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Purpose
This paper proposes the creation of a formal DTA entity within The Cochrane Collaboration, and outlines its structure and remit. This entity would replace the initial interim structure of the DTA Working Group, the DTA Editorial Team and DTA Regional Support Units with a fully international permanent Cochrane Entity.  
Urgency
Agreement from the Collaboration on an entity format for DTA activities is required at the Steering Group meeting in Split in April 2011. Until there is agreement on a clear structure for DTA work within The Cochrane Collaboration it is not possible to apply for external funding to resource DTA activities. Since funding has ended for the Continental Europe Support Unit, nothing more than minimal DTA support has been available to Cochrane Review Groups (CRGs) based in mainland Europe. In the UK negotiations with the UK National Institute for Health Research need to commence to agree continued funding (the current agreement will expire 31st August 2012). 
Access
This is an ‘open access’ paper. 
Background
A full background to the Cochrane DTA activities was presented at the Keystone CCSG meeting in October 2010, and we request that members of the CCSG refer to that for a comprehensive overview of DTA activities. The present paper is in response to the CCSG request for information outlining the structure and remit of a future DTA entity, to be brought to the Split CCSG meeting. Following the Keystone meeting we were initially advised to outline an entity structure that we thought would best suit the needs of DTA activity in The Cochrane Collaboration, and our initial draft of the paper was constructed around that model.  Subsequently, we were given strong direction to outline a model based on a traditional CRG structure by the CCSG co-chairs. Both are included in this paper, and their advantages and disadvantages, resource requirements and feasibility are assessed.
Proposals and discussion
Need for a DTA entity 
The Cochrane Collaboration has committed itself to publish Cochrane Reviews of Diagnostic Test Accuracy within The Cochrane Library, and CRGs have been working on producing these reviews since late 2007 when relevant functionality was added to RevMan with the release of RevMan 5. The CCSG agreed in Keystone that it was necessary for the Collaboration to have a DTA entity to organise and support this line of activity, and to rationalise the various DTA- related groups which have developed in the Collaboration. Such an entity would need to provide necessary expertise to support review authors, to implement quality standards through editorial processes, to ensure that all the required infrastructure (from Handbook provision to RevMan modules to Publication Arrangements) are in place and up to date, to advise the Collaboration on policies related to these reviews, to provide face-to-face and online training, and to be an identifiable DTA face for the Collaboration. This infrastructure is vital if Cochrane DTA reviews are to be of a high standard and fit for purpose.
Proposed format of a DTA entity
Two alternative models have been proposed for structuring a DTA entity. Model A is based on forming a new type of entity with core functions equivalent to those developed by the DTA Working Group, Support Units and the Editorial Team, but on a global scale (rather than through the current regional structure, which leaves large parts of the world underserved). Model A is very much a strengthening of the status quo, building (with improvement) on the model that has been implemented through the DTA Working Group, Support Units, and Editorial teams. Model A will require the Collaboration to be flexible with its current entity structures as the core functions do not match to any existing entity type. Model B is based on creating a DTA CRG with the traditional responsibilities of a CRG, who would manage all DTA activity leaving the existing healthcare related CRGs to focus exclusively on intervention reviews and overviews of Cochrane reviews. The two models are explained in more detail below.
Model A – a Diagnostic Test Accuracy Cochrane Review and Editorial Support Group (DTA CRSG)
In Model A the relationship between the review author and the Collaboration is maintained by relevant healthcare related CRG.  DTA expertise is centred in the DTA CRSG, but the model is designed to cascade DTA skills and knowledge naturally into CRGs and review teams. This is a harmonisation and globalisation of the model that has been followed since DTA reviews were introduced.
1. Review authors contact the topic CRG with ideas for a title, and complete a special DTA title registration form. The DTA CRSG will review and advise the CRG on the suitability of the title from a methodological perspective. The clinical relevance of the title can only usually be assessed by the CRG, who decide whether to register a title based on their expertise and the feedback from the DTA CRSG. All communication with the review author will be undertaken by the topic CRG to minimise confusion.
2. The DTA CRSG will provide training for the authors in the methods of DTA systematic reviews, and develop and maintain online learning materials in collaboration with the Training Working Group (TWG).   
3. The DTA CRSG will provide training to editorial teams to support them in managing DTA reviews.
4. The DTA CRSG will maintain and update the Cochrane DTA Handbook.
5. The DTA CRSG will co-ordinate activities to ensure better indexing of DTA studies, and coordinate any study register activities.
6. The DTA CRSG will work very closely with the Screening and Diagnostic Tests Methods Group, to whom all novel methodological queries will be passed for consideration, and research and investigation, as appropriate. Representation of DTA activities on the Methods Board and Executive will be routed via the Screening and Diagnostic Tests Methods Group.
7. There will be an identified individual in each CRG (often an editor - potentially a new recruit to the CRG – or the Managing Editor) who will act as the point of communication with the DTA CRSG. The DTA CRSG will maintain an email list by which it communicates information about training, materials, events, etc. with CRG editorial teams and authors, and provides an opportunity for problems to be shared and discussed widely.
8. The searching for each review will be undertaken i) by a search specialist within the review team, ii) by the Trials Search Coordinator (TSC) in the CRG. The DTA CRSG will employ a search specialist who will advise and train search specialists and TSCs for individual reviews, and help to prepare search strategies where needed. The DTA CRSG search specialist may be able to offer a deeper collaboration with developing searches for a small number of reviews, potentially at a level deserving co-authorship.
9. The statistical aspects of the review will be undertaken i) by a statistician within the review team, ii) a statistician within the topic CRG, or iii) by a statistician in the DTA CRSG. The DTA CRSG will employ a knowledgeable DTA statistician who will advise and train other statisticians for individual reviews. The DTA CRSG statistician may also be able to offer a deeper collaboration with analyses for a small number of reviews, at a level deserving co-authorship.
10. Where CRGs undertake a programme of DTA reviews they can ask the CRSG DTA to seek an individual (most likely a DTA editor) to collaborate with the programme of work providing expert DTA oversight and support throughout.
11. Publication of a protocol or full review relies on approval from both the CRG and the DTA CRSG. The CRG will organise peer review of the clinical aspects, whereas the DTA CRSG will organise peer review of the methodological aspects. The DTA CRSG will have editorial boards which meet fortnightly to discuss and approve protocols and reviews. Time schedules for peer review will be monitored to ensure a timely service. Protocols and full reviews would be published as part of the CRG’s output, and the CRG will ensure final publication processes (including copy editing) are undertaken.
12. The DTA CRSG would benefit from having close links with the Managing Editors’ Executive and the Co-ordinating Editors’ Board to ensure that the supportive relationship between CRGs and the DTA CRSG is optimised.
13. The DTA CRSG would work with the RevMan Advisory Committee (RAC), the Training Working Group (TWG), the Handbook Editorial Advisory Panel (HEAP), and other Collaboration groups to ensure that DTA activities are represented.
Model B – a Diagnostic Test Accuracy Cochrane Review Group (DTA CRG)
In Model B the role of the CRG is reduced and that of the DTA group is increased. CRGs will only provide input into the clinical aspects of the review, acting as referees and advisors.  DTA activity will be centralised into a single entity working along the lines of a CRG. As the CRG will be ’methods based’ rather than ’healthcare based’, some activities that are currently undertaken do not fit under this framework. These are outlined further below.
The core activities fitting with CRG functions will be:
1. Review authors will be directed to contact the DTA CRG with their ideas for a title, and complete a special DTA title registration form. The DTA CRG will request advice from the healthcare related CRG(s) on the suitability of the title from a clinical perspective. The decision to register the title, however, will depend on the DTA CRG. All communication with the review authors will be undertaken by the DTA CRG.
2. There will need to be an identified individual in each healthcare related CRG (often an editor or otherwise the Managing Editor) who will act as the main point of communication with the DTA CRG. This person will be contacted for advice on title registration, and to organise timely peer review of protocols and reviews.
3. The DTA CRG will maintain an email list for the benefit of review authors and contact people within healthcare related CRG Editorial Teams.
4. The DTA CRG will work very closely with the Screening and Diagnostic Tests Methods Group, to whom all novel methodological queries will be passed for consideration, and research and investigation, as appropriate. Representation of DTA activities on the Methods Board and Executive will be routed via the Screening and Diagnostic Tests Methods Group.
5. The searching for each review will be undertaken i) by a search specialist within the review team, or ii) by a search specialist in the DTA CRG. TSCs within the clinical CRGs will not be involved in searching unless they take on role i). The DTA CRG will co-ordinate any study register activities
6. The statistical aspects of the review will be undertaken i) by a statistician within the review team, ii) by a statistician in the DTA CRG. The DTA CRG will employ knowledgeable DTA statisticians who will advise and train other statisticians for individual reviews.
7. This model will make it more difficult for healthcare related CRGs to undertake and publish programmes of DTA reviews (at least one of which is in progress). Under Model B all such activity would usually be directed through the DTA CRG, published as output of the DTA CRG, and under the editorial control of the DTA CRG. However, a system might be devised to allow the control of existing programmes to be retained by healthcare CRGs, where strong systems for DTA reviews are already in place within the CRG, although this would work contrary to the intended editorial processes.
8. Publication of a protocol or full review relies on approval from both the healthcare CRG and the DTA CRG. The DTA CRG will request each healthcare CRG to organise timely peer review of the clinical aspects of each protocol and full review, and to approve publication. The DTA CRG will have editorial boards which meet fortnightly to discuss and approve protocols and full reviews. The publication of protocols and full reviews will be published as part of the DTA CRG output, and the DTA CRG will ensure final publication processes (including copy editing) are undertaken.
9. The DTA CRG would be directly represented on the Managing Editors’ Executive and the Co-ordinating Editors’ Board.
Functions that go beyond the remit of a conventional CRG , which we anticipate the Collaboration would expect the DTA CRG to cover, include:
10. The DTA CRG would work with the RevMan Advisory Committee (RAC), the Training Working Group (TWG), the Handbook Editorial Advisory Panel (HEAP), and other Collaboration groups to ensure that DTA activities are represented on these groups.
11. The DTA CRG will provide training for review authors in the methods of DTA systematic reviews, and develop and maintain online learning materials in collaboration with the TWG.
12. The DTA CRG will maintain and update the Cochrane DTA Handbook.
13. The DTA CRG will co-ordinate activities to ensure better indexing of DTA primary research. 
Advantages and disadvantages of Models A and B
We have identified the following advantages and disadvantages of the two models:
	
	MODEL A
DTA CRSG
	MODEL B
DTA CRG

	Advantages
	Builds on the enthusiasm and skills of existing CRG members, and the supportive relationships that have been nurtured during the implementation phase of the DTA project.
Efficient use of a small number of experts to cascade knowledge and skills to individuals in CRGs. 
Can be implemented with only a small increase in the number of staff and resources using the existing processes which have been developed, tested and refined. 

	Releases healthcare CRGs from the extra responsibilities of co-ordinating DTA activities in their area, except for title advice and clinical peer review, and approval of titles, protocols and reviews.
Would provide coverage of all clinical topic areas, with equitable access to expert support.
Focuses all DTA activity in a single entity allowing greater standardisation and a simpler public image.
Potential for methodological peer review to be better integrated into process. 


	Disadvantages
	Relies on CRGs to be willing to coordinate DTA activities in their topic area.
CRGs need to find the resources to support what is likely to be only a small number of DTA reviews. 
Support to review authors may be inequitable, being greater in well resourced and DTA-enthusiastic CRGs. 

	Human resources required will be considerable, greater than currently needed for the largest CRGs (see below).
Recruiting staff and obtaining necessary funding will be challenging.
Time requirements for management and leadership exceed those available within existing DTA leadership team.
There is no natural route by which DTA skills and knowledge are cascaded. within this structure.
A change management process will be needed to support the switch over from the current model.



Likely workload and resources
The Collaboration’s DTA activities are on an upward trend, with many protocols and reviews currently in progress. In 2010 seventeen new DTA protocols and one full DTA review were published. We estimate that the DTA steady state may settle at something in the order of 30 protocols and 20 full reviews per year, based on the number of documents we are currently working on at the moment and those that are in the DTA editorial process. We estimate that we will reach this within one or two years. In comparison to the workload of existing healthcare related CRGs this would place the activity amongst the very few CRGs with the highest output (see figures below for publications in 2010 from all CRGs).
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	Histograms reporting the output of Cochrane CRGs during 2010 
according to the number of new protocols and new full reviews published


Furthermore, because DTA reviews are substantially more complex than intervention reviews, particularly in the time taken for searching and analysis, we estimate that these require 5-10 times as much work as a typical Cochrane review of the effects of interventions (figures based on discussion with individuals from several CRGs). The DTA CRG would also have the extra training, policy and Handbook functions set out above, which go far beyond the expectations on a healthcare related CRG.  
As Model A works in close collaboration with existing CRGs, the DTA workload is spread across entities.  With 30 CRGs undertaking DTA reviews; on average one review, per CRG, per year.  The input into these reviews is shared roughly evenly between the CRG and the DTA CRSG – with expert support for searching and statistical analysis aiming to reduce the burden of these reviews on each CRG.  To support this model globally we estimate that the DTA CRSG would require the following core salaried staff (FTE = full time equivalent):
0.6 FTE academic leadership (probably divided across 3 different people)
1.5 FTE search specialist (probably divided across 3 different people)
1.0 FTE DTA statistical specialist (probably divided across 2 different people)
1.0 FTE Project coordinator
0.2 FTE Administrative support
Total of 4.3 FTE positions
The DTA editorial teams would include 9 editors supported by approximately 30 peer reviewers.  In addition, we would need to support training and handbook activities.  
Our estimate for the cost of implementing Model A is £300,000 per year.
In Model B, the majority of the work would be undertaken within the DTA CRG, with healthcare related CRGs only contributing to titles and peer review. 
For Model B to function we estimate we will need: 
1.5 FTE academic leadership (coordinating editor(s))
3.0 FTE search specialists
2.5 FTE statisticians
1.0 FTE project coordinator (managing editor)
2.0 FTE administrative support
Total of 10 FTE positions
The same level of support would be needed for Handbook, training, editorial and peer review activities as for Model A.  
Our estimate for the cost of implementing Model B is £600,000 per year.
At the moment, our main hope of funding for Cochrane DTA activities appears to be the National Institute of Health Research in the UK, which is currently the largest single funder of Cochrane Collaboration infrastructure (contributing to 20 CRGs and the UK Cochrane Centre). Initial conversations have indicated a willingness to fund a DTA entity of either the DTA CRSG or the DTA CRG format, from within the NIHR Reviews Infrastructure Fund which is the source of funding for the 20 CRGs, the UK Cochrane Centre and awards such as the Cochrane-NHS Engagement Award, the annual incentive scheme and the Cochrane Review Programme Grants. The amount of funding likely to be available is expected to be similar to that provided for existing CRGs, although this requires confirmation.  If this was the case, and if DTA activities were placed in the highest funding band, this would cover about 60% of the costs of Model A and 30% of the costs of Model B.
Consultation

In preparing this paper we have undertaken consultation with the Editor-in-Chief and individuals we have been working closely with on DTA activities in several CRGs. We have asked the Co-ordinating Editors’ Executive to co-ordinate feedback from CRGs on our proposals, and to report this at the CCSG meeting. Wide consultation may be more targeted and valuable once the Steering Group has identified the model that they wish the DTA activity to follow.
Discussion

We have outlined two theoretically tenable models for the organisation of DTA activities in the Cochrane Collaboration. The Steering Group needs to decide which Model they wish us to follow. There are considerable advantages of the DTA CRG model, in terms of harmonising activity and reducing workload on other CRGs. However, this is a more expensive option, and obtaining the necessary resource, both in terms of finance and experts, will be challenging. We have serious concerns that the DTA CRG is unlikely to succeed in obtaining necessary funds to function properly, and therefore puts the Collaboration at risk of failing in its DTA activity if we choose to implement Model B.
The implementation of the DTA reviews across the Collaboration has generally been enthusiastically received, and it has been appreciated that the experience has been a learning opportunity for all involved.  The implementation has followed the structure of Model A, and although not perfect, we believe that it is an affordable model upon which we can improve.  
We also believe that the Collaboration is now ideally placed to deliver on the expectation that it will become a leading provider of knowledge to help people making choices about diagnostic tests – a key component of health care globally.
Summary of recommendations
We recommend that the CCSG create a Cochrane DTA entity. The CCSG needs to decide on the nature of this entity. We have presented two alternatives and analysed their strengths and weaknesses, and on balance recommend Model A, primarily based on issues of feasibility.   
Resource implications
We are not requesting any resources from the Collaboration at this point in time.   
Impact statement
The decision of the CCSG is critical.  It will provide the guidance needed for the future direction of DTA reviews as an output of The Cochrane Collaboration.  
Decision and feedback required
Does the Collaboration support the creation of a new entity type – a Cochrane Reviews Editorial and Support Group?
If yes, how should the DTA working group proceed to register themselves as an entity of this type?
If the Collaboration chooses to follow Model B, how will it be financed?
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