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2.1
Introduction

The purpose of cervical cancer screening is to save lives of women. Such a program is a complex and sophisticated multidisciplinary undertaking with a humane endpoint. More specifically the objective of screening for cervical cancer is to reduce morbidity and mortality from the disease without adversely affecting the health status of those who participate in screening and enhancing the quality of life for those women tested positive. This is accomplished by the detection of the disease at the earliest stage possible. Subsequently the hardship of the patients’ family and economic burden is also reduced. The effectiveness of a program is a function of the quality of the individual components. Success is judged, not only by the outcome of the program and its impact on public health, but also by the organization, implementation, execution and acceptability of the program by the public and the efficiency by which in a compassionate manner each individual woman is addressed. Epidemiology combined with family medicine are the fundamental guiding and unifying disciplines throughout the entire process of a screening program, from the organizational and administrative aspects, up to evaluation and assessment of impact.

Organization

Fundamental epidemiological concerns at this phase of the program include 

a) the availability and accuracy of the necessary epidemiological data upon which the decision to begin screening is based,

b) the availability and accessibility of essential demographic data to identify the target population and set up an invitation system,

c) the assessment of the special needs of subsets within the target population, such as ethnic minorities, or immigrant minorities with diverse cultural and religious backgrounds,

d) promotional efforts to encourage participation in the program, and

e) maintenance of population and screening registers to include adjustments to the target population as required.

f) the identification of a dedicated and polite staff.

g) the establishment of community volunteers and advocacy groups.

Evaluation of outcomes and interpretation of results from the entire screening program is intimately affected by these organizational aspects. The opportunity to describe them is provided in paragraphs 2.2 and 2.3 of these guidelines. It is recognized that the context and logistics of screening programs will differ by country and even by region (in rural settings even by village and town). For example the prior existence of a population register facilitates the issuing of personalized invitations, whereas the absence of a population register may lead to recruitment by open invitation. Many of these contextual differences will explain the outcomes entered in further tables.

Implementation

From an epidemiological and sociological perspective this entails more than simply the carrying out of the screening process and onward referral for assessment whenever required. The particular epidemiological concerns at this phase focus on the complete and accurate recording of all data pertaining to the participant, the screening test, its result, the decisions made as a consequence and their eventual outcome in terms of diagnosis and treatment. A fundamental concern at each step is the quality of the data collected. To this end paragraphs 2.4, 2.5 and 2.6 provide detailed guidelines as to the type of data, which should be recorded. Given the heterogeneous cause of cancer and the ramifications of its detection socially, beyond the scientific data collected, the support emotionally of the woman and her family remains a priority in order to make the screening process as humane as possible.

Evaluation

To evaluate a cervical screening program is an epidemiological undertaking of paramount importance, the components of which are outlined in paragraphs 2.7 and 2.8. 

A key component in the evaluation of screening is the ascertainment of interval cancers, a process that requires forward planning and formal links with cancer registration systems. Parameters of performance relevant to the process of screening and its early outcomes are measures of program quality, which become available early in the lifetime of a screening program. To determine whether a program has been effective with regard to its impact on morbidity and mortality demands continuous follow up of the target population over an extended period of time, ascertainment and recording of vital and disease-free status at defined intervals, and determination of program impact based on established epidemiological methods. However, it will not be possible to calculate these endpoints unless adequate provision has been made in the planning process for the complete and accurate recording of the data required.

Where cancer registries do not exist, efforts can be made to create such. Though difficult, the lack of a registry does not preclude a screening program being established. This will be the case in most underdeveloped countries and poor regions.

Therefore, the epidemiological function in a screening program is dependent on the development of comprehensive systems for documentation of the screening processes, monitoring of data acquisition and quality, and accurate compilation and reporting of results. The aim of these epidemiological guidelines is to propose a unified methodology for collecting and reporting screening program data using commonly agreed terminology, definitions and classifications. This would allow each program to monitor and evaluate outcomes of its own screening process. Although detailed comparison may not be possible, outcomes of programs reporting data using these guidelines can be related to each other. These guidelines may also prove to be of value for new cervical screening programs and regional programs in the process of extending to national programs.

Specific instructions for completion of tables in the epidemiological guidelines

· Since the tables are designed to accommodate cervical screening programs regardless of context, it will not be possible for all programs to complete each element of every table.

· Data should be reported separately for three groups of women, i. e. those attending for:

· initial screening, i. e. the first screening examination of individual women within the screening program, regardless of the organizational screening round (INITIAL); 

· subsequent screening at the regular interval, i. e. in accordance with the routine interval defined by the screening policy (SUBS-R);

· subsequent screening at irregular intervals, i. e. those who miss an invitation to routine screening and return in a subsequent organizational screening round (SUBS-IRR).

Only the first organized screening round will consist entirely of women invited and attending for the first time; all additional rounds will be comprised of women falling into each of the categories described above.

· For reasons of comparability and in accordance with European policy, data should be reported separately for the 20-70 age group. Screening programs inviting younger or older women can expand the tables in the protocol to incorporate additional age groups. 

· 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. Women aged 71 at the time of screening should be excluded from analysis for the 20-70 age group.

· For completion of the tables in the epidemiological guidelines, the database supporting the production of results should consist of individual records (one record per woman for each screening episode).

2.2 Local conditions governing the screening process at the

beginning   of a cervical screening program

The aim of this paragraph is to describe the situation at the beginning of a cervical screening program; i. e. the context within which it is to be or has been established.

Methodology and organisation

Seven rules for communication of the Screening program:

1. Accept and involve the public as a dynamic partner.

2. Plan carefully and evaluate your efforts.

3. Listen to the public’s specific concerns.

4. Be honest, frank, and open.

5. Coordinate and collaborate with other credible sources.

6. Meet the needs of the media.

7. Speak clearly and with compassion.

The success of a screening relies on mass media, information networking, to inform health professionals about recent clinical trial findings and studies of medications and new procedures. Immediate access and the relative speed with which information could be disseminated were perceived advantages over other forms of communication such as press conferences and direct mailing. In rural and remote settings the development of a corps of volunteers is paramount.

Communicating with the Public to explain the project and build public trust.

(1) Communication in order to enhance the knowledge of health professionals about the recognition, treatment, and prevention of cervical cancer.

(2) Improve the ability of health professionals to communicate health information to their patients and the concerned public.

(3) Communication with patient advocacy groups.

Health Risk Communication Description and Overview

The communications attributes and practices of screening programs should be organized according to the five major components (source, message, channel, receiver, and outcome) in the communication-feedback process. The communication-feedback transaction is a form of communication designed to transfer information form the source (agency) to the receiver (audience). Every communication event consists of a message, a channel for sending the message, a receiver, and an outcome. The message is the information that the audience is to receive. The channel for sending the message may be mass media, face-to-face communication, or some other channel form. The receiver is the target audience.

Once implementation has occurred, the final step is to evaluate the efficiency and effectiveness of the communication strategy. A useful distinction can be made between process and outcome and impact evaluation. Whereas the purpose of process evaluation is to measure how well communication messages, materials, and services were implemented and received be intended audiences, the goal of outcome and impact evaluation is to measure the effects (e.g., changes in awareness, knowledge, attitudes, or behavior) of the communication activity on the target audience. The communication outcomes are evaluated for the feedback needed to improve the health risk communications process.

(http://www.health.gov/environment/Recomm/method.htm)
Table 1 documents baseline conditions with respect to a screening program. The availability and reliability of target population data will depend on the existence and accessibility of registers in the region to be screened. Demographic data on the target population can come from various sources, e.g. census data, population registers, electoral registers, population surveys, health care data or health insurance data. For a screening program to be population-based, every member of the target population who is eligible to attend (on the basis of pre-decided criteria) must be known to the program. The target population of the program can be a fixed or a dynamic cohort, which will influence the denominator used in calculating screening outcomes. In some areas, opportunistic screening may be widespread and possibly dilute the results of a cervical screening program. Please provide the best estimate of the percentage of the target population undergoing screening cervical (coverage) outside the program.

Table 1: Baseline conditions at the beginning of a cervical screening program

_____________________________________________________________________

Name of region/country

_______________________________________________________________________________________________________

Year that the program started

_______________________________________________________________________________________________________

Age group targeted

_______________________________________________________________________________________________________

Size of target population*

_______________________________________________________________________________________________________

Sources of demographic data*

_______________________________________________________________________________________________________

Population-based (yes/no)*

_______________________________________________________________________________________________________

Type of cohort (fixed/dynamic)*

_______________________________________________________________________________________________________

Proportion of target population

covered by opportunistic screening* (%)

_______________________________________________________________________________________________________

Source of data for the above estimate

_______________________________________________________________________________________________________

· cf Glossary of terms

Table 2 specifies which of the registers listed are available in the screening region or country and to what extent they overlap with the screening area. Further details of relevance are whether they are population-based and whether they are accessible to members of screening program staff.

Data on the occurrence of cervical cancer may come from vital statistics registers, cancer registers, review of death certificates, church records, etc. 

Table 2: Cancer registration in the target population

Details of the register                     Cancer register           Cervical-cancer register*

_______________________________________________________________________________________________________

Year that the register started

_______________________________________________________________________________________________________

National (N)/Regional(R)

_______________________________________________________________________________________________________

Overlap with screening area (%)

_______________________________________________________________________________________________________

Population based*(yes/no)

_______________________________________________________________________________________________________

Accessible (yes/no)

_______________________________________________________________________________________________________

*cf Glossary of terms

Table 3 outlines the background information on cervical cancer occurrence in the target population required to interpret outcome measures of a screening program. Cervical cancer incidence and mortality rates are requested for women aged 20-70 in five-year age categories. For purposes of comparibility, world standardized mortality and incidence rates for the age category 20-70 should also be provided as well as the calendar year to which these rates refer.

Table 3: Cervical cancer occurrence, rates/100,000 women per year

Age group                Cervical cancer incidence*             Cervical cancer mortality*


                      Number             /100,000                  Number              /100,000
_______________________________________________________________________________________________________

20-24                         




_______________________________________________________________________________________________________

25-29

_______________________________________________________________________________________________________

30-34

_______________________________________________________________________________________________________

35-39

_______________________________________________________________________________________________________

40-44

_______________________________________________________________________________________________________

45-49

_______________________________________________________________________________________________________

50-54

_______________________________________________________________________________________________________

55-59

_______________________________________________________________________________________________________

60-64

_______________________________________________________________________________________________________

65-70

_______________________________________________________________________________________________________

World                        NA                                                       NA 

age-standardized

rate* in the year

_______________________________________________________________________________________________________

* cf Glossary of terms

NA = not applicable

Table 4 refers to a variety of methods potentially available to publicize the screening program. Depending on the target population and the local geographical, municipal and cultural conditions, the need for and intensity of program promotion may vary. Please indicate the intensity of the activities in your screening program, using the classification ‘no’, ‘low’, ‘medium’ or ‘high’.

Table 4: Program promotion

Mode of promotion


Intensity of activity (no/low/medium/high)

_______________________________________________________________________________________________________

Press

_______________________________________________________________________________________________________

TV

_______________________________________________________________________________________________________

Radio

_______________________________________________________________________________________________________

Physician/GP

_______________________________________________________________________________________________________

Church

_______________________________________________________________________________________________________

Schools

_______________________________________________________________________________________________________

Municipal authorities

_______________________________________________________________________________________________________

Social clubs

_______________________________________________________________________________________________________

Advocacy groups

_______________________________________________________________________________________________________

Special events (marathons, parties):

_______________________________________________________________________________________________________

Other:

_______________________________________________________________________________________________________

Table 5 A potential determinant of participation in a cervical screening program is whether the participating woman is required to pay for the screening examination. When a consultation with a family practitioner is required to gain access to the screening examination, the costs of this consultation should be included in the fee paid. In some screening programs, a third party will pay the fee for the screening examination, partly or completely. Third party payment may be either through vouchers available to the woman before screening or through a system in which the woman pays in advance and gets reimbursed after the screening. Alternatively, a third party may pay the fee directly to the screening unit or organization.

Provisions should be considered for women who are not insured, due to unemployment or immigration.

Table 5: Fees paid for the screening examination

_______________________________________________________________________________________________________

Fees paid by the woman herself (in Euros):

· For the screening examination
· To receive the results
_______________________________________________________________________________________________________

Third party payment (% of costs covered):

· Through vouchers
· Through reimbursement system
· Directly to screening unit*
_______________________________________________________________________________________________________

*cf Glossary of terms

Table 6 Many factors can be identified which encourage or impede the setting up of a cervical screening program. Such potential factors are: cost, fear, lack of interest, immigration policies, and integration into the existing health care system, data protection legislation. These can also include reasons for not responding to the invitation to be screened, and women’s attitudes about and knowledge of screening guidelines.

Table 6: Potential conditions for/against screening

_______________________________________________________________________________________________________

Please specify any conditions that may have worked for or against screening in your screening program:

_____________________________________________________________________

2.3 Invitation scheme
The aim of this paragraph is to describe the invitation scheme used by the screening program, i. e. the methodology used to identify and invite members of the target population. A number of data sources can be used. For each source, information on its accuracy is requested.

Table 7 lists the sources of demographic data potentially used and the contribution of each to the identification of the target population in preparation for the first screening round. It is recognized that relative contributions of these sources will vary and may be difficult to estimate.

Table 7: Sources and accuracy of target population data (first round)

Data source
      Target population*      Best estimate of
              Computer (C)/




identified (%)
         register accuracy (%)      Manual (M)

_______________________________________________________________________________________________________

Population register

_______________________________________________________________________________________________________

Electoral register

_______________________________________________________________________________________________________

Church registers

_______________________________________________________________________________________________________

Other registers

_______________________________________________________________________________________________________

Self-registration*

_______________________________________________________________________________________________________

Other:

_______________________________________________________________________________________________________

*cf Glossary of terms

Table 8 After the creation of a screening register which identifies the target population at the start of the screening program with maximal accuracy, every effort should be made to ensure that this information remains up-to-date. Ideally, a permanent link with a population register should be established, offering the possibility of daily updates of the screening register. In this way, women who move into or out of the screening area or who have died, can be identified and included or excluded from the invitation scheme. Potential access to other sources allowing for adjustments of the screening register is also listed. Please also indicate the frequency with which this information is used to update the screening register.

Table 8: Maintenance of the screening register

_______________________________________________________________________________________________________

Estimate of screening register completeness (%)

_______________________________________________________________________________________________________

Estimate of screening register accuracy (%)

_______________________________________________________________________________________________________

Sources of screening register updates (yes/no):

· Census data

· Cancer registration

· Death registration

· Social insurance/tax records

· Data on population migration

· Returned invitations

· Other:

_______________________________________________________________________________________________________

Frequency with which

screening register is updated

_______________________________________________________________________________________________________

Table 9 Depending on the program several types of call systems may be used. Invitations may be by personalized letter, by personal oral invitation or by open non-personal invitation, or by a combination of all three. Women who do not respond to the initial invitation may be issued a reminder, again by any available means listed below. The time interval (column 4 and 7) between invitation and reminder usually varies by program. Some programs may issue more than one reminder, or reminders by multiple methods. It may not be possible to ascertain the success of individual types of reminders.

Table 9: Mode of invitation

Mode of 

Initial screening*

      Subsequent screening*

invitation
    Invitation   Reminder   Interval*     Invitation   Reminder   Interval*



    (yes/no)     (yes/no)      (weeks)       (yes/no)     (yes/no)      (weeks)

_____________________________________________________________________

Personal letter

· By mail
· Other
· Fixed date
_______________________________________________________________________________________________________

Personal oral invitation

· By screening unit*
· Other
· Fixed date
_______________________________________________________________________________________________________

Non-personal invitation

· Letter
· Public announcement / public media
_______________________________________________________________________________________________________

Personal letter given by hand by 

a screening center volunteer

_______________________________________________________________________________________________________

*cf Glossary of terms

Table 10 In the context of these epidemiological guidelines, the target population for the cervical screening program includes all persons eligible to attend screening on the basis of age and geographic location. However, each program may apply additional inclusion/exclusion criteria to identify the ‘eligible population’ for screening. In addition, screening programs may apply their own criteria to exclude certain women from screening outcomes. Potential exclusions from both the target population and screening outcomes for initial and subsequent screening examinations are listed in table 10. The ease with which such individuals can be identified and excluded from the target population will vary by program; for some programs it may not be possible to identify any category of potential exclusion prior to invitation.

Table 10: Potential adjustments






Initial screening*
Subsequent screening*

_______________________________________________________________________________________________________

Target population*(n)

_______________________________________________________________________________________________________

Eligible population*(n)

_______________________________________________________________________________________________________

Reason for exclusion

       Excluded from
                  Excluded from





Target       
Outcomes
Target

Outcomes





(yes/no,n)
(yes/no,n)
(yes/no,n)
(yes/no,n)

_______________________________________________________________________________________________________

Previous cervical cancer

_______________________________________________________________________________________________________

Previous uterine surgery

_______________________________________________________________________________________________________

Recent Pap smear

_______________________________________________________________________________________________________

Symptomatic women*

_______________________________________________________________________________________________________

Incapacitated

· Physical

· Mental

· Other

_______________________________________________________________________________________________________

Death

_______________________________________________________________________________________________________

Other:

_______________________________________________________________________________________________________

*cf Glossary of terms

n = number
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