now found.



	
	· The practice of a 10% review of all negative smears as a QC measure is not recommended.


Assessing individual performance

	
	· The senior technologist in charge of the cytology laboratory must be able to assess the strengths and weaknesses of all screening staff under their supervision.  Data from QC is central to this assessment.



	
	· QC data is confidential information and should be used to assess an individual’s performance both in the short term and over a longer period.



	
	· “At the present time, an 85% to 95% sensitivity for detection of Moderate Dyskaryosis (CIN II suspected) or worse before rapid rescreening is suggested as acceptable”.  (Achievable Standards, Benchmarks for Reporting and Criteria for Evaluating Cervical Cytopathology).



	
	· In the event of deterioration in an individual’s performance, an informal discussion with this person may help identify the problem.


Assessing Laboratory performance

	
	· Participation in an acceptable EQA scheme is essential for all laboratories.  The result of slides received for EQA purposes should assess the overall laboratory performance.



	
	· If a problem is identified and documented remedial action must be taken.  The action taken should be agreed with the consultant pathologist and senior cytotechnologist and discussed with the individual involved in a sensitive and caring fashion.



	
	· Every effort should be made, as far as possible, to keep these discussions confidential.




Biopsy/Smear Correlation

Ideally the biopsy should be sent to the same laboratory which reported the cervical smear.  If this is not possible, the cytopathology laboratory must be able to receive copies of the histology and colposcopy report. The pathologist and senior technologist should review all biopsy reports and related smears, where:

	
	· The grade of dyskaryosis (CIN) in the biopsy and the grade of dyskaryosis in the previous smears is disparate by more than one category i.e. where the biopsy shows severe dyskaryosis (CIN III suspected), but the cytology shows only mild dyskaryosis (CIN I suspected).

OR

· No dyskaryosis (CIN) is seen on biopsy but there is moderate dyskaryosis (CIN II suspected) or worse in the smear.

OR

· Moderate dyskaryosis (CIN II suspected) or worse is seen on biopsy, but the smear is negative.


Annual Audit

	
	· Smear histories should be reviewed on all patients who develop adenocarcinoma or invasive squamous cell carcinoma of the cervix and smears reviewed where appropriate. The system will maintain normal principles of confidentiality for all those involved.




RETENTION OF MATERIAL

	
	· Negative smears to be retained for a minimum of 10 years.



	
	· Abnormal slides to be retained for at least 20 years or indefinitely if space allows.



	
	· Slide storage should allow for ease of access and retrieval.



	
	· Slides which form part of teaching sets, or slides sent out as part of EQA should be recorded


LABOATORY ACHIEVABLE STANDARDS AND GUIDELINES

In 1995 a document entitled “Achievable Standards and Benchmarks for Reporting and Criteria for Evaluating Cervical Cytopathology” was published by NHSCSP in the UK.  This document outlined performance indicators for UK Cytopathology laboratories.  This document has been subsequently heavily criticised.  The NAO (National Audit Office) found that only half of UK labs reached these standards.  Impact: only 1 of the 3 labs recommended by the NAO for good practice achieved these criteria.  Less than 14% of UK labs were achieving these standards as assessed and reported by Charnley (Bulletin of the Royal College of Pathologists 1998; 102: 38-39).

The laboratory QC subcommittee considers it premature to produce similar guidelines for the Irish Screening programme.  We suggest instead that all labs:

	
	· must provide data on the percentage of each individual category of abnormal smear in their practice (i.e borderline Mild Dyskaryosis, Moderate Dyskaryosis, Severe Dyskaryosis etc.)



	
	· provide percentages of inadequate and unsatisfactory smears



	
	· This data should be reviewed centrally at the end of each six month period in order to detect outliers or alterations in trends




CYTOPATHOLOGY LABORATORY PROCESSES

Every laboratory should have a standard operating procedures manual (S.O.P.) for every aspect of cytology screening.

	TARGET 1
Operational Protocols
	MEASURE



	99% of smears should be received, processed and reported according to the lab SOP manual.
	Chief lab technologist to monitor/identify those cases which have not been managed according to SOP.

	
	

	TARGET 2
Turnaround Time
	MEASURE



	95% of smears should have been reported back to the referring smear taker and the central programme register within 20 working days of the date of receipt of the smear preparation in the laboratory.
	Each lab to (computer) record the turnaround time at least monthly.


	
	

	REPORTING ROUTINES
	

	
	

	TARGET 3
Terminology
	MEASURE



	98% of all smears should be reported using the BSCC (CIN) terminology.
	NO DETAILS

	
	

	TARGET 4
Borderline Smear Assessment


	MEASURE

	100% of all borderline dyskaryotic smears should have been seen and signed out by the consultant cytopathologist.
	Each lab to keep a (computer) record of all reports, including those smears seen and signed out by the consultant cytopathologist and those which are borderline dyskaryotic.

	
	

	TARGET 5
Recommendations for Clinical Management


	MEASURE

	100% of borderline or dyskaryotic smear reports and those where there is a known previous history of borderline or dyskaryosis should contain a recommendation for clinical management.
	Routine reporting form to contain a section entitled “recommended plan of management”.  Number of unfilled forms to be monitored in each laboratory.

	
	

	TARGET 6
Smear Adequacy
	MEASURE



	95% of unsatisfactory or inadequate (laboratory criteria) smears to be followed up by the laboratory assisting in providing a list of smears for repeat.
	Computer record of all unsatisfactory or inadequate smears to be kept in each laboratory.  Specific recommendations to be sent to the referring smear taker as part of the report.

	
	

	TARGET 7
Staffing Levels


	MEASURE

	All laboratories to be adequately staffed (see text)
	Department of Health to keep register of each lab staff complement and to define schedules for achieving the recommended complement.

	
	

	TARGET 8
Smear Throughput
	MEASURE



	100% full time equivalent screeners to screen between 3,000 and 5,000 smears annually.  Consultant cytopathologists to see no less than 500 cervical smears per annum.


	Continuous computer monitoring of each staff member’s workload.


	
	

	TARGET 9
Training
	MEASURE 

	100% of staff to be involved in continuous education programme (see text).
	Laboratory (logbook) documenting each staff member’s continuing education status.

	
	

	TARGET 10
Failsafe
	MEASURE

	Every month the laboratory will report to the smear taker the details of those smears on which the follow up has been delayed by three months.
	The number of expected repeat smear results, which are not available, compared to the number which are available.

	
	

	TARGET 11
EQA
	MEASURE

	100% of all laboratories must participate in an acceptable External Quality Assurance (EQA) scheme.
	A list of all laboratories to be requested to indicate EQA practices, on a yearly basis.


QUALITY ASSURANCE TARGETS FOR THE COLPOSCOPY SERVICE

1.  INTRODUCTION
	1.1
	Colposcopy is an essential part of the cervical screening programme  The Cervical Screening Programme has the objective to reduce the incidence of invasive cervical cancer by at least 25% by the year 2005, compared with the rate in 2000. In order to achieve this target, high quality follow up where necessary is required, as well as good population coverage and competent smear taking. In 1997 the NHSCSP published "Guidelines for Clinical Practice and Programme Management”1 It gave clear protocols about follow up and referral of women with abnormal smears. This document now sets out guidelines to ensure that those women followed up by a referral for Colposcopy receive a high quality service.   The UK Cervical Screening programme has already overtaken its initial targets/ambitions2.  Ireland has yet to initiate its programme and therefore has yet to achieve any ambition in terms of reduction in the rate of cervical cancer deaths and incidence.



	1.2
	Patient satisfaction is identified as a crucial element in the quality of the Colposcopy service. Asymptomatic women attend for cervical screening as a preventive measure and, since treatment of pre‑malignant disease is 95% effective, compliance with referral for Colposcopy is essential to the success of the screening programme. Clearly a high level of default would have a major impact upon the success of the programme.



	1.3
	The guidance in this document is largely derived from a workshop of the British Society of Colposcopy and Cervical Pathology (BSCCP) with revisions and additions made by a working group of the National Health Service Cervical Screening Programme.  In 1992 the National Coordinating Network of the NHS Cervical Screening Programme invited the BSCCP to produce recommendations for "improving the quality of colposcopy services.. The BSCCP therefore convened a workshop, the remit of which was to define standards for the colposcopy service and to identify steps which could be taken to improve the quality of the colposcopy service. The deliberations of the original workshops were further updated and developed and  produce the guidelines which were endorsed by the Royal College of Obstetricians and Gynaecologists and the Association of Genito-urinary Medicine.  This was also published in January 1996

  


	1.4
	The network had previously identified two approaches to quality improvement; the identification of activities that can improve quality and the setting of standards against which quality can be measured. These approaches are further described in the publication "Assuring the Quality and Measuring the Effectiveness of Cervical Screening3.



	1.5
	Colposcopy is a partly subjective procedure, visualizing lesions that have been identified by abnormal cervical smears. It enables directed biopsies to be taken and local treatment to be performed to meet the needs of the woman. Successful treatment is defined as a return to normal cytology.



	1.6
	Colposcopy clinics have, in the main, been added to existing gynaecology services, and as such are rarely in purpose designed environments. It is anticipated that as new colposcopy units are purpose built, the recommendations of Section 3 below will be implemented. Some clinics may find it difficult to provide the facilities recommended, but the original BSCCP workshop considered that most of these did not require major financial investment to reach the proposed standards.



	1.7
	The same quality standards should prevail in all  environments.  Colposcopy is, and will continue to be, performed in other locations such as genito‑urinary medicine clinics. The same quality standards should prevail in no matter which environment the procedure is performed. These guidelines therefore apply to clinic facilities, service administration personnel and, wherever possible, all aspects of the colposcopy service



	1.8
	Outcome measures which might be used to inform purchasers include coverage, diagnostic accuracy, intervention efficacy, clinician compliance and patient compliance. Process measures can be used if appropriate as a surrogate for outcome measures in order to monitor the quality and impact of the service in a shorter timescale.



	1.9
	The standards offer an opportunity to health managers. Currently few clinic services  are likely to have defined a set of minimum standards for the colposcopy service within the screening programme. These guidelines offer the opportunity for the Department of Health  to evaluate their service locally and provide a clear service specification against which a service level agreement can be negotiated.



	1.10
	Recently the BSCCP has drawn up a minimal data set and each colposcopy clinic should have the resources in place which will allow standard annual audit data to be generated5.


.

2. STANDARDS FOR THE COLPOSCOPY SERVICE
	OBJECTIVE
	MEASURE
	TARGET



	1. To ensure women are adequately informed about colposcopy and treatment.
	a)  All women referred for colposcopy should receive a personalized invitation and information leaflet prior to their first colposcopy visit.

b)  All women needing treatment should be informed that treatment will be required and have that treatment explained. Their consent, either written or verbal, should be recorded. 

c)  Proportion of results and management plans communicated to the woman.


	90% within 14 days of attendance at clinic

	2.To provide an adequate clinical environment (all clinics should have the following facilities):
	a)  Dedicated private area with toilet and changing facilities.

b)  A suitable couch, colposcope and other equipment necessary for diagnosis and treatment.

c)  At least one method of satisfactory treatment of CIN or automatic referral to a unit where treatment is available.

d)  Resuscitation equipment and the ability and training to use it correctly.

e)  Written emergency guidelines with which all clinic staff are familiar.


	100% of clinics to be visited and approved by QA Committee prior to the initiation  of the national programme


	OBJECTIVE
	MEASURE
	TARGET



	3. To provide appropriate clinic staff
	a)  All clinics should have a named colposcopist with appropriate skills who leads the service.

b)  All clinics should have a named clinic nurse/patient liaison officer  with appropriate skills and without concurrent out‑patients duties. Whose duties will include:

(i)  counseling if woman referred for colposcopy and or treatment

(ii)  counseling of woman following colposcopy or treatment

(iii)  monitoring patient appointments and default attendances 

(iv)  computer entry of colposcopy visit investigation  and treatment information including sociodemographic variables, cytology colposcopy and histology data 

(c)  consent should always be obtained to the presence of non essential clinic personnel e.g. trainees, under graduates, visitors


	100% of colposcopy clinics to have appointed a nurse/patient liaison officer prior to recruiting cervical screening programme patients

100% of colposcopy services to have a named lead colposcopist before accepting programme patients.


	OBJECTIVE
	MEASURE
	TARGET



	4. To ensure appropriate and accurate data collection
	a)  All clinics should be able to provide the basic dataset detailed below for professional audit and to purchasers.

b)  appropriate and sensitive enquiries regarding sexual history should be made only where part of an ethically approved research project.

c)  All clinics should have a computerised data and image storage system


	100% of clinics to have a computerised system in place before receiving patients form the screening programme

	5. To reduce default
	a)  All clinics should have written protocols for the management of default 

b)  Minimal default at first appointment

c)  Minimal numbers of defaulters at follow-up appointment


	(15% of women fail to attend for appointment

	6.  To reduce the failure of diagnosis of early cancers
	All women requiring treatment for an abnormal cervical smear should have prior colposcopic assessment.


	0% of women treated without prior colposcopy


	OBJECTIVE
	MEASURE
	TARGET



	7. To improve the quality, accuracy and timeliness of diagnosis
	a)  Waiting time for colposcopic assessment for all referrals

b)  Waiting time for colposcopic assessment for women with moderately/severely dyskaryotic smears.

c)  Women with moderately or severely dyskaryotic smears having a biopsy (i.e. material excised and sent for histological interpretation).

d)  Women with persistent borderline or mildly dyskaryotic smears having a biopsy within two years of the index (first) smear.

e)  Proportion of biopsies adequate for histological interpretation.

f)  Accurate recording of colposcopic findings to include: Visibility of the squamo‑columnar junction; Presence or absence of a visible lesion; Colposcopic opinion regarding the nature of the abnormality and requirement for treatment

g)  Evidence of CIN on histology

h)  Colposcopist’s accuracy of predicting high grade lesions or worse
	(90% in less than 8 weeks

(90% in less than 4 weeks

(90%

(90%

(90%

(95%

(90%

(70%


	OBJECTIVE
	MEASURE
	TARGET



	8. To ensure appropriate selection for and quality of treatment
	a)  All women needing treatment should be informed that treatment will be required and their consent, either written or verbal, recorded.

b)  All treatments should be recorded.

c)  All women should be treated in properly equipped and staffed clinics.

d)  All women should have had their histological diagnosis established prior to destructive therapy 

e)  Proportion of women managed as out‑patients under local analgesia. (i.e. not in theatre, or using general  anesthesia)

f)  Proportion of women treated at the first visit who have evidence of CIN on histology

g)  Proportion of out‑patient treatments completed in less than 10 minutes from commencement of treatment.

h)  Proportion of treatment associated with primary haemorrhage that requires a haemostatic technique in addition to the treatment method applied.

i)  The proportion of cases admitted as in‑patients due to treatment complications.

j)  Proportion of treated women with no dyskaryosis on cytology at six months

k)  All excisional treatment  should be performed under direct colposcopic vision
	(80%

(90%

(85%

(5%

<2%

(90%

(95%


	OBJECTIVE
	MEASURE
	TARGET



	9. To ensure appropriate and adequate follow up
	a) All women who do not have negative smears after treatment should be recolposcoped at least once within 12 months.

b)  Proportion of treated patients having a follow up smear within six to nine  months following treatment. 

c)  Proportion of confirmed histological treatment failures within 12 months of treatment


	(85%

<5%

	10. To ensure adequate communications with referring practitioner.
	Proportion of results and management plans communicated to the referring practitioner.


	(90%within 30 days of patient's attendance at clinic


	OBJECTIVE
	MEASURE
	TARGET



	11. To maintain skill levels.
	a)  Number of new cases managed by an individual colposcopist per annum > 100

b)  If training unit, number of cases directly supervised by an individual colposcopist per annum > 50

c)  Attendance by every colposcopist  in the  programme to attend a national colposcopy society meeting at least once every three years
	95% of colposcopists

95% of clinics

100% of colposcopists


3. QUALITY IN THE COLPOSCOPY CLINIC
	3.1
	Colposcopy clinics vary throughout the UK and Ireland, largely due to the way in which they have developed. There is little doubt that the circumstances under which colposcopy is undertaken affect the acceptability of the procedure. Certain key features of the facilities should form a minimum standard and the incorporation of audit and training.



	3.2
	Information and Communication  Each woman should be given verbal and written information before and after a smear and before colposcopy. Women require clear, concise information in a way that is appropriate to their needs, given at a time they can assimilate it. Counseling should be available as an integral part of the colposcopy unit which should offer continuing support for women.

Women should receive an appropriately worded, up to date invitation letter that includes a contact name, telephone number and clinic times, it should also include information on follow‑up procedures. Information should also be available in a format suitable for ethnic groups, where appropriate. There should be accurate registration of women attending clinics to facilitate follow‑up and fail‑safe mechanisms.

Information leaflets should be personalized to each clinic, and should cover the individual woman's visit to that clinic. If the woman is likely to be treated at the visit, this information should be given to her in advance, so that she can be accompanied by a relative or friend. Information leaflets should be evaluated by women using the service.



	3.3.
	History Taking:  History taking from women necessary for the purpose of colposcopy should exclude any questions about the woman's sexual history unless there is a specific indication with regard to the presentation or it is part of a study that has received local research ethics committee approval. Appropriate and sensitive enquiries regarding sexual history should  be made only where necessary.




	3.4
	Situation:  The clinic should be permanently sited with a specific room for colposcopy. The area should be private and there should be an integral changing area. A toilet and refreshments should be available, and there should be a separate waiting and recovery area.



	3.5
	Equipment:  There should be a permanent couch and colposcope, with perhaps a television monitor for those women who wish to watch the procedure being undertaken. There should be sterilizing facilities, and the equipment should meet Health and Safety Executive guidelines. In clinics offering both diagnosis and treatment there should be at least one effective form of outpatient treatment with which staff are familiar.  Adequate analgesia must be provided. There should be clearly understood, written guidelines for what to do in an emergency. There should be access to resuscitation equipment, general anesthesia and staff should be adequately trained to deal with emergencies.



	3.6
	Staffing:  The clinic should be led by a named, appropriately skilled consultant with a specialist team specific to the colposcopy unit, to provide continuity of care and to allow women to gain confidence in individual members of staff. There should be at least two nurses for each clinic and adequate independent clerical support. The primary nurse should be a registered nurse trained in counseling, and be the named nurse dedicated to the unit. The second nurse should be for the support of the patient, and would not need to be a fully trained nurse. There should be appropriately skilled back up and locum cover for the doctors.



	3.7
	Visitors:  Visitors to the unit should be limited (although the patient should be able to have a relative or friend present). The woman's permission should be sought prior to colposcopy if any additional staff not essential for the purposes of performing colposcopy are present (i.e. trainees, undergraduates, visitors).




Liaison:  The clinic should liaise with the cytological and histological services to provide an all round service. A copy of the written cytology report should be available to the colposcopist at the 

	time of the examination. Access to all treatment and follow‑up facilities and to other gynaecological and medical services should be readily available. GU medicine clinics should liaise closely with local gynaecological services to ensure adequate provision. The structure of such liaison should be formulated in written clinic practices. Audit should be an integral feature of the service including multidisciplinary audit.

Information about defaulters and colposcopy in which a biopsy was not taken should be reported to the cytology laboratory reporting the smear.


	

	3.9
	Defaulters:  The clinic should have written and well understood protocols for dealing with defaulters. Audit should include analysis of the records of defaulters to enable any patterns to be discerned and actions taken to reduce the number. This may involve considerable liaison between the various areas of professional practice involved in the cervical screening programme. Fewer than 15 % of women should fail to attend their first appointment and fewer than 15 % of women should fail to attend a follow up appointment.




4. DIAGNOSTIC STANDARDS IN COLPOSCOPY

	4.1
	Colposcopy is a subjective procedure rather than an absolute, objective technique for diagnosing cervical intraepithelial neoplasia and invasive cervical carcinoma. Failure to recognize features of early invasive carcinoma is the most frequent reason for post‑treatment cancer occurring. The reasons for Colposcopy failing to identify invasive carcinoma include:

· Cancer in the canal

· Difficulty with visualizing the cervix

· The presence of blood

· Misinterpretation of the lesion

· Reliance on changes such as atypical vessels.



	4.2
	Colposcopy is important in avoiding missing early cancers, and women with abnormal smears should not be treated without prior colposcopy.



	4.3
	Waiting time for assessment/treatment following a moderately/severely dyskaryotic smear should not exceed four weeks. Other waiting times should not exceed eight weeks.



	4.4
	All patients who have a moderately/severely dyskaryotic smear should have biopsy material submitted for histological interpretation. (Pregnancy may be an exception).

All patients who have had three or more borderline or mildly dyskaryotic smears and have a recognizable atypical transformation zone should have biopsy material submitted for histological interpretation unless participating in an ethics committee approved study.

Patients referred for colposcopic assessment due to persistent inadequate smears or those who do not have an area of recognizable abnormality may not necessarily require a biopsy to be taken following assessment of the cervix under colposcopy.

All patients should have had their histological diagnosis established prior to local destructive treatment. All excisional biopsies (loop excision, laser excision, cold knife cone) should be submitted for histological interpretation.

Over 90% of biopsies should be adequate for accurate histological interpretation. Biopsy adequacy should be subject to audit particularly in units undertaking training of colposcopists.



	4.5
	Colposcopy is rarely undertaken without prior knowledge of the smear report which should be available to the colposcopist at the time consultation and improving colposcopy requires due recognition of the role of cytology and an improved interface between the two disciplines. This would be facilitated by multidisciplinary meetings between specialties. The cytology, histology and colposcopy results and follow‑up data should be correlated for each patient. Such correlation would probably best be facilitated by computerization of these data. Colposcopy clinics should establish computer based data management systems.

Liaison may also be required, for certain patients, with local GUM consultants. Gynaecologists and GUM consultants practicing colposcopy in the same hospital should endeavor to work to similar protocols.



	4.6
	The following parameters of colposcopy should be recorded:

· Whether it was satisfactory (i.e. SCJ seen/not seen).

· The position of the SCJ (in the canal/on the ectocervix).

· The presence, site and approximate size of the lesion.

· The opinion of the colposcopist.

· Actions and/or interventions.



	4.7
	Colposcopists should be able to define low and high grade lesions in order to avoid missing advanced disease and to obviate overtreatment for low grade changes.  There should be 70% accuracy in predicting a high grade (CIN 2 or worse).



	4.8
	The results of investigations performed in the colposcopy clinic and plans for further follow up should be communicated to the woman and her general practitioner as soon as possible.  At least 90% should be communicated within 14 days of the patient’s attendance at the clinic



	4.9
	Skill level.  The skill levels required for treatment are no less than those defined for diagnostic colposcopy in this section


5. TREATMENT STANDARDS IN COLPOSCOPY

	5.1
	For the clinical management of women with abnormal smears, treatment should be appropriate, effective, acceptable, safe and timely. Which women should be treated will depend upon current understanding of the disease states and the conditions thought to require treatment. Current guidelines recommend treatment for CIN 2 and 3, and persisting CIN1.  Persisting CINI may be defined as those persistent cytological and colposcopic abnormalities which, if present after two years of observation, would normally be treated unless there are indications to do otherwise.



	5.2
	The essential consideration is to treat the patient, and not just the lesion. Coexisting gynaecological or medical conditions may modify management.



	5.3
	Colposcopy services should have written protocols with regard to selection for 
treatment, management of treatment failures, conduct of follow‑up and management of default. Protocols should also include procedures to be 
adopted in situations such as pregnancy, menopausal women etc.



	5.4
	Protocols should be designed to meet the needs of local populations but there should be collaboration between service providers and the Department of Health  to enable wider comparisons of outcome.  



	5.5
	Default is a major problem, and can be due to hospital error such as appointments being sent out late, a change of address for the woman, or a lack of education about the importance of attending.  Default in new patients attending for assessment and treatment is perhaps more of a problem than default from follow-up.  Efforts should be made to ascertain why women default, and to identify intervention measures to 
counteract this. An accurate figure for the default rate should be identified.




	5.6
	Skill Levels:  To maintain skill levels, each colposcopist should manage a minimum 
of 60 new patients per year or, if training, directly supervise a trainee in the management of 50 cases per year.



	5.7
	Information - Communication:  An explanation of the procedure should be given to the 
woman prior to treatment in a colposcopy clinic. It should be recorded that this has been given.

There should be good communication between the referral source (and 
the GP where they are different) in cases of morbidity arising from the 
procedure. A record of  the patient's treatment should be available at all 
times. This will probably require that a record should be maintained in 
the patient's general notes, irrespective of records maintained in the colposcopy clinic.



	5.8
	Treatment Protocols
The outcome of  the examination and future management should also be communicated to the women. Women who are pregnant should not have their cervix treated as a routine. Treatment should be by a trained colposcopist who can recognize the squamo columnar junction, invasive disease, VAIN and lesions suspicious of CIN. The importance of maintaining skills must not be underestimated.
Treatment (out‑patient) should be in properly equipped colposcopy units, with access to in‑patient facilities, and to transfusions. Immediate resuscitation facilities should be available. Ad hoc treatments outside colposcopy clinics should not be undertaken. At least 80% of treatments should be performed as out‑patient procedures.
The treatment used should be recorded.

Pelvic examination should be undertaken if indicated.

Cervical stenosis (cervical os less than 3 mm in diameter) can be important if it causes difficulty for menstruating women, and this should be audited by checking at the time of  the first smear following treatment.

Women with VIN, VAIN or with CIN in pregnancy may be better served by being managed by a colposcopist with a special interest in these particular problems.



	5.9
	Anaesthesia:  There should be adequate pain control, which should include pretreatment counseling. Treatment should be offered under local anaesthesia but where this is inappropriate, general anaesthesia should be offered.  Reasons for treatment under general anaesthesia should be recorded.



	5.10
	Staffing and Equipment:  All outpatient treatment should be performed within the confines of a colposcopy unit staffed and equipped as described in these guidelines. The equipment should be in good working order and should not provide a hazard. The local medical physics department should be kept informed of the equipment in use in the clinic and approve its safety.



	5.11
	Audit and Liaison The histological outcome and the colposcopic opinion should be recorded and the two reviewed as a measure of performance.  Morbidity targets include:

· Time to complete treatment >85%  in less than 10 mins

· Primary haemorrhage <5%

· · Significant discomfort (5% . 

· Readmission rate for secondary haemorrhage (+/- infection) )<2% · 

· Cervical stenosis. (2%

· At least 80% of all treatments should be performed as outpatient procedures under local anaesthesia.

· At least 90% of women who have had confirmed CIN should have no dyskaryosis at six months post‑treatment, and women should know the chance of achieving this.
· Following treatment for CIN2 or 3, there should be no more than five to six cases of invasive squamous disease (including stage Ial and Ia2) per thousand women treated, whatever treatment modality (including hysterectomy) has been employed during their lifetimes.

	
	


6. FOLLOW‑UP

	6.1
	There are several reasons for carrying out follow‑up, including the detection of disease (invasive, persistent or new), reassurance for the patient and the doctor, and audit.  Follow‑up is required for all patients who have been treated for CIN for at least five years although the frequency of follow‑up will vary according to grade of CIN and local protocols5 .  Colposcopy in follow‑up is not essential but may enhance the detection of persistent disease. Persistent disease is found to be more frequent in patients with large areas of CIN 3 with incomplete resection margins, and it may be that Colposcopy has an important role in the follow‑up of these women.



	6.2
	Follow Up Protocols The first follow‑up visit should ideally be at the centre in which treatment was offered, although the patient's views should be considered when making arrangements for follow‑up.

Follow‑up should be cytology based, using the Aylesbury spatula and endobrush or the Cervex cyto brush. If there is persistent dyskaryosis, the patient should be referred for at least one further colposcopic assessment.

Colposcopy may be helpful in follow‑up, especially at the first post‑treatment check. This will also allow audit of treatment parameters to be completed. Colposcopy may be particularly beneficial in follow‑up if the lesion was large, and the excision incomplete and of high grade. This requires further research.

A written protocol should be available for follow‑up, including indications for


colposcopy. The high risk factors identified above should be borne in mind when preparing the protocol.



	6.3
	Default. Default from the follow‑up protocol should be recorded at 12 months post treatment. If the default rate is high, alternative practices may need to be implemented.  Liaison between the clinic and primary care is essential if audit figures on adequacy of continued follow‑up are to be maintained.



	6.4
	Information and Communication. Patient information leaflets on the need for


follow‑up and the significance of persistent disease should be distributed to both 
patients and general practitioners.



	6.5
	Audit Data. Appropriate data should be collected to allow audit of follow‑up


processes and ensure that these are appropriate and adequate.


7. TRAINING STANDARDS

Quality Assurance for the Colposcopists

	7.1
	A number of skills are essential for a colposcopist, such as the ability to recognize severe disease and the ability to complete treatment within a reasonable time. The practice of retraining if there are persistent treatment failures is important for maintaining the quality of the service. Thus, adequate and appropriate training was identified as prerequisite for undertaking colposcopy. 


	7.2
	Adequate training entails, in addition to the technical aspects, comprehending the need to treat the woman with dignity and achieving the ability to communicate effectively. It should also include learning how to run a clinic at an administrative level and should ensure that quality and audit issues are properly understood.



	7.3
	For those individuals wishing to practice colposcopy, training should ideally be completed prior to the completion of higher specialist training. Teaching courses should be properly set up, and there should be basic courses, practical courses and 
advanced courses. Standardization of the course content and composition and

provision of such courses in under review by the British Society for Colposcopy and Cervical Pathology.




provision of such courses is under review by the British Society for Colposcopy and Cervical Pathology.

	7.4
	All colposcopists should have attended a basic course so that they are able to examine 
the whole genital tract. Clinicians who intend to practice colposcopy should attend an advanced course and should follow this with an attachment and continuing education. Participants should be evaluated after attending courses. Colposcopy 

training should only be undertaken by designated trainers and should be consultant led.



	7.5
	Basic colposcopy training should be an integral component of higher professional specialist training for all practitioners wishing to practice. Stand alone training should also be available for practitioners in disciplines where colposcopy is rarely, if ever, practiced but who wish to offer this service



	7.6
	Training should produce colposcopists who can:



Appreciate the natural history of lower genital tract precancer.



Use the colposcope in the lower genital tract.



Recognize and evaluate lesions in the lower genital tract.



Recognize and evaluate concurrent gynaecological disease.



Make appropriate management decisions.



Counsel patients



Treat lesions with local destruction or excision.



Organize follow‑up.



Run a clinic effectively.


Understand and implement quality control and audit.

	
	


8. GUIDELINES FOR LOCAL AND NATIONAL AUDIT

	8.1
	 Medical audit is required for various reasons which are based on a desire for continual improvement of the service through better results and greater value for money. Audit should be systematic, directed at the quality of care, and used to set standards against which performance can be compared and change can be implemented and measured. Referral criteria for colposcopy have been well established in the "Guidelines for Clinical Practice and Programme Management". Quality assurance for the service should include audit of referrals against these guidelines. 



	8.2
	Audit of the colposcopy service can be viewed as comprising three areas. Firstly, the structure of the service, which comprises referral criteria, waiting times, clinic infrastructure, and documentation. Secondly, the process of  the service, which covers the efficiency of the management protocols, treatment, follow up cytology (and colposcopy if indicated),. The patients’ attitude, the management of defaulters, etc. Thirdly, the outcomes of the service, including the success rate for the simple treatment of CIN, the number of and reasons for treatment failures, and associated morbidity. The Department of Health should establish  quality coordinating group for colposcopy to facilitate audit at a local and national level.




Nationally, data collection and analysis should cover the number of referrals, waiting 

	times, treatment patterns, the incidence of invasive disease after treatment, and the clinic infrastructure. At the outset of implementing standards for audit, it is important that they should be simple measures so that the audit is straightforward. Local audit can be undertaken in more detail, and the outcomes can feed into the national audit


	


	8.4
	The need for good documentation within the colposcopy service is paramount, and each clinic should be able to provide at any time referral criteria, patient numbers (for new patients and patients on follow‑up), waiting times, treatment failures, overtreatments, morbidity, invasive cancers after treatment and default rates. Purchasers also require a minimum dataset about any patient who attends any clinic. The dataset in colposcopy clinics given below expands on this and should include:

Basic sociodemographic data

Date first seen.

Date of referral.

Reason for referral.

Whether defaulted or attended.

Results of cytology (if done at visit)

Colposcopist's opinion

Histology and colposcopy outcome (i.e. treatment)

Treatment details and type.

Time taken for treatment.

Satisfactory/unsatisfactory colposcopy.

Whole lesion seen?

Size of lesion.

What happens next (ie. plan) ‑ "disposal box”.



	8.5
	Clinic Level Audit:  Within a clinic, performance should be monitored against national guidelines, but there may be in addition local data items added to focus on local issues, or to comply with purchaser requirements. One member of each profession in the clinic should take particular responsibility for audit of that profession's role. Typically this might include a colposcopist, a colposcopy nurse and the clinic administrator or data manager.

In addition, multidisciplinary audit is required across all colposcopy clinics in a hospital (including GUM clinics) and with cytology and histology colleagues in the cervical screening programme in order to ascertain the effectiveness, and identify weaknesses, in the local screening process. Where audit of defaulters is concerned, this may involve health professionals from the areas of primary care or public health



	8.6
	The Department of Health should facilitate the establishment of a national quality coordinating group to  facilitate audit on a wider population base than is possible within one health area/region.  These will be less responsive to local needs, 
but will provide a mechanism for spreading professional excellence and 
sharing of common problems. Each colposcopy clinic leader (see 3.6)  could  be invited to join the group. This group should  also include 
histopathologists, cytopathologists and other relevant professionals to ensure a multidisciplinary base. It should also be able to identify weaker 
colposcopy clinics and provide support, guidance and advice in raising quality standards where necessary. The  group should be funded by the Department of Health directly.



	8.7
	Each clinic should  provide the same dataset which will allow quality standards in different parts of the county to be compared 
and contrasted. The group would l also be responsible for professional advice to the Department of Health and fellow professional groups.  Quality assurance is  essentially an educational and supportive mechanism for raising standards and it is for this purpose that the national group should be established..  All colposcopy clinics should cooperate with national audits

	
	


9. CONCLUSIONS

These guidelines cover all aspects of a colposcopy service, including the provision of the clinic facilities. Since the success of the service requires that women attend for treatment after an abnormality has been detected, it is essential that they are not discouraged by the circumstances in which they are first seen. 

Of particular importance is that the clinic should have dedicated staff, who are identified to the women and who can act as a permanent reference point to women who have attended the clinic.
Other aspects of the service relate to the process of colposcopy and treatment, and clear standards are defined in the document. When these are achieved nationally, the quality of the service will be much improved. A major factor in planning the service is that the cytology, histology and colposcopy services must interact on a regular basis to ensure that the interdependence of the service is an advantage rather than a problem. Achievements must be audited against national standards, and a minimum data set is defined for the most important items which should be regularly assessed.

Changes are not achieved‑overnight. A reasonable time scale must be allowed to ensure that the recommendations do not place an unacceptable burden on the clinic staff. Nevertheless, the National Cervical Screening Programme should start in the year 2000 and this does not leave scope for deferring implementing these proposals. Facilities should be reviewed where this is needed, and clinics should have a dedicated staff, appropriate clerical support and locum cover. Physical changes should be achieved within the next year. The question of accreditation is vexed and will require lengthy discussion by all the interested parties, including women's groups.

This publication gives clear direction in assuring the quality of the colposcopy service. The targets will be kept constantly under review with the objective of maintaining minimum standards and continually striving for excellence.
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QUALITY ASSURANCE TARGETS AT THE REGISTER OFFICE

INTRODUCTION

A screening programme must rely on an accurate register of the population at risk, as this is the basis of the system for calling and recalling women to be screened/treated.  There have been problems in establishing such a register in Ireland.  This has been rectified since the Health (Provision of Information) Act 1997 was enacted, permitting demographic data to be obtained from sources to compile and maintain a register of names, addresses, and dates of birth for the purposes of screening.

The first task is to set up a comprehensive population register for women aged 25-60.  Data sources which the project team have prioritised for the population register are the hospital indices from the Mid Western Health Board area, the Department of Social, Community and Family Affairs, the General Medical Services and the Voluntary Health Insurance. Matching of different databases and the elimination of duplication will be a major problem. 

The register will allow for call/recall, audit, quality control and cohesive overall management.

A decision has been taken by the team for Phase 1 of the programme to centralise the regional register to maximise uptake, permit updating and processing.

A.  PRIMARY OBJECTIVE
	Objective
	Target 1
	Measure
	Method

	To reduce the death rate from squamous cervical cancer. This reduction will only be expected if an 80% eligible population coverage can be achieved
	To reduce the death rate from cervical cancer by 20% over 5 years from 2000 to 2005
	National death rate from cervical cancer at onset of programme through to five years after its inception
	Achieve 80% coverage.

Manage CIN expertly

Maintain excellence throughout the programme


B.  POPULATION REGISTER

	Objective
	Target 2
	Measure
	Method

	Include all eligible women aged 25 to 60.
	95% of women aged 25 – 60 to be included on the register.
	The number of women on the register compared to the census  listing.
	The Register Office will be responsible for:

Obtaining complete lists initially from V.H.I., GMS, Dept. of Social, Community and Family Affairs and Hospital -PMI’s and subsequent monthly updates.

Merging of above lists.

Acquiring a computerised register information system, which will provide relevant reports.


	Objective
	Target 3
	Measure
	Method

	
	Achieve 95% accuracy in respect of demographic variables held for the women on the Register.
	The number of returned letters within a 6-month period compared to the number of letters sent out by the register office.
	On a six monthly basis, the register staff will count the number of letters returned due to invalid postal information and compare them to the number of letters sent out by the register office in that period.


C.  SMEAR INTERVAL

	Objective
	Target 4
	Measure
	Method

	Screen all eligible women at least once every 5 years.
	Greater than 80% of women aged 25 to 60 should be screened at least once every 5 years.
	The number of women who have attended for a smear within 5 years compared to the total eligible population on the register.


	The use of statistical methods e.g. Capture/recapture method.  The uptake mid 3 year figure.




D.  CALL

	Objective
	Target 5
	Measure
	Method

	A written invitation is to be sent to all eligible women to attend for a smear test.
	95% of the eligible population to be issued with a ‘call letter’ or have had a smear within 5 years.
	The number of women who the register identifies to have been called or have had a smear within a 5-year period compared to the number eligible for a ‘call’ from the register.
	The number of eligible women called from the register checked on an annual basis




E.  SMEARTAKERS

	Objective
	Target 6
	Measure
	Method

	Have an accurate list of all smeartakers registered with the programme.
	100% list of all smeartakers.
	The number of registered smeartakers compared to the number of smeartakers names, returned to the programme.  


	All smeartakers will be notified to the Cervical Screening Register System and the participating laboratories.  Any new smeartaker who is not registered will become apparent when they send smears to the laboratory.


F.   EXCLUSIONS

	Objective
	Target 7
	Measure
	Method

	Avoid calling women who do not require a smear
	90% of exclusions are identified prior to call/recall.
	The number of women excluded prior to call/recall compared to the number of women who should have been excluded.  This will be done on an annual basis.
	Liaison with the National Cancer Registry, Registrar of Deaths and notification from GPs.  Local means of identification of deaths and other exclusions by register staff (radio, press, G.P’s and HIPE).  These women are marked inactive on the Cervical Screening Register System, to ensure they do not receive a letter.


G.  RECALL

	Objective
	Target 8
	Measure
	Method

	All women who enter the programme are recalled for screening at the appropriate programme smear interval (normal recall).
	95% of the eligible population are sent a recall letter from the register or have had a smear within five years.
	On an annual basis, the register staff will check the number of women who are ‘recalled’ compared to the number of women who should have been ‘recalled’ in comparison to the initial ‘call’ five years previously.
	The Cervical Screening Register System will identify women who had a smear five years previously and will issue a recall letter to the women no sooner than three years and no later than 4.5 years after her last smear




H.   FAILSAFE -

	Objective
	Target 1
	Measure
	Method

	Ensure that a woman who has a smear that is not normal is followed up until she has a normal smear or appropriate treatment for her condition.
	The laboratory must contact the G.P. regarding any inadequate or abnormal smears that have not had a repeat smear result within 3 months of when the result was expected in 90% of cases and within 6 months in 100% of cases.
	The number of women for whom the laboratory received a repeat smear resulting from a previous inadequate smear, as against the number they should have received.
	The Cervical Screening Register System on a monthly report will produce 

A list of women who had an inadequate smear three months previously

A list of women who had an inadequate smear more than six months previous to the date of the report being generated


	
	Target 2
	Measure
	Method

	
	For each smear report that is not normal and advises a repeat smear, 80% of the smears which need repeating should be done within four months and 95% within six months.
	The number of women for whom the laboratory received a repeat smear compared to the number they should have received.
	The Cervical Screening Register System will produce on a monthly basis

A list of women with “not normal” results which require repeating from four months previous

A list of women with “not normal” results which require repeating more than six months previous to the date of the report being generated.


	
	Target 3
	Measure
	Method

	
	In women with moderate dyskaryosis (Cin 2 suspected) or worse or adenocarcinoma in situ the programme office should know the treatment and outcome in 90% of cases within 6 months and 95% within 8 months.
	The number of women for whom the programme office has received advice outcome compared to those listed with moderate dyskaryosis (Cin 2 suspected) or worse or adenocarcinoma.
	The Cervical Screening Register System will produce on a monthly basis

A list of women with moderate dyskaryosis from six months previous

A list of women with moderate dyskaryosis from eight months previous to the date of the report being generated.


	
	Target 4
	Measure
	Method

	
	The programme office should know the outcome  (results/treatment) of 100% of all smears within 15 months
	The number of smears for whom an outcome is known compared to the total number of smears taken as a result of call/recall.


	The Cervical Screening Register System will produce on a monthly basis

A list of women called 15 months previously and marked for treatment or on a “normal recall” list.


	
	Target 5
	Measure
	Method

	
	The register will identify when a woman has three abnormal untreated smears in a 10-year period in 100% of cases.
	The number of women in a 10-year period who have three abnormal untreated smears.
	The Cervical Screening Register System will record and mark all abnormal smears with additional marking on a third abnormal smear to a particular woman.  There will be a monthly check with three abnormal untreated smears in a ten year period where no colposcopy/

histology is recorded.


I.  SMEAR RESULTS

	Objective
	Target 1
	Measure
	Method

	All women registered with the programme will receive their result in writing from the Register Office.
	80% of women will receive a letter from the register within 6 weeks of the date the smear was taken and 100% within 10 weeks.
	Evaluate the time lag between the date the result was posted and the date when the actual smear was taken.
	The Cervical Screening Register Office will produce on a monthly basis 

A list of women called six weeks previously

A list of women called greater than 10 weeks from the date of the report being generated.


J.  COLPOSCOPY

	Objective
	Target 1
	Measure
	Method

	Ensure prompt colposcopic assessment for women referred through the programme.
	A colposcopist sees 90% of women requiring colposcopy within 4 weeks of being referred and 100% within 6  weeks.
	Evaluate the time lag between the date a woman is  seen by a colposcopist and the date a woman is referred to the colposcopy clinic.
	The Cervical Screening Register System will produce on a monthly basis 

A list of women referred for colposcopy within four weeks of referral by her GP

A list of women referred for colposcopy within eight weeks of referral by her GP.


K.  COMPLAINTS

	Objective
	Target 1
	Method
	Measure

	Establish a complaint procedure.
	100% of complaints receive acknowledgement within 2 working days.

95% of complaints are examined and replied to within 3 weeks.

100% of complaints are examined and replied to within 4 weeks.
	The number of complaints acknowledged/processed compared to the total number of complaints received.  This is done on a monthly basis.
	The Cervical Screening Register System will produce on a monthly basis 

A list of women referred for colposcopy within four weeks of referral by her GP

A list of women referred for colposcopy within eight weeks of referral by her GP.


L.  PAYMENT SYSTEM

	Objective
	Target 1
	Method
	Measure

	Ensure registered smeartakers are paid correctly and promptly for smears taken within the programme.
	95% of claims are processed quarterly and paid a month later.
	A notification of each smear received by the laboratory will be electronically transferred to the Cervical Screening Register System and will form the basis for payment.  The number of smears taken by each smeartaker in a particular period can be checked to ensure that they have been processed for payment.
	The number of claims processed in each 3-month period compared to the number of complaints from smeartakers submitted.


APPENDIX ONE

TAKING A CERVICAL SMEAR

Quality Assurance

	Equipment
	Handwashing facilities
	

	
	Examination Couch
	· pillow

· disposable sheets

· blanket



	
	Good Illumination
	· adjustable floor/wall mounted light



	
	Selection of specula
	· 3 different sizes of Cusco speculae should be available - small medium large

· Disposable specula may be used (break off ratchet mechanism if noisy)



	
	Steam Steriliser
	· specula must be thoroughly cleaned and then sterilised by steam at 1210C for 15 minutes



	
	Gloves
	· Latex or Vinyl disposable



	
	Spatula
	· Alyesbury (extended tip) gives best results

· Cervical brush may be needed if os is very small or stenosed following previous treatment



	
	Glass Slide
	· with frosted end



	
	Pencil
	· ink is dissolved by the staining process



	
	Fixative
	· dropper bottle or spray



	
	Slide holder to transport


	

	
	Request forms
	· standardised



	
	Adequate waste disposal
	


	Environment
	Privacy
	· Room with a lock on the door and curtain on windows, warm and ventilated

· Curtained off couch if possible

· No interruption from staff, other patients or telephone



	Consultation
	Information
	the woman must be fully informed about

· what a smear is (not a test for cancer or infection)

· how it will be done (if this is her first test)

· What the likely results can be (no abnormality detected, not normal, inflamed, infection, repeat etc.)

· what the test cannot detect (abnormalities in other reproductive  organs)

· when and how she will get the results

· the limitations of screening (reduces risk of cervical cancer, but does not eliminate it )




	
	Consent
	· After the explanation, check that she wishes to go ahead with the test

· If she requests a chaperone, this should be arranged, (this may mean postponing the test until another time)



	
	Request Form
	· Complete as much as possible of the request form before the examination   (This gives an opportunity to ask questions about menstrual pattern, vaginal discharge, dyspareunia

· If there is the possibility of a gynaecological disorder and the screening is being done by a nurse, referral to the woman’s GP for a full bimanual examination, may be indicated)

· Label the glass slide in pencil with the name and date of birth

	
	
	

	
	
	


	Procedure
	· Allow the woman to empty her bladder if necessary and to undress

· Position her in the dorsal position, making sure she is warm and comfortable (the left lateral position may also be used, if preferred)

· Explain to the woman what you are doing all of the time

· Position the light to allow good illumination of the perineum

· Localise the cervix with one finger vaginal examination. Do not do a bimanual examination at this stage, as cells from the cervix will be removed inadvertently

· Choose the appropriate sized speculum and warm it gently in your gloved hand (or allow it to cool if taken directly form the sterilizer)

· Lubrication of the speculum should not be necessary.  If needed a little water or KY jelly can be used but to avoid contamination of the cervix, care must be taken not to put it on the tips of the speculum

· Insert the speculum along the axis of the introitus.  When it is half way in, rotate it gently through 900, in the direction of the cervix.

· Do not open the speculum until it is fully inserted

· Open the speculum, to allow the cervix to come into view

· If there is difficulty visualising the cervix, encourage the woman to relax or cough.  Raising her buttocks with a folded towel may help.  Also a digital examination may help the examiner localise the cervix before inserting the speculum.

· Inspect the cervix for signs of abnormality 

· Do not clean the cervix prior to taking the smear (unless there is a heavy discharge present)

· Identify the cervical os

· Take the smear by inserting the long end of the spatula into the cervical os. Rotate the spatula through 3600 using sufficient pressure to scrape off the surface cells 

· Transfer all the material from the spatula to the glass slide, using longitudinal strokes. The aim is to get a single layer of cells on the slide

· Fix the slide immediately


	
	Completion
	· complete the request form, (noting the condition of the cervix) 

· Check  that she is clear about the procedure for getting the results of her smear

· Give information leaflets on smear tests, to read at home

· Record smear in recall system

· Deliver slide/container plus request form to assigned laboratory
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