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1. Purpose

This paper is to update the Cochrane Collaboration Steering Group (CCSG) on the DTA activities and outputs across the Collaboration as of September 2010, to request clarification of certain immediate issues, and to ask the CCSG for direction and advice to help with the preparation of a full paper on the next stage of DTA in the Collaboration activities for submission to the next CCSG meeting in March 2011.

2. Background

The CCSG decided to develop Cochrane Reviews of Diagnostic Test Accuracy at its mid-year meeting in Melbourne 2003; recognising the complexity of such reviews, the importance of providing reliable evidence on diagnostic tests to people making decisions about health care, and the desire that The Cochrane Collaboration was well placed to be at the forefront of the provision of this evidence. It instigated a Working Group under the leadership of Jon Deeks (the DTA Working Group), asking it to produce and implement a plan to introduce DTA reviews into the Collaboration in a way that would have minimal impact on the workload of CRGs and existing entities. The DTA Working Group has done this: organizing meetings of methodologists (with the SDTMG) to define and develop the methodology for these reviews, producing a draft Handbook, specifying and producing (with the IMS Team) a version of RevMan for production of the reviews, piloting reviews with a small number of review teams and CRGs, specifying and producing (with Wiley-Blackwell) the publication formats and rendering processes for including these reviews in The Cochrane Library, creating training programmes and providing support to CRG editorial teams and statistical and information specialists (CESU and UKSU), developing training for Review Authors (CESU and SDTMG), investigating the possibilities for developing a DTA study register (with the Renal CRG), undertaking initiatives to change indexing in key databases, and specifying and organizing the DTA editorial process. The majority of this work has been done with funding and resources secured by the DTA Working Group from outside the central resources of The Cochrane Collaboration.       

The CCSG initially provided small amounts of money to the Working Group to allow it to function and to fund the work on RevMan specification (although the actual production of the DTA module in RevMan 5 was funded out of existing funds for the IMS team). The CCSG subsequently provided larger grants to fund training and support activities of the CESU and the Study Register Development Project. However, the bulk of the investment in the Collaboration’s DTA activities has been possible because of a substantial grant from the National Institute of Health Research (NIHR) in England, which has funded the UKSU training and support activity, coordination of the editorial team, and many extra activities.

The DTA Working Group considers that the first phase (Planning and Implementation) of Cochrane DTA activity is close to completion, and that the Collaboration now needs to move forward into the medium to long term Consolidation and Production Phase. 
3. Overview of current activity

3.1. Current level of DTA activity in CRGs

CRGs have been able to register titles and complete protocols and reviews since the release of RevMan 5 in 2008 but it is known and accepted that not all CRGs will embark on DTA reviews. At the time of preparing this report (7th September 2010), 27 CRGs have active DTA reviews with registered titles, protocols or reviews.   Twenty-four CRGs have submitted protocols to the DTA Editorial Team, and 15 have protocols published or in the publication process. The majority of CRGs judged to have diagnostic topics within their scope have already commenced DTA activity and a considerable body of knowledge is building on how well they are coping with this.

The DTA Editorial Team has seen completed reviews from five CRGs, and three CRGs have DTA reviews published in The Cochrane Library, as of Issue 9 2010. In total, there are 95 DTA reviews at various stages of development. In addition to the three that are published in the Library, two reviews are in the editorial process or being revised following peer review, 25 full reviews are in progress with protocols published in The Cochrane Library or in the Library’s publication process (some protocols relate to multiple reviews, hence this number exceeds the number of published protocols), 23 protocols are being revised following peer review or are currently in the peer review process, and there are 42 registered titles on Archie (39 of which are registered to review teams and three are vacant).  Many CRGs have a small number of titles registered at the moment, which reflects the DTA working group advice to initially register a single review which will be undertaken with the involvement of one or members of their editorial team, to familiarise themselves with the DTA review process before agreeing the registration of further titles.  Furthermore, most CRGs in the UK and Europe have delayed progressing reviews until they have completed their DTA editorial team training, the last of which occurred in June 2010. This measured start is in keeping with the lessons learned and experience gained in the early years of Cochrane Review Groups through the history of The Cochrane Collaboration, and also reflects the greater complexity of DTA reviews compared to reviews of the effects of interventions.
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3.2. DTA-Editorial Team Activity

The DTA Editorial Team was created to support CRGs with the peer review process, to ensure the methodological quality of Cochrane DTA reviews, and to manage the limited resource of methodological expertise available for peer review of DTA reviews.  Protocols and reviews are only published when both the CRG and the DTA ET agree that they are suitable for publication.  This model of dual sign–off is one that has been suggested previously for Cochrane intervention reviews, but has not been feasible for those reviews because of the much larger number of reviews needed to cover questions relating to the effects of interventions. When DTA review authors submit their review or protocol to their CRG, the CRG passes the documents to the DTA ET for methodological peer review at the same time that the CRG commissions clinical, consumer and other peer review (for example, to obtain a low and middle-income perspective).  Each DTA protocol/review is assigned to a DTA Contact Editor who maintains correspondence with the CRG’s Managing Editor and the CRG’s contact editor for the review (the DTA ET has no direct correspondence with Review Authors).  Three methodological peer review reports are requested by the DTA ET, covering searching, statistics and general review and diagnostic methodology.  Reports from the peer reviewers and the contact editor are discussed at the monthly DTA ET conference call (held the second Tuesday of each month), when decisions are made on acceptability for publication and required revisions. In this way, the DTA ET is following processes that mimic those of the editorial base of a CRG and complementing their work. Furthermore, because a larger proportion of the preparation of DTA reviews appears to be being done within editorial bases (compared to the proportion for intervention reviews), the DTA ET are bringing an additional layer of independence to the editorial and refereeing of these reviews.     

The DTA ET has been using Manuscript Central to track the editorial process for over a year (because the incorporation of workflows for DTA reviews into Archie was not imminent). This facilitates close tracking of the editorial process.  Fifty-five documents originating from thirty-three different protocols/reviews have been considered by the DTA ET in the past year, which is equivalent to the workload of one of the larger CRGs.  Turn-round times for initial submissions depend on the point in our monthly cycle when they are received and the timeliness of peer reviewers (who are asked to provide their reports within 3 weeks), but should be between 6 and 10 weeks.   The median time in the past year has been a little over seven weeks for first submissions, and less than two weeks for revisions (the majority of which don’t undergo further peer review).  The longest times experienced have been 12 weeks for first submission and 11 weeks for a review, both of which occurred when the DTA ET was without an editorial manager. Having worked with many CRGs on Cochrane intervention reviews, we believe that this compares favourably with the editorial processes for most CRGs, although we cannot make a formal comparison because we don’t have access to such data within the IMS.

	Summary of DTA Processes for all protocols and reviews considered in Manuscript Central

	
	Submissions


	Accepted


	Major revision


	Minor revision


	Reject


	Days in DTA process  

Median [IQR]      Max 

	Initial submission
	33
	0
	(0%)
	17
	(52%)
	15
	(45%)
	1
	(3%)
	52 [38,61]
	84

	First revision
	17
	10
	(59%)
	1
	(6%)
	6
	(35%)
	0
	(0%)
	12 [9,12]
	77

	Second revision
	6
	1
	(17%)
	0
	(0%)
	5
	(83%)
	0
	(0%)
	9 [9,9]
	9

	Third revision
	5
	5
	(100%)
	0
	(0%)
	0
	(0%)
	0
	(0%)
	3 [3,3]
	3

	Note – table is a snapshot in time.  Only 16 of the 33 initial submissions have been accepted as we are waiting for resubmissions.



All protocols/reviews processed to date have required a degree of revision.  This is as expected, given the complexity and novelty of DTA reviews.  More than one round  of revision has been required if the DTA ET have judged the initial submission too incomplete to be sent for peer review, where the review question has required major restructuring or where authors have not properly dealt with initial comments.

The DTA ET currently consists of a manager (Susi Wisniewski), executive editor (Jon Deeks) and five editors (Chris Hyde, Rob Scholten, Hans Reitsma, Mariska Leeflang and Constantine Gatsonis).  A sixth editor (Patrick Bossuyt) resigned during 2010 due to changes in his working situation. A total of 95 peer review reports have been obtained from 41 different peer reviewers in the past year (16 general methodologists, 9 search specialists and 16 statisticians), with 55 of these reports coming from a core group of 10 peer reviewers. Editors and peer reviewers are currently working in a volunteer capacity; this high level of input is unlikely to be sustainable in the long-term without additional help or incentives.  

3.2.1. Relationship with the Cochrane Editorial Unit (CEU)

David Tovey (Editor in Chief of The Cochrane Library, EiC) and other CEU staff have attended DTA training, discussed the running of the DTA ET with the Executive Editor, and is supportive of the current arrangements.  In August 2010, a meeting was held between the CEU and the DTA Working Group (including four members of the DTA ET) and there are plans to hold regular meetings in the future. The August meeting was especially useful in describing the challenges and opportunities for Cochrane DTA reviews. When the DTA ET was established, the CCSG requested that it report to the Publishing Policy Group (PPG) but given the disbandment of the PPG, we suggest that we should report direct to the CEU, with the EiC having formal oversight of all our processes and procedures.

3.3. Training (CESU, UKSU and SDTMG)

3.3.1.  CRG Editorial teams

Training of editorial teams has been the priority of the Support Units created by the Working Group, ahead of providing training direct to the authors of Cochrane Reviews.  This has been possible because of the NIHR funding to the UKSU and the Collaboration’s funding to the CESU. Training was undertaken on a day long visit to the editorial base, covering basic methodology, the editorial processes and advising on planned reviews and review priorities.  The UKSU completed its training of UK-based CRGs in June 2010:19 of the 24 CRGs have been trained, 1 indicated a desire for training at a later date when new staff are in post, and 4 stated that they did not expect to publish DTA reviews or did not reply to our correspondence. The CESU has trained 9 CRGs in Continental Europe; 3 stated that they did not expect to publish DTA reviews or did not respond to correspondence, and one was registered recently (Occupational Safety and Health Group).  

The original plan for training included the creation of four Support Units which would have provided support for the editorial bases of CRGs across the globe.  However, the Collaboration was unable to support units in North America and Australasia financially, and has not been able to identify funding from elsewhere.  CESU and UKSU staff have tried to compensate for this by organizing events in Australia, Thailand and South Africa to train CRG teams and satellites in these locations, and contributing to a course in Canada which a few members of the CRGs attended.  However, 9 CRG editorial teams based in Canada and the USA have not yet had the opportunity for training (HIV/AIDS Group, Inflammatory Bowel Disease and Functional Bowel Disorders Group, Musculoskeletal Group, Neonatal Group, Prostatic Diseases and Urologic Cancers Group, Upper Gastrointestinal and Pancreatic Diseases Group, Effective Practice and Organisation of Care Group, and Hypertension Group), and one Australian based CRG (Acute Respiratory Infections) was unable to attend the training provided in Melbourne.   A proposal to provide DTA training to the North American based CRGs is being submitted to the CCSG Keystone meeting.

Twenty of the 28 CRGs trained in UK and Continental Europe and a further three CRGs trained elsewhere have reviews in progress.  Five of the untrained CRGs based in North America have reviews in progress. This shows that a lack of training has not completely hindered CRGs from commencing DTA reviews, but the DTA ET has observed that a greater degree of comment and input is required for protocols submitted from these CRGs.

3.3.2.  CRG and Centre Specialists (Statisticians and Trials Search Co-ordinators)

Specialist training courses have been organised by the DTA Working Group through UKSU for Cochrane statisticians (3 days in July 2009) and Search Specialists (2 days in July 2010).   These courses were open to members of all CRGs and Centres, with costs covered from the UKSU’s NIHR grant, supplemented by a contribution from The Cochrane Collaboration’s Discretionary Fund in 2009.  

Trial Seach Coordinators (TSCs) require “just in time” training materials in order to develop their skills in preparing and implementing search strategies for DTA reviews, because the time lag between undertaking face-to-face training and actually becoming involved in a DTA review can often be quite long. A table of competencies, skills and resources required for TSCs involved in DTA reviews has been developed and a series of presentations covering these competencies and skills is being developed which will be presented to TSCs during the “DTA searching for studies” workshop at the Keystone Colloquium. The materials are currently in a static PowerPoint format, but will be converted to a more dynamic, interactive format. The Training Working Group is being kept informed of progress through Steve McDonald.

3.3.3. Review Authors

CESU has organized a course for authors every year, in June 2008, 2009 and 2010. This is a two-day course that prepares authors for doing a DTA review. About 80 authors have been trained this way. UKSU will commence a 4-day training programme in October 2010 having laid the ground work by training staff in the editorial bases. This new training programme will comprise one day of training per month on a rotating basis, each day developing skills in a particular stage of the review process, with review teams attending when they are ready to progress to the next stage of their review. UKSU will also provide support to any DTA reviewers who attend the UK Cochrane Centre’s Review Completion Course in February 2011.   Furthermore, workshops organised by the SDTMG have been run at all Cochrane Colloquia since 2003, with 7 due to take place at Keystone.

3.3.4.  Relationship with the Training and Working Group (TWG)

One or two members of the DTA working group have attended each of the Training Working Group meetings, and plans for future DTA training developments have been discussed with the TWG, and are included in the TWG recommendations to the CCSG.

3.4. Support

We consider support to be the provision of expertise, and a natural extension from the formal training courses that we have organised.  The support that has been provided to review teams and CRGs extends from advice on prioritisation and formulation of titles (for example, by review of Title Registration Forms), to development of search strategies, analytical plans, and assisting with statistical analyses.   The level of support varies from answering ad hoc questions to participation in the review which would justify co-authorship.   Support has mainly been provided by team members of UKSU and CESU, with input from other members of the SDTMG.  We are experiencing particularly high demand for support with search strategies, with the large number of review teams developing protocols. We expect that these needs will evolve into increasing requests for support on statistical analyses, as more reviews progress further.

3.5. Handbook and other training resources

The first draft of the Cochrane Handbook for Systematic Reviews of Diagnostic Test Accuracy was completed in 2007, after the major meeting of DTA methodologists. Its content has been piloted with the first DTA reviews, which revealed that several sections were not fit for purpose. Subsequent developments with RevMan and with the methodology of DTA reviews have made early updating essential, and confirmed that an early release of the DTA Handbook would have been detrimental. This reflects experience with the early editions of the Cochrane Reviewers’ Handbook.  Several sections of the DTA Handbook are now complete and regarded as sufficiently stable (and are published on our website), with others to be completed imminently or in the coming months.   It has proven harder than anticipated to obtain updated drafts from the section leads to complete key sections, preparation of each section requiring a substantial time commitment with there being few incentives.  No funding has been provided to support development of the DTA Handbook at this point in time. Although Wiley-Blackwell is keen to publish the completed DTA Handbook and it is recognised that this will generate income, it has not been possible to obtain an advance against sales, and the book version of the DTA Handbook has taken a lower priority than the provision of a completed text to the authors of Cochrane reviews.   

A RevMan tutorial has been written and is available across the Collaboration. The DTA Working Group also maintains a website (srdta.cochrane.org) where further information is available. We have developed a proposal for online learning materials, which is outlined in our application through the TWG.

3.6. RevMan

The DTA module on RevMan 5 was developed by the IMS team in collaboration with the DTA Working Group, and has proved exceptionally successful for a first software version. We are not aware of any other software which would be capable of meeting the needs of authors of Cochrane DTA reviews that are addressed by RevMan 5.  However, several limitations have been identified in the functionality and presentation. The DTA working group is represented on the RevMan Advisory Group, and has fed requests for changes through this Group, although we recognise that it has not been able to make as much progress in the last two years as previously. We await eagerly the proposed restructuring of the advisory and oversight procedures for RevMan, since some of the alterations needed for the DTA module will require a change to the data structure and a mandatory release of RevMan for DTA reviews.

3.7. SDTMG and methodological developments
The Support Units work closely together with the Screening and Diagnostic Test Methods Group (SDTMG). SDTMG was specifically involved in the Methodology Training course in Birmingham (2009), and in the DTA workshops held at Cochrane Colloquia. Members of the SDTMG have had success obtaining research grants and personal fellowships to progress the methodological research agenda, and have led the organisation of International Symposia of Methodology of Test Evaluation (held in Birmingham in 2008 and 2010), profiling the ground breaking work of the Cochrane Collaboration in this field. 
3.8. Study identification and register
3.8.1. Indexing of diagnostic test accuracy studies in bibliographic databases

Conducting efficient searches for DTA studies in bibliographic databases, such as MEDLINE and EMBASE, is very difficult partly because appropriate subject headings are few and inconsistently applied. Searching would be improved if a check tag or publication type term specifically for diagnostic test accuracy studies were to be introduced and implemented consistently. This is akin to the challenges faced by people seeking randomised trials of healthcare interventions in these databases, before the work of The Cochrane Collaboration in the 1990s. A reference group of information specialists and a clinical epidemiologist (Ruth Mitchell, Julie Glanville, Anne Eisinga, Mariska Leeflang) have been working to improve matters for DTA studies and have achieved some progress. 

EMBASE – EMBASE will introduce a new checktag for Diagnostic Test Accuracy later this year.  Initial contact with the Senior Product Manager for Content Development at Elsevier (publisher of EMBASE) was made in Amsterdam in February 2009, and over the following months a document detailing the rationale for introducing a Check Tag in EMTREE (the subject heading thesaurus for EMBASE) was drafted. After a teleconference in July 2010 with the Vice Principal and his team of Chief Indexers and a Quality Control Manager, final documents were produced. These suggested changes to search terms, where terms could fit into the EMTREE hierarchy, a proposed Scope Note (definition) for the new Check Tag ‘Diagnostic Test Accuracy’ and editorial guidance for applying the tag, together with a set of individual studies and a set of systematic reviews, which covered a range of difficulty and types of diagnostic test, as examples that would be given the Check Tag. These documents were submitted at the beginning of August 2010, to meet Elsevier’s proposed timeline to introduce the Check Tag in EMBASE in November 2010 and in revisions to EMTREE in March 2011. We will continue to offer ongoing consultation as part of the training programme for the indexers, before the introduction of the new terms in November 2010.

MEDLINE - A similar document detailing the rationale for introducing a Publication Type for Diagnostic Test Accuracy in MEDLINE has been drafted. We will refine this based on our recent experiences with Elsevier, the questions that arose and any queries that we receive when the EMBASE indexers begin the practical application of the new terms during their training period up to November 2010. We hope that the positive outcome with Elsevier will be repeated when we send the final documents to the U.S. National Library of Medicine (publisher of MEDLINE).

3.8.2. Study Register Development Project

The Register is currently in its fourth year of funding.   Progress in adding studies to the Register has been improved through the contribution of a research assistant. There will be more than 5,000 studies in the register by October 2010.  

A protocol and decision tree was developed for handsearching of DTA studies. Members of the DTA Working Group are currently piloting this by handsearching issues from the four journals contributing the most studies to the Register: Radiology, AJR - American Journal of Roentgenology, American Journal of Cardiology and the Journal of Clinical Microbiology. Each journal is being handsearched by 2 people, and results compared. The experience to date is that handsearching for DTA studies is much more difficult and time-consuming than that for randomised trials of interventions. This has implications for introducing this handsearching more widely across the Collaboration.

4. Plans for the future

4.1. Preparation of a paper for CCSG

The DTA Working Group is preparing a document for CCSG to consider at the March 2011 meeting in Split, concerning the vision for Cochrane DTA reviews as they enter the Consolidation and Production Phase.  We hope that the CCSG will be able to allocate sufficient time at that meeting to consider this in detail as it require decisions to be made concerning the shape of DTA activities in the Cochrane Collaboration’s future.  Current leaders of the DTA activities will be happy to attend the CCSG meeting in Split and our document will outline current challenges and models for the Collaboration’s structures for supporting DTA review activity.   At the present time, we anticipate that we will explore three alternative organisational structures: maintaining the current structure, with a DTA Working Group coordinating activities across the Collaboration; creation of a permanent Cochrane Entity for DTA activities; dissolving the DTA Working Group and allocating current activities to existing Cochrane entities.   If there are other models, or direct questions that the CCSG would like us to consider in preparing out document, please let us know as soon as possible.

4.2. Consultation process

To prepare the document for the CCSG meeting in Split, we will consult with groups within and outside the Collaboration. These will include CRGs (particularly staff in the editorial bases), Cochrane Centres (regarding training), methodologists, the CEU and current and potential funders. We would appreciate permission from CCSG to undertake these consultations on behalf of The Cochrane Collaboration, and would welcome further ideas as to who we should approach.

5. Immediate questions for the CCSG

We should be grateful for your answers to the following:

a) Is the information we have provided about the Cochrane DTA initiative adequate for your current requirements? Are there further questions that you would like addressed before the Split meeting?

b) What reporting of DTA activities should routinely be made and to whom? At the moment, the CCSG receives a report of the DTA activities it funds (CESU and the Study Register) but not a general report of all DTA activities.

c) Should the DTA ET be answerable to the EiC at the CEU (replacing the role that was fulfilled by the now disbanded PPG)?

d) Does the CCSG have suggestions that it would like the DTA Working Group to consider when preparing our proposal for your March 2011 meeting?

e) Does the CCSG approve plans for the DTA Working Group to consult on possible DTA working models, and does it have suggestions for who should be consulted?
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