KC61 NATIONAL STATISTICAL RETURN FOR CERVICAL SCREENING
GUIDANCE NOTES

1.
INTRODUCTION
1.1
The KC61 Return 
1.1.1
The KC61 national statistical return is a mandatory requirement for all cytology laboratories participating in the NHS Cervical Screening Programme. This includes private laboratories if they report on NHS smears by contractual arrangement.

1.1.2
The submission form for KC61 returns has been redesigned in line with changes to the Department of Health's information requirements and with the aim of simplifying the reporting process for laboratory staff.  The new form will be used for the first time in 2003 to report on the 2002/03 year.

1.1.3
The Department of Health is required to review all statistical returns in a three yearly cycle.  KC61 will be reviewed again in 2005.

1.2
Submission Requirements
1.2.1
KC61 returns should be compiled approximately 1 month after the end of the reporting year to allow all outstanding smears to be analysed and therefore to maximise data completeness.  Complete returns should be submitted to the Department of Health via the regional Quality Assurance Reference Centre no later than 3 months after the end of the financial year to which the return refers i.e. by 30 June.  As QA coordinators are expected to collect, collate and validate returns prior to submission, it is likely that the QARC will require forms from laboratories at least one month in advance of the final submission date. A full explanation will be required for incomplete or estimated data.

1.2.2
A separate return must be submitted by each laboratory where NHS gynaecological cytology is carried out.  Laboratories may not combine returns, even if they are based at the same site or at the same Trust.

2.
DEFINITIONS
2.1
General Information
2.1.1
KC61 returns are required to report on screening activity in a financial year.  The financial year runs from 1 April to 31 March of the following calendar year.  KC61 Parts A and B include all smears in the 12 month period in accordance with the definition given in section 2.1.2 below.  Part C1 includes only those smears received in the first 3 months of the financial year, which led to a gynaecological referral.  This restricted time period is to allow the analysis of a representative sample of cases without requiring an extensive data collection exercise for all cases during a year.  Part C2 includes data relating to all gynaecological referrals from smears registered during the whole of the financial year prior to the current data year.

2.1.2
The 'date of smear' is used to allocate smears to the appropriate KC61 form/table/column.  This date is defined as the date that the smear was received at the laboratory.  If this date is not known or not recorded, the date that the smear was registered at the laboratory may be used.  If neither of these dates has been recorded, the date that the smear is taken may be used (from box 13 of the HMR 101/5 test request form).

2.1.3
All NHS smears which are received by the laboratory from a smear taker must be included in the return in accordance with the definitions described below.  The women's PCT of residence is not relevant to the selection of smears for reporting, nor is the reason for the smear test e.g. first screen, second screen, repeat of inadequate, etc. Invited and opportunistic smears are not distinguished, and the type of spatula used for the smear taking is also irrelevant.

2.1.4
Where a laboratory carries out primary screening of some smears on behalf of another laboratory (e.g. to clear a backlog), only the original (receiving) laboratory may count the smears in its KC61 return.  Under no circumstances may smears be counted by both laboratories.

2.1.5
Where a single examination results in more than one slide for one woman (e.g. spatula and brush), these should be counted as a single smear with the most significant outcome recorded.  This applies regardless of the number of HMR 101/5 test requests which accompany the slides.

2.1.6
If a smear is received and logged but no result is recorded, then the smear cannot be included on the KC61 return.  These cases will be rare and should be investigated fully to ensure that all outstanding actions have been carried out.

2.1.7 Smears read as part of any internal or external review or rescreening exercise should not be counted on the KC61 return.  Although details of requests sent to or received from another laboratory, within the data year, should be included in Part A3 of KC61.  

2.2
Front Sheet
2.2.1
Timing

The year end refers to the financial year as defined in 2.1.1 above.

2.2.2
Laboratory identification

1.
The NHS Trust or Primary Care Trust name should include the full name of the organisation where the laboratory is located.  Private laboratories should be clearly identified as non-NHS organisations.

2.
The NHS Trust or Primary Care Trust Code is the code allocated by the Organisation Code Development Programme of the NHS Executive. NHS Trust codes are 3-character codes beginning with the letter ‘R’. Primary Care Trust codes are 3-character codes beginning with the number ‘5’. Trust codes may also be shown as 5-character codes comprising the 3-character identifier with two further characters appended to indicate a particular site.  The digits ‘00’ refer to the Trust generally and are to be used only where a 5-character code is required for general or aggregated returns, of which KC61 is not an example (see 1.2.2 above).  Information on organisation codes is distributed quarterly by the OCDP to IM&T/Information Managers at all NHS Trusts and Primary Care Trusts who will be able to advise laboratories on their codes if these are not already known.  Where laboratories have been subject to moves, mergers or other administrative changes, it is advisable to check the organisation code prior to submission of KC61 rather than to assume that the code has not changed.

3.
The Pathology Laboratory Code should be taken from the list of laboratory codes issued by the NHSCSP Computer Advisory Group.  Copies of this list are available from regional CAG representatives or from the NHSCSP, tel. 0114 271 1060.  If a laboratory is not included on the list or if there are any other changes to the details listed, change notifications should be sent to:

Ms Diane Sheerman-Chase

Department of Health 

Statistics Division 3G

Room 430B

Skipton House

80 London Road

London

SE1 6LH

Tel. 020 7972 5543

Fax 020 7972 5662

4.
The Pathology Laboratory Name is the name by which the laboratory will be known in official correspondence.  

2.2.3
Comments

1.
A space is provided on the front page of the return to allow comments on any part of the data collection, recording or reporting process which might affect the quality of the data submitted to the Department of Health. For example, where a laboratory uses Liquid Based Cytology, this should be indicated on the front of the return. Additional explanation sheets should be attached when necessary. 
2.
The KC61 form should be completed as far as possible using accurate data.  It is acceptable, however, to give estimated figures for some parts provided that the extent and reasons for the estimations are explained fully.  Figures for Part C1 and C2 may not be estimated.

2.2.4
Declaration

1.
The consultant pathologist in charge of the laboratory screening service is responsible for ensuring that the KC61 return is completed accurately and submitted by the specified deadline.  The consultant pathologist should sign the declaration on the front of the form to confirm (to the best of his/her knowledge) that the data is true and accurate. 
Summary of contents: KC61 comprises of 6 parts: Parts A1, A2, A3 and B relate to smears and Parts C1 and C2 relate to women

2.3
Part A1 – number of smears examined by source of smear
2.3.1
General Information

Part A1 includes all tests where the date of the smear fell in the reporting year (see section 2.1.2).  This means that one woman may be included in the table more than once, for example where an inadequate smear was repeated one or more times.

2.3.2
Categories

1.
Source of smear

i.
Rows 0001 to 0006 are used for sources as recorded in box 9 of the HMR101/5 form.  Where it is not clear if a test request from a GP is an NHS or a private test, it should be counted as an NHS test from source GP (0001). Where it is not clear if a test has originated from a GUM clinic or from another hospital department, it should be recorded as from source NHS hospital (0004).

ii.
NHS Community Clinics (0002) include such clinics as family planning clinics and sexual health clinics where these are at least partially distinct from the GUM service.

iii.
If a smear is reported where the source type is not known, this should be counted as from source Other (0006).

2.
Result of test

i.
Only one test result may be counted for each smear in accordance with box 22 of HMR 101/5.  A smear may not be counted more than once even if the slide(s) demonstrates features of two distinct result categories.

ii.
The result categories are described in NHSCSP publications.  They are:

Inadequate – cat. 1

Negative – cat. 2

Borderline changes – cat. 8

Mild dyskaryosis – cat. 3

Moderate dyskaryosis – cat. 7

Severe dyskaryosis – cat. 4

Severe dyskaryosis/?invasive carcinoma – cat. 5

?Glandular neoplasia – cat. 6

3.
Totals

The total number of tests is given by row 0008 (being the sum of rows 0001 to 0006 in each column) and column 10 (being the sum of columns 2 to 9 in each row).  It is recommended that these totals are computer generated by incrementing totals based on patient records rather than being the result of the arithmetic addition of the component rows/columns.  This will provide an automatic crosscheck and may highlight discrepancies or exceptions which can then be investigated.

2.4 Part A2 – laboratory processing: from receipt of smear to authorization of report

2.4.1
General Information

Part A2 includes all tests which were received at the laboratory in each of the four quarters of the reporting year, broken down by the time (calendar days) taken from receipt to authorisation of the report (see section 2.1.2 for definitions relating to date ‘received’).  For the purposes of Part A2 column (2) ‘registered’ refers to the number of smears received by the laboratory. This part will be used as an indication of laboratory turnaround time. Percentages must NOT be used.

2.4.2
Breakdown of reporting period

1. The number of smears authorised within 0-2 weeks (14 calendar days) should be entered in column (3).

2. The number of smears authorised within 3-4 weeks (15 - 28 calendar days) should be entered in column (4).

3. The number of smears authorised within 5-6 weeks (29 - 42 calendar days) should be entered in column (5).

4. The number of smears authorised within 7-8 weeks (43 - 56 calendar days) should be entered in column (6).

5. The number of smears authorised within 9-10 weeks (57 - 70 calendar days) should be entered in column (7).

6. The number of smears which took over 10 weeks (over 70 calendar days) from receipt to authorisation, should be entered in column (8).

7. The total number of smears received in each quarter is given in column 0002 for rows 001 to 0004 (being the sum of columns (3) to (8) in rows 0001 to 0004 respectively).

8. The total number of smears received in the year is given by row 0005, column 0002 (being the sum of rows 0001 to 0004 in column (2)).

9. The annual turnaround of smears from receipt to authorisation for each time period is given by row 0005 columns (3) to (8)(being the sum of rows 0001 to 0004 in each column).

2.5
Part A3 – Smear requests screened for/by another laboratory

Only the laboratory receiving the original smear should issue the report and record data on KC61. A smear should only be counted once, even if the request contains more than one slide. 

i) Row 0001: The number of requests sent to another laboratory for screening should be entered in the first column.  Details of where the requests were sent to should be entered in the second column and whether they were sent for primary screening or for another purpose should be entered in the third column.  If the request was for some purpose other than primary screening, e.g. rapid review, checking, abnormal or clinical reporting etc, the reason should be specified in the box provided.

ii) Row 0002: The number of requests received from another laboratory for screening should be entered in the first column.  Details of where the requests have come from should be entered in the second column and whether they were for primary screening or for another purpose should be entered in the third column.  If the request was for some other purpose than primary screening, e.g. rapid review, checking, abnormal or clinical reporting etc, the reason should be specified in the box provided.

iii) Row 0003: Details should be provided of the number of reports which were derived from more than one sample.  (i.e. the original request contained more than one sample).

2.6
Part B – results of smears from GP & NHS Community Clinics only, by age group of women
2.6.1
General Information

Part B includes all tests from NHS GPs and NHS community clinics where the date of the smear fell in the reporting year (see section 2.1.2).  These smears can reasonably be expected to have originated as a result of an NHS screening smear test.  Although it is recognised that the categories of GP and community clinic smears will not include all screening smears, it is anticipated that they will exclude the majority of non-screening smears.

2.6.2
Category: Age

1.
The age bands for reporting refer to the age of the woman at the date of the smear (see 2.1.2) and not her age at the end of the reporting year.  If for any reason the date a smear was taken was used to select the smear for inclusion in any part of the form instead of the smear receipt date, then the woman's age at the time of the test should be used to allocate the test result to the appropriate row of the table.

2.
A woman’s date of birth should be known.  Where the date of birth is missing from the HMR101, the laboratory should contact the smear taker concerned to ascertain this information. If a woman's date of birth is not known, it will not be possible to determine her age at any point in the screening process.  These cases must be reported separately for special consideration by the Department of Health.  If smears cannot be included in Part B for this reason, the totals in Part A1 (row 0007) and Part B (row 0015) will no longer tally.

3.
If a woman has more than one test and the tests fall into different age categories, each test should be recorded on the form in the appropriate row.

2.6.3
Totals

1.
Row 0014 gives the total of screening smears by result category for the age group targeted by the NHSCSP (20-64).  It is recognised that women over the age of 64 may be invited for screening if they do not fulfil the criteria for being ceased from call/recall due to age.  However, since these women are now outside the target age range for screening they should not be included in total figures.  Women who are under the age of 20 should also be omitted from this total.

2. Row 0015 gives the overall total of smears from GPs and NHS Community Clinics. This row should equal row 0007 in Part A1.  Note: The totals from each result column on Part A1 should correspond with the same result columns on Part B.

2.7
Part C1 – Outcome by 31 March YYYY for women recommended for gynaecological referral where the smear was registered during April – June YYYY-1
2.7.1
General Information

1.
Part C1 reports only smears from women who were referred for gynaecological investigation where the date of the smear which led to the referral fell between 1 April and 30 June of the KC61 year.  It should be noted that this definition is not obvious from the title to Part C1 which makes reference to "women recommended for gynaecological referral during April - June".  However, the date of the smear as defined in section 2.1.2 is to be used to select women as this date is easily accessible from information systems and gives consistency with the remainder of the form.

2.
Unlike Parts A and B which report on individual smears, Part C1 reports on women. Consequently, one woman can be included in Part C1 of the return only once.  

3.
Where a woman has more than one smear result which leads to her referral (eg. a series of inadequate or mildly abnormal results), then the most significant result prior to her referral appointment should be used to allocate her to the appropriate column of the table and not simply the most recent result.  A smear taken at colposcopy cannot have contributed to the decision to refer and so this may not be considered even if the result is more significant than the smear which initiated the referral. Smear results are given in order of significance from column 3 to column 7 where column 3 is the least significant result.

4.
It is recognised that some women may be referred on the basis of clinical symptoms recorded on the HMR101/5 request form rather than on the basis of their smear result. Since the purpose of Part C1 is to facilitate the correlation of cytology with histology, there is no reason to record the outcome of referrals where the most significant smear gave a negative result and so there is no column provided for these cases.

5.
Where a woman has more than one biopsy, the most severe result should be used to allocate her to the appropriate row of the table.  Biopsy outcomes are listed in order of severity from row 0001 to row 0013 where row 0001 is the most severe.  Row 0014 relates to non-cervical cancers detected. See also 2.5.2 (2) below.

6. Part C1 should include smears from all source types.  Where the laboratory has concerns over the accuracy or completeness of data from certain sources, these concerns should be explained clearly using the comments box on the front sheet (use additional sheets if necessary).

2.7.2 Category: Outcome of Referral 

It is recommended that laboratories collect outcome data routinely throughout the year as this information is required for Part C2.  This will facilitate the completion of the annual return. 

1.
For each woman, the outcome to be recorded is the most definitive result available either after all diagnostic procedures have been completed, or at the time the KC61 report is compiled.  The final histological result is recorded regardless of the timing or extent of the diagnostic procedures, the biopsy type(s), and any treatment carried out.

2. Where a single biopsy indicates the presence of different pathological conditions (eg. mixed CIN), the most severe category should be used to determine the allocation of the result into the KC61 table under outcome of referral.

3. The reporting categories are described in NHSCSP publications.  Brief details are also included here: 


i)
Row 0001 - Cervical cancer – stage 1B or worse


ii)
Row 0002 - Cervical cancer – up to and including stage 1A


iii)
Row 0003 - Adenocarcinoma in situ/CGIN


iv)
Row 0004 - CIN3

v)
Row 0005 - CIN2

This category also includes all ungraded CIN results.  These should be specified on the front of the return or on an attached sheet if necessary.


vi)
Row 0006 - CIN1


vii)
Row 0007 - HPV only

This category includes those biopsies which were diagnosed as showing features consistent with HPV infection only.  Where CIN or CGIN is also diagnosed, the case should be included in the appropriate row as described above.

viii) Row 0008 - No CIN/No HPV

This includes biopsies where no evidence of cervical disease or HPV infection can be identified, ie. it is to be used for specimens of normal tissue only (with or without inflammation or infection due to other causes).  This category should not be used where the outcome of the referral is non-cervical cancer eg. ovarian or endometrial cancer without any cervical HPV infection or disease (see row 0014 below).  This category also excludes inadequate biopsies (see row 0013 below).

ix) Row 0009 - Seen in Colposcopy – NAD/no biopsy taken

This category should be used for women attending for adequate colposcopy which gives a normal result for cervical neoplasia or HPV infection without a biopsy being required.  Colposcopy is deemed to be adequate if the colposcopist does not state otherwise. Include colposcopy assessment only, smear taken only, cytological surveillance in colposcopy, ablation (although only in rare circumstance)

x) Row 0010 - Outcome known – none of the above

This category includes women attending for colposcopy and for whom a biopsy is recommended but no biopsy is carried out for whatever reason. It also includes women who have declined to attend for further investigations and those whose biopsies have not yet been carried out, for example due to pregnancy.  Include deceased, community smear surveillance, colposcopy delayed for known reason e.g. currently in failsafe system following non attendance at colposcopy, referral to other specialty for non-cervical disease, patient moved away (notification through 'Exeter system')

xi) Row 0011 - Seen in Colposcopy – result not known

This category includes women who have had a biopsy taken but the result is not yet known or available

xii) Row 0012 - No outcome available

Include outcome unknown to laboratory, no record of referral and/or patient, patient moved away (no information) private/other NHS hospital referral (if outcome unknown), incorrect patient details, patient lost to system

xiii) Row 0013 - Inadequate biopsy

This category should be used for biopsies which are known to be inadequate or unrepresentative due to deficiencies in the sampling process.

xiv) Row 0014 – Non-cervical cancers detected

This category should be used where the outcome of the referral is non-cervical cancer eg. ovarian or endometrial cancer without any cervical infection or disease.

2.7.3
PPV

Calculated as a percentage by dividing the total of the ’x’ boxes by the sum of the ‘x’ and ‘y’ boxes and multiplying by 100.

The Positive Predictive Value (PPV) of cytology is an indicator rather than a measure. It is used to correlate cytology with histology and records the proportion of occasions in which a biopsy following a smear report of moderate dyskaryosis or worse (result categories 4,5,6,7) yields a histological diagnosis of CIN2 or worse. The PPV denominator also includes row 0009 'seen in colposcopy - NAD/no biopsy taken'. Although this category does not include a histological outcome it is a negative outcome of a moderate or worse smear and it is appropriate to include it. This is because the definition of a PPV is the percentage of women who test positive for the disease (moderate or worse) and have the disease (CIN 2 or worse) divided by the total number of women who test positive for the disease. 

2.7.4
Lost to follow up

Calculated as a percentage by dividing the sum of the ’a’ boxes by ‘b’ - the total number of women referred and multiplying by 100.

2.8
Part C2 (retrospective collection) – Outcome by 31 March YYYY for women recommended for gynaecological referral where the smear was registered during April YYYY-2 – March YYYY-1

2.8.1 The accuracy of the PPV calculation is likely to be improved using Part C2 as it will be based on a greater number of women and more time will have been allowed for the outcomes of gynaecological referrals to be reported back to the cytology laboratory. PPV is also influenced by factors outside the control of the laboratory eg. biopsy type.

2.8.2 Part C2 is a duplicate of Part C1, but will collect data relating to gynaecological referrals from smears registered during the whole of the financial year prior to the current data year, whereas Part C1 collects gynaecological referrals from smears registered during the first quarter of the current data year.  Part C2 will be mandatory for data year 2003-04.
3.
STATISTICAL REPORTS
3.1
The data submitted on KC61 returns are used to produce statistical reports which are used in the evaluation of the NHS Cervical Screening Programme.

3.2
Each year, a statistical bulletin is published which summarises KC53 and KC61 data; copies of these bulletins are sent to all PCT chief executives and to the consultant pathologists of all laboratories which submit KC61 returns.  Further copies of the bulletins are available on request.  Individual copies may be obtained from the national coordination office of the NHS Cervical Screening Programme, tel. 0114 271 1060, fax. 0114 271 1089.  Larger requests should be submitted to:

Department of Health

PO Box 777

London

SE1 6LX

Tel. 08701 555 455

Fax. 01623 724 524

Email: doh@prologistics.co.uk

3.3
The bulletin for the 2001/02 year is now available in hard copy and on the internet (www.doh.gov.uk/public/sb0221.htm).  This bulletin includes a table giving, for each named laboratory, the number of smears examined and the percentage of results in each report category.  Future statistical reports are likely to include even more detail at laboratory level. The accuracy of KC61s submitted to the Department of Health is vital as this determines the accuracy of the statistical reports which will be used at local, regional and national levels in the assessment of laboratory performance and the screening programme overall.

4.
FURTHER INFORMATION
4.1
Queries on any aspect of this document should be directed to Andrea Pearson at the address below.

4.2
Further information and additional copies of this document are available from:




NHS Cervical Screening Programme

The Manor House

260 Ecclesall Road South

Sheffield, S11 9PS

Tel. 0114 271 1060

Fax. 0114 271 1089
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