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Introduction

The data collection form is divided in two parts:
A) GENERAL INFORMATION: information about organisational and procedural aspects of the screening programmes;

B) SECTIONS 1-8: aggregated data on coverage, participation, further assessment, outcome of surgery and characteristics of screen-detected cancers.  For all sections except Section 1 data are stratified by initial / subsequent screening examinations.
The form is available in two versions, to be used alternatively (standard OR extended):
1. a Standard version which includes General Information and Sections 1-8;. 
2. an Extended version which includes the same, plus additional tables for all sections except for Section 6.
General Information is common to both versions.
The Standard version includes a set of indicators which we suggest should be the core set for Audit of breast cancer screening in Europe.  The Extended version includes the same core tables plus some additional details which are useful for a more in-depth evaluation.  You are invited to make efforts to fill all tables of the Standard version.  You are encouraged to use the Extended version instead of the Standard one in case you would like to show data which you have available regarding at least one of the additional Tables. 
White and light Blue (optional) boxes are intended for data entry.  All other fields are write-protected.  Grey (totals, etc.) and Yellow boxes (results of indicators) are filled by Excel depending from your entries.

All indicators are from the Epidemiology chapter of the European guidelines for quality assurance in breast cancer screening and diagnosis, Fourth edition, 2006. Throughout the document you will find, for each indicator, the definition (in italics) and the formula which has been adopted for the calculation (the numerical results of the indicators appear in the Yellow boxes at the side of the data entry boxes).
This form is mainly intended for summarising screening activity and indicators at a Country level.  However, you are welcome to use it and report data within this survey at a regional or programme level in addition or, if necessary, in alternative to the national level.  
The form is intended, in principle, for annual reporting.  For this survey use 2005 as index year, or indicate differently in the General Information section (for example, if in 2005 screening in your Country was not yet active or just started).  2005 has been chosen as consolidated data are likely to be available to most partners.  The index year is intended as date of invitation (columns D and E in Table 1) or date of screening (column F in Table 1).  If you wish that all indicators are based on the “invitation cohort”, column F in Table 1 is unnecessary.
The age range available for data entry is 40-74, subdivided in 5 or 10 years age classes, but priority is given to age 50-69 (according to the recommendation of the European Council, 2003 and of the resolution of the European Parliament, 2006).  Therefore, data entry is possible also for age 50-69 as a whole, to be used only when the information for smaller age classes were not available. The age range targeted by the program is described in the General Information section, as well as the screening interval.
As for Intermediate Mammograms (short term recalls) please see an important notice at point 5.3 of the instructions on the General Information section.

Thanks for your collaboration!

A) General information

1. Country/Period of data collection: indicate the geographical area for which the Tables are filled. In principle this should be a Country, but, in addition,  you also may provide Tables for a single Region or, separately, for a number of Regions (see Introduction). Please correct the index year considered if it has to be different from 2005. 

2. Identification of responder: the responder is the person who is responsible for the contents of the Tables.
Please, refer all the following answers to the above specified country/area and to the index year.
3. Invitation and screening interval:
3.1 Please, indicate if your programme uses individual invitations (for example personalised letters or telephone calls) or not.
3.2 If NOT please describe how women are invited to your breast screening programmes (open non-personal invitation, mass informational campaigns, etc…)
3.3 Eligible population is the adjusted target population, i.e. the target population minus those women that are to be excluded according to your screening policy on the basis of eligibility criteria other than age, gender and geographic location. Reasons for exclusion may be: previous breast cancer, previous mastectomy (unilateral, bilateral), recent mammogram, symptomatic women, incapacitated (physical, mental, other), death, other.

Furthermore, screening programmes may apply their own criteria to exclude certain women from screening outcomes.

3.4 Please, specify in the note if your programme consider eligibility criteria other than age, gender and geographical distribution.
3.5 “Age group targeted” refers to the age group for which screening is offered by your programme. If the targeted group is different than 50-69, please specify if the information provided in the previous answers apply to the entire target population. In case the screening protocol (for example: screening interval, or invitation modality) varies by age class you should fill one set of Tables for each relevant age class. 
Age should be determined as the age of the woman at the time of the screening examination for that particular screening round. For non-participants, age should be determined as the age of the woman at the time of invitation (not the age at reminder).
Screening interval is the fixed interval between routine screens decided upon in each screening programme dependent on screening policy.

3.8 Indicate this number in ‘months’. When the screening interval is different for the different age-groups please use additional forms.  The annual target population in Section 1 takes into account the screening interval you enter here.
3.9 Write here the estimated percentage of women re-invited within the specified screening interval.
Please, refer all the following answers to the age group 50-69 ONLY. 
4. Screening test
Screening test is the test that is applied to all women in the programme. This may be a single or two-view mammogram with or without clinical examination. The screening test does not include additional imaging tests carried out at the time of the initial screening examination. Intermediate mammograms (or short term recalls) should not be counted as screening tests (see 5.3). 
Indicate the screening tests performed during the examination session (first level). Do not consider those performed during the further assessment sessions.

5. Further assessment

Further assessment is additional diagnostic techniques (either non-invasive or invasive) that are performed for medical reasons in order to clarify the nature of a perceived abnormality detected at the screening examination. Further assessment can take place at the time of the screening or on recall. It includes breast clinical examination, additional imaging and invasive investigations (cytology, core biopsy and open biopsies for diagnostic purposes).
5.1 Please specify if, in your screening programme, further assessment occurs always on recall (a different day then the screening day) or, if NOT, please indicate when further assessments are performed and give an estimate of each occurrence. (For example, according to the screening policy of the programme, further investigation can be performed at the time of screening). 

5.3 Intermediate mammogram  or short-term recall is a mammogram performed out of sequence with the screening interval (say at 6 or 12 months for programmes with two-years screening interval), as a result of the screening test or as a result of further assessment.  In this survey, short term recalls after assessment are recorded in Table 3+ (Extended form). Short term recalls after screening (which are discouraged by the European Guidelines) are not measured in this survey, but only described as part of the screening protocol within this question in the General Information section.  One important issue regarding short term recalls is that cancers (or benign operated lesions) arising at the intermediate mammograms are considered, according to the Guidelines, as screen detected at the test which originated the short term recall.   These cancers or benign lesions should therefore be included within this survey  (Tables 4 and following) if they originated from an invitation or a screening test performed in the index year (say, 2005) even if they have been diagnosed one year later at the intermediate mammogram.  Of course, this information is available at a later time than when screening evaluation is first performed.  Please indicate in line 5.4 if you have included such cancers in Tables 4 and following and, if affirmative and if it is possible, please provide a separate table specifying their number.  If considered to be worthwhile, in future editions of this data collection form we may address in greater detail this intricate matter. 
6. 
Facilities
6.1 Screening unit is a facility where screening examinations take place. It does not refer to the exact number of e.g. mammography machines within the unit.

6.3 Assessment unit is a medical facility where women might go for further assessment of a perceived abnormality detected at the screening examination.
7.
Data collection: for regional level we mean a smaller sub-national geographical area.
8.
Quality controls and analysis: please, specify if your screening programme arranges a system for quality control of data collection and specific procedures for the statistical data analysis.

STANDARD

VERSION
All data must refer to the index year and they should be ‘stratified’ according the indicated age-groups. If you don’t know the distribution of the target population by five years age-groups, please fill in, for women aged 50-69, the field ‘50-69 NOS’ (Not Otherwise Specified).
Section 1

Annual coverage and participation

[image: image2.wmf]Age groups

National target 

population

Annual target 

population

Women invited 

in index year

Women screened 

(of invited)

Women screened in 

index year

Invitation 

coverage (%)

Examination 

coverage (%)

Participation rate 

(%)

40-49

0

0

NV

NV

NV

50-54

0

0

0

0

0

NV

NV

NV

55-59

0

0

0

0

0

NV

NV

NV

60-64

0

0

0

0

0

NV

NV

NV

65-69

0

0

0

0

0

NV

NV

NV

70-74

0

0

0

0

0

NV

NV

NV

50-69 NOS *

0

0

0

0

0

NV

NV

NV

Total

0

0

0

0

0

NV

NV

NV

Total 50-69

0

0

0

0

0

NV

NV

NV


‘Annual target population’ is derived from the ‘National target population’ and the screening interval.

Women invited are all women invited in the period to which data refer, even they have yet received a reminder.

In the column ‘Women invited in the index year’ please indicate the number of women invited from 1 January to 31 December of the index year.
Women screened are all women screened in the period to which data refer, even results of the mammograms are not yet available.

Columns ‘Women invited in the next year’ and ‘Women screened (of invited)’ have to be filled by those countries where invitation is explicitly sent to women.

Do not include intermediate mammograms (short term recalls) among invitations or screening tests (see General Information section, 5.3).

Please fill in the column ‘Women screened in the index year’ if you wish that exam-based indicators use a denominator different from that one in column ‘Women screened of invited’. For the screening programmes that use the examination cohort, this is the number of examinations performed in the index year.
Invitation cohort includes all the screening tests derived from invitations sent between January 1 and December 31 of the index year.

Examination cohort includes all the screening tests performed between January 1 and December 31 of the index year, no matter the date of the invitation.

Indicators: 

Invitation coverage (%) = 
n° of women invited in the index year 


Annual target population

Examination coverage (%) =
n° of women screened

Annual target population

Participation rate (%) =
n° of women screened (of invited)

 N° of women invited in the index year

Section 2

Further assessment
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Subsequent screening examination
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For the definition of further assessment, please see the General information section – paragraph 5.
Initial screening is the first screening examination of individual women within the screening programme, regardless of the organisational screening round in which women are screened.

Subsequent screening includes all screening examinations of individual women within the screening programme following an initial screening examination, regardless of the organisational screening round in which women are screened. 

If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
Indicators:

Further assessment rate (%) = n° of women undergoing further assessment (either at screening or on recall)

N° of women who had a screening examination
Further assessment participation rate (%) =
n° of women who performed further assessment

N° of women recommended for further assessment
Section 3

Outcome of further assessment
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Surgical referral: women referred to surgical treatment.
Inoperable cancer: cancer that can not be referred to surgery.
The column “Negative or Short Term recall” includes all other possible known results of Assessment. For Short Term recall (or intermediate mammogram) please see also General information paragraph 5.3, page 6 of the manual.
Women who received neo-adjuvant therapy should choose the column ‘Surgical referral’.
If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’
Indicators:

Surgical referral rate (‰) = 
n° of surgical referral and inoperable cancers


N° of tests performed

Section 4

Outcomes of surgical referrals
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Please indicate the number of pathologically-proven benign and malignant lesions, Carcinomas In Situ (without distinguishing ductal and lobular), invasive breast cancers detected, inoperable cancers and the number of women who refused surgery in initial and subsequent screening. 
If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
Indicators:

(Malignant lesions include CIS detected, invasive breast cancers detected and inoperable cancers)

Detection rate (total) (‰) =
n° of malignant lesions


n° of tests performed 

Detection rate (invasive) (‰) =
invasive breast cancers detected + inoperable cancers


n° of tests performed 

Detection rate (CIS) (‰) =
n° of CIS detected


n° of tests performed 

CIS (%) =
n° of CIS detected


n° of malignant lesions

Benign surgical biopsies rate (‰) =
n° of benign lesions


n° of tests performed

Benign to malignant biopsy ratio =
n° of benign lesions


n° of malignant lesions

Section 5

Size of invasive screen-detected cancers
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If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
Indicators:

Detection rate (≤10mm) (‰) =
number of 0 to 10mm screen-detected cancers

n° of tests performed

% of ≤10mm lesions =
number of 0 to 10mm screen-detected cancers

∑ lesions from 0 to ≥20mm
Section 6

Nodal status of invasive screen-detected cancers
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N+ axillary node positive (any node positive)
N- axillary node negative

Please include Sentinel lymph nodes negative in N-. 
If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
Indicators:
%N negative  =
N negative

N negative + N positive
Section 7

Stage of invasive screen-detected cancers
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Please refer to the pTNM classification of disease stage of screen-detected cancers – Table “Stage grouping” in European guidelines for quality assurance in breast cancer screening and diagnosis – fourth edition, page 32.
If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
Indicators:
Stage II+ rate x1000 =
stage II+


n° of test performed

Section 8

Type of surgery for invasive screen-detected cancer
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Breast conserving surgery includes diagnostic surgical operations such as open excisional or incisional biopsies, but it does not include needle biopsies such as core biopsies or vacuum assisted biopsies.

If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
Indicators:

.

% conservative =
n° of conservative treatments

n° of conservative treatments + n° of mastectomies
Mastectomy rate (‰) =
n° of mastectomies

n° of tests performed

EXTENDED

VERSION
Additional tables 

Section 1+

First invitation and participation rate
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Women invited for the first time: please consider only the women invited by the programme in the index year, for the first time in their life.
Women screened at 1st invitation: please consider only the women screened of those invited for the first time by the programme.

Indicators:

First invitation participation rate (%) =
n° of women screened after the first invitation

n° of women invited for the first time

Eligibility
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For the definition of eligible population please see the General Information section – paragraph 3.3.

Reasons for exclusion before the invitation can be: refusal to be invited by the program, previous breast cancer, previous bilateral mastectomy, incapacitated….. Sources of such information may be the woman and GPs or other health professionals.  Reasons for exclusion after the invitation can be: previous breast cancer, recent mammogram ….
Indicators:
Adjusted invitation coverage (%) = 
n° of women invited in the index year 


annual target population – n° of women not eligible or refused before inv.

Adjusted examination coverage (%) =
n° of women screened

annual target population– n° of women not eligible or refused before inv.

Adjusted participation rate (%) =
n° of women screened (of invited)

 n° of women invited in the index year - n° of women found not eligible after inv.

Section 2+

Further assessment
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Subsequent screening (regular/irregular unknown)
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For this table data are the same of Section 2 but they are investigated for subsequent screening regular and irregular.

Adapting the definition of the European Guidelines, women at subsequent screening examinations can be classified as:

· regular if they were compliant with the present and the previous invitation
· irregular if they missed, at least, the previous invitation.
For formulas of Further assessment rate and Further assessment participation rate please see Section 2 page 10 of the manual.
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Non invasive examinations after screening include: repeat screening test, additional imaging, clinical examination.

Invasive examinations at further assessment include: needle cytology, core biopsy, vacuum assisted biopsies.

If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
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According to the screening policy of the programme, further investigations can be performed at the time of screening or on recall (not on the screening day).
If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.

Section 3 +

Outcome of further assessment
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For short-term recall (intermediate mammogram) definition please see General Information section, 5.3.
If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’
Indicators:

Intermediate mammogram rate (‰) =

n° of short-term recalls


n° of tests performed

Section 4 +

Outcomes of surgical referrals
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For these tables data are the same that in Section 4 but they are investigated for subsequent screening regular and irregular.
Adapting the definition of the European Guidelines, women at subsequent screening examinations can be classified as:

· regular if they were compliant with the present and the previous invitation

· irregular if they missed, at least, the previous invitation.
For formulas please, see Section 4, page 13 of this manual.
Section 5 +
Size of invasive screen-detected cancers
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If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.
Indicators:

Detection rate (<15mm) (‰) =
number of (0-14mm) screen-detected lesions

n° of tests performed

% of <15mm lesions =
number of (0-14mm) screen-detected lesions

∑ 0 to>14mm screen detected lesions
Section 7 +

Stage of screen-detected cancers
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For this table data are the same of Section 7 but they are investigated for subsequent screening regular and irregular.

Adapting the definition of the European Guidelines, women at subsequent screening examinations can be classified as:

· regular if they were compliant with the present and the previous invitation

· irregular if they missed, at least, the previous invitation.
For formulas please see Section 7, page 16 of this manual.
Section 8 +

Type of surgery for small invasive and in situ screen-detected cancer
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Breast conserving surgery includes diagnostic surgical operations such as open excisional or incisional biopsies, but it does not include needle biopsies such as core biopsies or vacuum assisted biopsies.

If you can not distinguish between initial and subsequent screening, please record data in the table ‘initial or subsequent unknown’.

For formulas on breast conservation and mastectomy rates please see Section 8, page 17 of the manual.















PAGE  
- 4 -

