Preamble on EC Guidelines proposal for Quality Assurance (QA) for cervical cancer screening  (2nd draft, 4 Oct 2001 -  NS, AA, MA, US) 

1. INTRODUCTION

Quality assurance guidelines should aim to improve the quality  of cervical cancer screening and therefore to continue to control and further to decrease the incidence and mortality  to EC member states according to local  organisation of screening programmes, in the European Union member states.

In each member state an adequate quality standard should be achieved in providing screening, diagnosis and treatment of  screen detected lesions (precursors of cancer or pre-invasive lesions).

 In not organised or opportunistic screening programmes quality assurance of the entire screening process may be more difficult and expensive, but it is, nevertheless, a necessary condition. 

Protection of consumers is an objective.

2.GUIDELINES PREPARATION

The guidelines  for QA are  based on:

A) Existing guidelines. The European guidelines for quality assurance in cervical cancer screening(1993) will be updated. Experts in retrieving medical information will perform an exhaustive search of existing guidelines using the available data bases (Dare, NIH Clearinghouse, Cochrane Collaboration etc)

  The retrieved documents will be distributed to the working groups (see below) which will evaluate the consistency of existing guidelines and will identify points of disagreement.

 Topics to update  in EU guidelines will be classified, and new topics will be introduced like hpv triage, hpv testing , automatic reading, thin layer. 

B) Available scientific evidence. Available systematic reviews and meta-analysis will be considered and an explicit scale for classifying the evidence and the type of recommendations will be adopted.

In absence of these information no meta-analysis or systematic reviews should be undertaken but opinions of experts of the working groups will be based on studies ranked for their validity and consistency according to the adopted scale of classification. 

3. Procedures: Consultation and meetings, working groups, editorial board and steering committee  for QA guidelines 

A WEB consultation to discuss this proposal will be promoted by the network aiming to involve: national/local screening co-ordinators, scientific societies, representatives of the women and of the  consumers organisations, EU candidates countries…………………...

 Objective of the consultation is to reach consensus on the methodology for elaborating the guidelines and contents to be covered by the guidelines.

An internet version of the preamble will be available on the web-site of the network  for any external comment or suggestion.

An editorial board of 6-7 members (including the network  group co-ordinators)   3  working groups and a steering committee will be appointed:

The steering committee will act as a referee for the editorial board that will be independent when deciding the final version of the guidelines. Disagreement from proposals, suggestions and criticisms of the steering committee will be mentioned in footnotes or reported by the editorial board.  

Members of the working groups, editorial board and members of the network can not be members  of the steering committee.  

The proposed working groups are: 

· organisation and evaluation

· primary screening

· diagnosis and treatment

Each group has to include in the guidelines:  training , quality indicators, new approaches or new technologies, communication etc. 

This organisation implies that in the guidelines specific chapters could  be devoted to training or communication according to the index of the guidelines.

Also this organisation should permit an interdisciplinary approach and should avoid that each professional group develops its own approach to cross sectional topics

A workshop  (2 days) will be promoted with the participation of:

·  10-15 scientists members of the steering committee

·  12-15  members of the working groups

· the project leaders of the network

· the European Commission with the Advisory Board on cancer prevention

· the delegates of IARC in Lyon, UICC in Geneva.

Objective of the workshop is to establish, following the preamble and  the results of the  consultation,  the methodology of the guidelines,  the index of contents, and the work to be done, the tasks to assign and the final agenda.

A meeting for presenting the guidelines to EU, to scientific community and societies, will be  scheduled before the publication  of the guidelines that  simultaneously will be available, for further consultation, on the  WEB.

The final version of the guidelines will be available immediately on the WEB and will be printed.

Workplan:

 Preamble  01-2002  

WEB consultation: 02- 2002

 2 days workshop. 04 2002. Other observers  can be admitted at the workshop at their own expenses. At the workshop 45 persons are expected to participate. The cost of the workshop  is around 53.500 Euros ( 90 per diem  * 150 Euros  (13.500) + 30.000 Euros for travelling + 10.000 for organisation.

· Working groups.  From 05-2002  to 10-2003.

 The working groups will meet 4 times in 16 months.  From 4 to 5 experts  are appointed in each group. Each group, according to instructions of the editorial board, is in charge of producing  the  drafts of the chapters of the guidelines. The authors of the chapters will be established by the working groups. The participation of the members of the network is highly encouraged. Some other consultants (communication, ethics, training….)  should help the working groups.    

The  members of the working groups will be selected according to their expertise, scientific background and publications.

The cost of the  meetings of the working groups is 69.000 Euros    (18.000 Euros for stay, and 36.000 for travelling expenses, 15.000 for consultants).

Editorial board: from 01-2002 to 12-2003

· Editorial board, co-ordination, documentation  and secretarial support.  The documentation  (criteria of search, retrieving, and contents review)  would be in charge of providing the scientific literature and documents for the guidelines. Co-ordination of the activity is responsible of the guidelines implementation and of the activity of the working groups and of  the steering committee. The editorial board is responsible for the contents of guidelines in the various versions. 

The cost  of documentation is 30.000 Euros , 50.000 would be the cost of co-ordination and secretarial support, 15.000 the cost of the editorial board meetings and travelling. Total 95.000 euros. 

The overall  estimated cost is 217.500 Euros.

Steering committee: from  01-2003  to  07-2003

 The provisional index  of the chapters of QA guidelines publication will circulate within the network and for consultation. 

Topics to be included (This part is not yet modified. Nevertheless, please, send your proposals and comments) 

· Equity and informed consent should be included in guidelines.  Advantages and disadvantages for women of different screening approaches and strategies should be taken into account, classified and possibly quantified, as an inherent part of the quality assurance process.

(involvement of women - consumers representatives ? by whom? experts of communication, mass media)

· Indicators and possibly their standards should be defined in order to evaluate the impact (direct on indirect) of the guidelines on the effectiveness of the intervention, and to monitor the correspondence to the adopted standards of quality. 

·  Training guidelines should be adopted

 (professionals involved: front office ……………….. surgeons, scientific societies)

· Equivalent cost-effectiveness ratios of different screening approaches have to be considered for their inclusions in the QA guidelines

· (the most efficient screening strategies could be suggested, given an equivalent effectiveness in reducing cancer incidence and mortality)

