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CENTRAL VISION GROUP REPORT AND RECOMMENDATIONS

PROPOSED STRATEGIC PLAN FOR CENTRAL

Executive Summary

1. This paper outlines the proposed strategic plan for CENTRAL, including the proposed structure, content and model for a Cochrane register of studies.  

2.  The primary purpose of a register of studies should be to facilitate the work of the Collaboration, while adhering to the principles of the Collaboration. Our overall recommendation may be summarised as follows: The Cochrane register of studies should be study-based, contain all studies that are potentially eligible for or useful in production of Cochrane reviews, be accessible within the framework of the Information Management System, and be managed by a full-time Director.

Purpose

3.  This paper reports on the work of the CENTRAL Vision Group. In particular, the report outlines the recommendations that comprise the proposed Strategic Plan for CENTRAL. 

Urgency

4.  Decisions concerning the interim measures (paragraph # 47) are of HIGH urgency. Other decisions are low urgency.

Access

5.  This is an open access paper. 

6.  Feedback from all Cochrane entities is requested. Feedback may be made to appropriate CCSG representative(s) or to members of the CVG (see below; krobin@jhmi.edu). A request for feedback, and copies of documents, will be distributed after the Colloquium. Feedback is requested prior to December 1, 2006.

Background

7.   SEQ CHAPTER \h \r 1In October of 2005, the Cochrane Collaboration Steering Group (CCSG) disbanded the Cochrane CENTRAL Advisory Group (CCAG). The decision by the USCC to withdraw from its role in the production of CENTRAL (Cochrane Central Register of Controlled Trials), the development of non-Cochrane prospective trials registers, and the development of the Information Management System, provided an opportunity to thoroughly review CENTRAL and its role within the Collaboration as well as within the broader community of researchers, educators, policy makers and consumers.

8.  A small working group was created to develop a strategic plan for CENTRAL. The CCSG appointed four members to serve on this group called the CENTRAL Vision Group (CVG): 

Gerd Antes, Director, German Cochrane Centre

Adrian Grant, Coordinating Editor, Cochrane Incontinence Group, Representative CCSG

Gail Higgins, Trials Search Coordinator, Cochrane Renal Group

Karen Robinson, Editor, Methodology Review Group (Convenor, CVG)

Donna Gillies, Author, Representative CCSG (Donna Gillies joined the group at the end of July 2006 as Adrian Grant scaled back his involvement.)

Proposals and Discussion

9.  In this section we will outline our process and our recommendations. Our recommendations are presented in bold italicised font.  

10.   Our remit (submitted to the CCSG on 21 December 2005) outlined our proposed process. Specifically, we sought to answer these questions:

Where are we now?


What is CENTRAL?


Who uses CENTRAL?


How is CENTRAL produced?

Where would we like to be?

How do we get there?

11.  In preparing to answer these questions, we solicited input from a variety of people and organizations. We conducted three surveys that were targeted at the following groups:

(i) Trial Search Coordinators,

(ii) people within the Collaboration, and,

(iii) people outside of the Collaboration. 

We also completed a series of interviews with key informants.

12. The methods for the surveys and the interviews are provided in Appendix A. Appendix B provides an abridged version of the results of the three surveys.  The full report of the survey results is available from the CVG and will be available from the Collaboration website after the Dublin Colloquium.

Where are we now?
13.  Before considering and embarking on new directions, it is helpful to gain a clear understanding of where we are now. We spent some time reviewing the current process of producing CENTRAL. We will not describe that process here. Much of this information may be found in other sources, such as the CENTRAL Management Plan. In brief, CENTRAL is produced anew each quarter through downloads of records from MEDLINE tagged as RANDOMIZED CONTROLLED TRIAL [PT] and CONTROLLED CLINICAL TRIAL [pt]. Added to this are specialised registers and handsearch records submitted to and processed by the USCC. EMBASE records are currently added on a yearly basis by UKCC.

14. The surveys and interviews highlighted a number of strengths and limitations of the current process and of CENTRAL as it currently exists.  The primary items are listed here. More details may be found in the results of the surveys and are discussed in subsequent sections of this report, as appropriate.

Strengths of interface:

- “one stop shop” for controlled trials from a variety of sources

Strength of process:

- an impressive collaborative effort

- allows each group to develop custom systems

Limitations of interface:

- searching (inadequate and incomplete indexing)

- limited information provided for each citation

Limitations of process:

- duplication of effort as specialised registers are submitted again each quarter

- duplication of effort as Cochrane Review Groups each develop their own system for tracking search results and the dissemination of information to reviewers 

- CENTRAL is incomplete as Cochrane entities do not submit complete specialised registers due to copyright concerns

- time lag between submission of specialised registers and other records and publication of CENTRAL

Where would we like to be?
15. Our goal in developing a new vision is to build on these strengths and address the limitations. We propose doing so by developing a new Cochrane register of studies. The name of such a register needs to be descriptive and the selection of the name might be suited to a Collaboration-wide contest. In this report we will use “Cochrane register of studies” to refer to this new register.

Structure of the Cochrane register of studies: Study-based and reference-based

16. The results of the surveys (see Appendix B) revealed a mix of opinion on the question of whether the Cochrane register of studies should be reference or study-based. In speaking with the various stakeholders, and amongst ourselves, it became apparent that it is not an ‘either/or’ type of question and there was some discrepancy as to what was meant by ‘study-based’.  We have included as Appendix C a document prepared by Judith Wright and colleagues (personal communication, 24 Aug 2005) that describes and defines reference-based and study-based registers. Briefly, by study-based we mean a register of studies with references to each study. The functionality of a reference-based database would be retained as the Cochrane register of studies would be a relational database allowing searching by reference or study.

17.  Moving to a study-based register is a long-term and ongoing project. A starting point for the development of a study-based Cochrane register of studies would be based on the work already completed by Cochrane authors. Cochrane authors group references by study and this work should be utilized in the Cochrane register of studies. References should be linked to a study record. The study record would contain more details about the study. Details should be added using controlled vocabulary and include information such as intervention, healthcare condition, outcome, and participants. At a minimum the study should be tagged with a topic, per the Cochrane topic list, to facilitate prioritising reviews within the Collaboration. This would assist in identifying those topic areas with identified studies that are not currently covered by Cochrane reviews. There are currently excellent examples of study-based registers within the Collaboration which have the functionality described above.

The Cochrane register of studies should be study-based. 

Content of Cochrane register of studies: study designs

18.  The Cochrane Collaboration started out focusing on systematic reviews of controlled trials. While this has remained the primary focus, current and potential Cochrane groups have expanded and continue to expand this scope to consider other sorts of evidence. In addition, many Cochrane entities find it helpful to identify and maintain references about a study other than the report of the results, such as design papers or other background papers. 

19. In order to facilitate the work of all entities, and to avoid entities needing to create duplicate systems, the Cochrane register of studies should contain all studies, and all references, as needed by the entities. As discussed later in this document, this would require accurate and comprehensive codes to identify study design. Entities would then be able to limit searches and views of the register to study designs of interest to them.

The Cochrane register of studies should contain all studies that are potentially eligible for, or useful in the production of, Cochrane reviews.

The Cochrane register of studies should contain as many references to studies as deemed important by the Cochrane entities, such as design and background papers.

How do we get there? Proposed Model for Cochrane Register of Studies

20. The results of the surveys and interviews have revealed:

· Six different types of software program and ten different versions of these programs are used in developing specialised registers. This diversity can create flexibility but it can also lead to compatibility problems when exchanging and downloading data as well as requiring a greater need for different types of training and support.

· A lack of standardisation in the structure and data sets (or formatting of data) within the specialised registers. This lack of standardisation has over the years led to problems when processing these registers for publication as CENTRAL despite the existence of the CENTRAL Management Plan (CMP)

· Dissatisfaction with the procedures for the processing of specialised registers and the time spent having to prepare registers for publication

· Dissatisfaction with quality control and quality assurance mechanisms (e.g., no mechanism for correcting errors in records, duplicate records or the removal of irrelevant records, particularly handsearch records)

· Inadequate adherence to or knowledge of the CMP

· Concerns and confusion over possible copyright infringement

· Duplication of effort among entities in relation to setting up workflow and tracking systems in support of the review process

21. Cochrane entities have successfully developed specialised registers of varying quality and sophistication to support authors in the review process as well as providing the major content for CENTRAL. A vast amount of work has gone into these developments and the results of this collaborative effort should not be lost. Though a valuable resource, CENTRAL has remained a rather awkward amalgamation of records with increasing processing problems.

22. The development of a Cochrane register of studies could alleviate some of the issues outlined above and build on the best-practice systems currently used within each entity for their specialised registers by integrating, consolidating and streamlining current processes. The full functionality of the Cochrane register of studies should be based on the best-practices of current local systems. Appendix D is a draft list of minimum functionality requirements for the Cochrane register of studies.

23. We are advocating the development of a Cochrane register of studies as a web-based relational database. It would be formed by the integration of all specialised registers and handsearch results within the framework of the Information Management System, managed and coordinated centrally, and accessible, on varying levels, by all in the Collaboration. Entities would operate their specialised registers as their view of the Cochrane register of studies.
24. Such a register of studies should provide a sustainable and commercially viable resource for the Collaboration. The advantages of such an approach to developing this Cochrane register of studies would be:

· The provision of one software platform using a vendor-independent interface through the use of tagged-text or XML data files.

· The integration of all aspects of the review process allowing links between reviews, topic lists, references and studies.

· The development of a standardised structure for data format and content enabling a consistent unified approach to development.

· The centralisation of quality control and quality assurance mechanisms.

· The enhancement and development of all the functionality currently available in specialised registers.

· The streamlining and centralising of a variety of processes (e.g. the submission of specialised registers and handsearch records) which would permit continuous publication in the future.

· The minimisation of the duplication of processes in the development of workflow and tracking systems to support the review process and allowing all entities to work within an equal environment.

· The provision of a tool for centrally retrieving global statistics for the Monitoring and Registration process and for the provision of data in support of grant applications

25. The Cochrane register of studies must be developed through extensive pilot testing and implemented in an incremental way taking into account the workloads and practices of all entities. 

The Cochrane register of studies should centrally integrate all specialised register, handsearch results and results from other databases.

The Cochrane register should be a web-based system, accessed via the Information Management System.

The new system, including all processes, must be pilot tested extensively.

External Product from the Cochrane Register of Studies: Register of Controlled Trials

26. The Cochrane register of studies should be developed for the use of people within the Collaboration. An external product – a register of controlled trials – could be produced as a subset of the internal Cochrane register of studies. This external register or subset would be a unique product of the Collaboration and could be marketed in a variety of ways to a variety of potential users and publishers. Figure 1 provides a visual overview of the proposed model.

27. The production of the external product – a register of controlled trials – should be managed and coordinated centrally.

28. Several additional features for an external product were identified in the surveys and interviews, such as:

-  Better searching functionality

-  Clear description of how register is produced including details about searching, sources and dates covered

-  More descriptive and less confusing name for register

29. The publisher(s) of the external product should review results of the surveys in developing an interface.

The Cochrane Collaboration should produce from the Cochrane register of studies an external product consisting of a register of controlled trials.

The Cochrane Collaboration should provide a clear and meaningful name for a register of controlled trials derived from the Cochrane register of studies.

Coordination and Management of the Cochrane Register of Studies

30. The Cochrane Collaboration should appoint a Director to manage the development and implementation of the Cochrane register of studies. This person must have the authority to make decisions, especially about day-to-day operations. The Director must also be able to obtain and provide feedback to the CCSG. 

31. The person recruited and appointed should have experience and knowledge in database management systems or register development. This person will need to interact with members of the Collaboration as well as liaise with the publisher(s) of any external products from the Cochrane register of studies. Given the view of integrating the Cochrane register of studies within the IMS it is essential that the Director work closely with the IMSG.

32. The Director should have a small staff to work on the development and production of the Cochrane register. The specific positions required and a proposal for funding should be outlined by the Director. This group should include, at a minimum, a full-time programmer, and a TSC. Initially, this group would need to focus as close to full-time as possible on the development of the register. The Cochrane register director could seek input from others but would be the person responsible for recruiting and supervising staff.

33. The director could solicit input from an advisory group of various stakeholders. This advisory group would not be a decision-making body. Membership should include at a minimum:

- Trial Search Coordinator

- Review Group Coordinator

- Cochrane author

- Coordinating editor

- representative from IMS

The Cochrane Collaboration should appoint a Director to manage the development and implementation of the Cochrane register of studies. 

The Director of the Cochrane register should participate in the CCSG meetings and discussions as an ex officio member.

Other Tasks Managed by Director

34. Quality Assurance and Quality Control

Collecting and aggregating information from a variety of sources will necessitate clear standards of data format and content. Clear documentation about these standards will need to be prepared and must include description of the quality assurance and quality control measures. For instance, if the register includes studies of different sorts of designs it is essential that the study design is clearly, accurately, and consistently applied. This will facilitate searching, as well as the production of the external register of controlled trials only.

35. Training and Support

The move from a reference-based to a study-based register is an ongoing process and will require substantial time and resources. We propose developing a support network, similar to the model used for the implementation of the IMS, to provide assistance to entities involved in the development and implementation of the Cochrane register of studies. 

36. Handsearching Results

The lack of indexing of handsearched records especially those from conference proceedings is seen as one of the limitations in the retrieval of records when searching for studies. Basic indexing of all handsearch records with keywords based on MeSH terms or a controlled vocabulary (which describe at a minimum the healthcare condition and the intervention) is recommended.

37. Master List

The Master List of Journals being handsearched should be more closely integrated with the development of the Cochrane register of studies. This would aid in providing clear information about what searching has been completed and is reflected in the register of studies. A web-based system should be developed that would allow tracking and updating of handsearching by Cochrane entities. In addition, the Master List should provide a mechanism for users of the Cochrane register, and the external register of controlled trials, to see what journals (including conference proceedings) and what years have been searched.

38. MEDLINE Retagging Project

The MEDLINE Retagging Project has added value to CENTRAL as MEDLINE records identified by the Collaboration and retagged with the appropriate Publication Type are then added to CENTRAL. There are some ongoing research and administrative questions related to this project, such as the process for correcting tags on records, either added by the Collaboration or by the U.S. National Library of Medicine.

39. Appendix E outlines the various tasks that had been related to the production of CENTRAL, who had been completing the tasks, who had been providing oversight, and the status as of August 2006. Different entities may perform each of the tasks described above. However, coordination of the tasks should be the responsibility of the Director of the Cochrane register of studies.

Coordination of tasks related to the Cochrane register of studies should be the responsibility of the Director.

Related Issues

40. Copyright Issues

The source of records that make up the content of the Specialised Registers is quite diverse (e.g., a variety of electronic databases and web sites).There is uncertainty within many Cochrane entities about the legality of submitting certain records and some entities do not submit the entire contents of their specialised registers to CENTRAL because of concerns over copyright infringement.[See Appendix B]  As such the content of the specialised registers and CENTRAL has diverged. Each group has been left to negotiate with publishers independently resulting in a duplication of effort. 

41. Addressing and clarifying copyright issues would positively influence the scope and comprehensiveness of the Cochrane Register of Studies and its external products and make it more than a repository of MEDLINE and EMBASE records.

42. Agreement over the use of records either through acknowledgement of the publisher or payment for the use of such records as well as clarification of copyright issues needs to be addressed and documented centrally by the Cochrane Collaboration. This could be a role taken on by the Director of the Cochrane register of studies or someone else within the Collaboration.   

The Cochrane Collaboration should centrally negotiate copyright agreements with the different content providers. 

43. Prospective Trial Registers

Initiatives in relation to the registration of all clinical trials by the International Committee of Medical Journal Editors (ICMJE), the Ottawa Statement and the World Health Organisation’s (WHO) plans for an International Clinical Trials Registry Platform have contributed to the growth of various prospective or ongoing trial registers.

44. Ongoing trial coverage is currently patchy both in published reviews and in Specialised Registers and hence CENTRAL. Results from the TSC survey indicated that 22 of 44 specialised registers contained records of ongoing trials.

45. A Cochrane register of studies would not be developed to compete with the prospective trials registers. However, including details and links to ongoing studies from prospective trial registers could be beneficial in that:

· Links to ongoing trials would add an extra dimension to the comprehensiveness of the Cochrane register of studies and provide dynamic and up-to-date content on individual studies

· Ongoing trials that are part of the Cochrane register of studies and made available in reviews when published would alert readers of the review to the existence of these trials. This information could be useful in interpreting the results of the review i.e. the results could be seen as interim as opposed to final depending on the outcome of the trial. This approach to the use of ongoing studies could become a part of an updating mechanism for reviews.

The Cochrane register of studies should contain records of and links to ongoing studies.

The Director of the Cochrane register of studies in collaboration with entities should develop ways of effectively working with the major players in the prospective trial registration area.

46. Electronic Searches

In the past, general searches have been conducted of MEDLINE and EMBASE to identify controlled trials for inclusion in CENTRAL. The interim measures discussion and document (see below) address this issue in the short-term. The ongoing searching needs to be reassessed in light of development of the Cochrane register of studies. One issue to address is the lack of timeliness in adding records identified in such a way. For instance, EMBASE is searched and records added once or twice a year.

The role of central or general searching of MEDLINE and EMBASE should be assessed.

Interim Measures

47. It is important to ensure that CENTRAL does not lose all of its value while the Cochrane register of studies is being developed. During our May 1st conference call we discussed the recent CCSG discussion giving the CVG permission to approach the current publishers of The Cochrane Library (Wiley) about the implementation of interim measures. An initial document outlining proposed interim measures was sent to Wiley for response on July 18th. A response was received September 21st. Both of these documents are included as Appendix F. The CVG is continuing discussions with Wiley and hope to have a complete description of the proposed interim measures at the CCSG meeting in Dublin (Oct 22nd).

The interim measures, as outlined in the most recent document, should be approved.

Summary of recommendations

High Urgency

The interim measures, as outlined in the most recent document, should be approved.

Low Urgency

The Cochrane register of studies should be study-based. 

The Cochrane register of studies should contain all studies that are potentially eligible for, or useful in the production of, Cochrane reviews.

The Cochrane register of studies should contain as many references to studies as deemed important by the Cochrane entities, such as design and background papers.

The Cochrane register of studies should centrally integrate all specialised register, handsearch results and results from other databases.

The Cochrane register should be a web-based system, accessed via the Information Management System.

The new system, including all processes, must be pilot tested extensively.

The Cochrane Collaboration should produce from the Cochrane register of studies an external product consisting of a register of controlled trials.

The Cochrane Collaboration should provide a clear and meaningful name for a register of controlled trials derived from the Cochrane register of studies.

The Cochrane Collaboration should appoint a Director to manage the development and implementation of the Cochrane register of studies. 

The Director of the Cochrane register should participate in the CCSG meetings and discussions as an ex officio member.

Coordination of tasks related to the Cochrane register of studies should be the responsibility of the Director.

The Cochrane Collaboration should centrally negotiate copyright agreements with the different content providers. 

The Cochrane register of studies should contain records of and links to ongoing studies.

The Director of the Cochrane register of studies in collaboration with entities should develop ways of effectively working with the major players in the prospective trial registration area.

The role of central or general searching of MEDLINE and EMBASE should be assessed.
Resource implications

In general, we suggest that funding will be needed to support:

(i)
full-time Director

(ii)
full-time programmer

(iii)
other expenses, as determined by Director, such as server, computer, software, travel for support team

The details should be included in a funding proposal from the Director of the Cochrane register of studies. Other expenses that may be considered by the Director and advisory group include compensation to TSCs for pilot testing of the new system.

Impact statement

Developing and maintaining a high quality register of studies is essential to the work of the Cochrane Collaboration. 

A high quality register of controlled trials is a valuable resource and major contribution to the field of healthcare research and sets the Collaboration apart from other organizations completing systematic reviews. 

Decision required

The CCSG is asked to approve the recommendations in this proposed strategic plan.

CENTRAL Vision Group

Gerd Antes

Donna Gillies

Adrian Grant

Gail Higgins

Karen Robinson

401-502-9216

krobin@jhmi.edu


Document updated on 27 September 2006. Documented submitted 27 September 2006.
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Appendix A

Methodology for Surveys and Interviews

Surveys

In an effort to obtain information about the use, role and importance of CENTRAL and the role and content of Specialised Registers in the work of Trials Search Coordinators (TSCs) (or their equivalent), as well as to obtain information about the use, role and importance of CENTRAL to people within and external to the Cochrane Collaboration, we conducted three web-based surveys. These surveys were targeted at the following groups:

· Trials Search Coordinators (TSCs)

· people within the Cochrane Collaboration (internal survey)

· people outside the Cochrane Collaboration (external survey)

Methods

Over the course of several months, we drafted, piloted and released three web-based surveys.

Survey of Trial Search Coordinators

This survey was released online via the TSC email discussion list on 3rd April 2006 and was available for submission until 21st April. A PDF version was attached for those unable to submit the survey online.  An email reminder about the closing date for completion of the survey was sent to the TSC discussion list on 19th April. Using a list of current TSCs retrieved from Archie, follow-up emails were sent individually to any non-respondents providing them with a further opportunity to complete the survey. 
Survey of people within the Cochrane Collaboration (internal survey)

The survey was released online through the following email discussion lists: adminors, allcoeds, centres, fields, CCInfo, tscs and the Cochrane Library User Group [CLUG]. The survey was available for submission from 12th – 21st June 2006. Targeted email reminders about the closing date for completion were sent to various lists by members of the CENTRAL Vision Group (CVG).

Survey of people outside the Cochrane Collaboration (external survey)
This survey was released online through the Cochrane Collaboration website at cochrane.org and was available for submissions from 7th August – 15th September. It was also available from the Cochrane Library web site at www.thecochranelibrary.org through the co-operation of John Wiley Publishers. It was available for submissions from 4th – 15th September.

Data from each of the surveys was downloaded separately into SPSS. All responses were de-identified.
Dr David Cairns, Senior Lecturer, Department of Psychology, Division of Linguistics and Psychology, Macquarie University, NSW Australia conducted a qualitative analysis of the free-text responses to questions from the TSC and internal survey as detailed below.

Both the survey of Trial Search Coordinators and the internal survey contained questions that were answered using textual data. These included both open-ended questions and closed questions that allowed extra textual specification to the response.  Survey practitioners have come to “understand the importance of complementing closed questions with the rich and spontaneous replies to open-ended questions” (Nie, 1997, p.1).

Typically, the textual data from these open-ended questions are analysed using content analysis.  The process of content analysis involves classifying the text/statements into a smaller list of categories such that statements with the same meaning are coded into the same category (Weber, 1985). This process can be achieved “by hand-coding” or with the aid of a computer program (called computer-aided content analysis).  Both methods were employed in the analysis of these textual data.  The computer program used was Kwalitan (Peters, 2000).

Separate content analyses were conducted for each free-text or open-ended question in the two surveys.  For each analysis an output table is presented showing the category, the category frequency and percentage of use and examples of statements which were coded into the category.  Time did not permit dual coding of statements by separate coders with subsequent inter-rater reliability statistics.  In that sense the tables should be interpreted with some caution.

Each content analysis followed a similar set of steps (Robson, 1993; Grbich, 1999), namely:

1. Define the recording unit – here the recording unit was each sentence.

2. Construct a set of categories for analysis – this step involved reading through the statements and defining an initial set of categories.  It is best when these categories are exhaustive and mutually exclusive (Robson, 1993), ensuring that all statements can be coded and that statements clearly fit into only one category.

3. Test the categories on a sample of statements and modify the set where necessary.

4. Carry out the analysis by coding every statement.

5. Produce the output table.

Results

For the TSC survey, 51 responses were received from 49 entities. 

For the internal survey, 160 responses were received from Centres (16%), Fields (3%), Review Groups (69%), Cochrane Library User’s Group (4%) and others (8%).

For the external survey, 50 responses were received from a variety of sources. 

The results of the three surveys are attached as Appendix B. Please note the reports of the TSC survey and the internal survey are abridged versions. As such, the examples of the statements and comments in support of the categories in the analysis tables of the free-text or open-ended questions have been removed. These analysis tables have been marked with an asterisk [*].The complete versions of the results of these surveys are available from the CVG or from the Collaboration website at www.cochrane.org after the Dublin Colloquium

The results of the external survey are collated, de-identified and presented as raw responses.
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Informational Interviews

In an effort to obtain more in-depth feedback about CENTRAL from a variety of people we conducted informational interviews. We sought to include people with special expertise, either with CENTRAL or other registers, those people who were key users of CENTRAL or those who were potential users of CENTRAL.

Methods

We identified key stakeholder organizations and people within and outside of the Cochrane Collaboration. Each member of the CVG was assigned to interview a number of people. A general template was developed of open-ended questions (included as Exhibit A). This served as a minimum set of questions and structure for keeping notes. Additional questions were added by the interviewer, as appropriate. Where possible we completed the interviews in person, otherwise the interviews were conducted by telephone. Members of CVG used the template to take notes and later transcribed the interviews. The transcribed interviews were sent back to interviewees to check for completeness and accuracy and to give the interviewees an opportunity to add any additional comments.

Results

We identified a total of 26 organizations or people to interview. See Table 1 for list of people/organizations selected and indication of whether the interview was completed. Interviews were not completed due to non-response or because of scheduling issues. Interviews lasted between 20 minutes to 1.5 hours, with an average duration of about 45 minutes. The transcribed interviews are not included here due to considerations for the privacy of the individuals interviewed. 

Table 1. People Selected for Interview
	Name
	Organization
	Completed

	Alison Price
	NCCHTA
	Y

	Anne Greenwood
	Current Controlled Trials
	Y

	Carol Lefebvre
	UKCC
	Y

	David Atkins
	AHRQ, Evidence-based Practice Centers
	Y

	Davina Ghersi
	Breast Cancer Group; Systematic Reviews and Health Care Assessment, NHMRC Clinical Trials Centre
	Y

	Deborah Zarin
	ClinicalTrials.gov
	N

	Emma Donaghue
	National Institute of Clinical Studies (NICS), AU
	N

	Emma Irvin
	CLUG
	Y

	Finn Kristiansen
	INAHTA
	Y

	Hazim Timimi
	Update Software
	Y

	Ida Sim
	WHO Trials Register Portal
	Y

	Jim Neilson
	Coordinating Editor
	N

	Jos Kleijnen
	Systematic Reviews.com
	Y

	Julie Glanville
	York CRD
	Y

	Kay Dickersin
	USCC
	Y

	Kristian Wahlbeck
	EU-PSI Project
	Y

	Lisa Askie
	Australian Clinical Trials Registry
	Y

	Mike Clarke
	UK Cochrane Centre, Cancer Overviews’ Coordinator, Clinical Trial Service Unit (CTSU), University of Oxford
	Y

	Monica Kjeldstrom
	IMS
	Y

	Muir Gray
	Chief knowledge officer, NHS; Director, National Knowledge Service
	Y

	Nick Royle
	Cochrane CEO
	Y

	Philippa Middleton
	Australian Pregnancy and Childbirth Review Authors' Group
	Y

	Richard Horton
	International Medical Journal Editors
	N

	Ruth Mitchell
	TSC Renal; Diagnostic Accuracy Test Working Party
	Y

	Sara Twaddle
	Scottish Intercollegiate Guidelines Network (SIGN)
	N

	Susan Brunskill
	National Blood Service, Oxford
	N


Exhibit A

 SEQ CHAPTER \h \r 1CENTRAL Vision Group – Informational Interviews Template
<date completed>


Duration: xx mins
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	Name:


	Title and Organization:


	Do you or members of your organization currently use CENTRAL? YES / NO


	Please describe what you think CENTRAL is:


Internal (Cochrane) People

	What do you see as limits of CENTRAL?


	What do you see as strengths of CENTRAL?


	What level of investment should the Collaboration make in CENTRAL?


	What is your vision for CENTRAL? 

How might CENTRAL fit with prospective trial registers?


	What are the major obstacles in making your vision come true? What would help?


	Additional questions as appropriate:

- how deal copyright issues

- each CRG have own register?

- ideas for marketing CENTRAL


Outside People/organizations

	Do you or members of your organization currently use CENTRAL? YES / NO


	Please describe what you think CENTRAL is:


	What do you see as limits of CENTRAL?


	What do you see as strengths of CENTRAL?


	What is your vision for CENTRAL? 

How might CENTRAL fit with prospective trial registers?


	Additional questions ..... 


Appendix B

Abridged Results of Surveys
Trials Search Coordinator Survey

[abridged version*]

April 2006 
* This is an abridged version of the results of this survey. The examples of the statements and comments in support of the categories in the qualitative analysis tables have been removed for the sake of brevity in this report. These analysis tables have been marked with an asterisk [*].

The complete version of the results of this survey is available from the CVG or from the Collaboration website at www.cochrane.org after the Dublin Colloquium.

Part 1: Respondents

1.4 Your primary role in your entity

	Role
	No. of responses/%

	Trials Search Coordinator (TSC) 
	41 (80%)

	Assistant TSC
	1 (2%)

	Review Group Coordinator
	3 (6%)

	RGC/TSC
	2 (4%)

	Assistant Director
	1 (2%)

	Education Coordinator
	1 (2%)

	Field Administrator 
	1 (2%)

	Secretary 
	1 (2%)

	Total: 
	51 (100%)


1.5 Your primary entity

	Response rate by entity
	No. of responses/%

	Entity
	

	Individual Review Groups
	41 (84%) *

	Fields
	4 (8%)

	Centres
	4 (8%)

	Total
	49 (100%)

	* 2 x responses from one CRG & one Field

	A search of the IMS by the role of TSC or Assistant TSC yielded 80 records; working on the basis of 1 response per entity, duplicates were removed and there were 65 entities remaining as possible responders to the survey; Non-responders CRG  = 7 Centres = 5 Fields = 5


Part 2: Entity Details

2.1 Does your entity maintain a Specialised Register [SR]?

	Specialised Register
	No. of responses/%

	Yes
	44 (90%)

	No
	5 (10%)

	[Nordic Cochrane Centre, Injuries Group, Movement Disorders Group, Canadian Cochrane Centre, Australasian Cochrane Centre have no register]


2.2 How many TSCs does your entity employ to maintain your register?
	TSCs
	No. of responses/%

	0
	5 (10%)

	1
	42 (82%)

	2
	3 (6%)

	3
	1 (2%)

	Total
	51 (100%)


2.3 How many hours per week are spent developing & maintaining your register? Include hours for everyone who works on your register e.g TSCs, research students who code your register, etc
	Total hours per week (approximately)
	No. of responses/%

	726
	44 (90%)

	Average hours per week spent on register = 16

	Hours spent per week on register ranged from 2 hours up to 52 hours


PART 3: Your Specialised Register

3.1 What software program/s do you use for your SR and 3.2 What version of the software programs do you use?

	Software program & version
	No. of responses

	ProCite  V5
	21

	ProCite V3.4
	1

	Total
	22

	Reference Manager V11
	3

	Reference Manager V10
	5

	Reference Manager V9
	2

	Total
	10

	EndNote V9
	3

	EndNote V8
	1

	EndNote V7
	1

	Total
	3

	Procite_V5|MeerKat_V1.4  
	4

	ProCite_V4|MeerKat_V1.4  
	1

	ProCite_V4|MeerKat_V1.3
	1

	Reference_Manager_V11|MeerKat_V1.4  
	1

	Total
	7

	RefTrak
	1

	Biblioscape/Idealist
	1

	Total other
	2


3.3 What type of register do you have?

	Register 
	No.

	Study-based
	10 [12]

	Reference-based
	32 [34]

	
	


3.4 What types of studies does your SR contain? 

	Types of studies 
	No

	RCT 

	44

	CCT
	44

	Reviews

	16

	Diagnostic tests
	7

	CBA 
	4

	ITS 


	4

	Meta-analyses
	19

	Other
	11


3.6  Please indicate the source of records in your register
	Database
	No

	MEDLINE
	42

	EMBASE
	36

	CENTRAL
	41

	CINAHL
	27

	WEB OF SCIENCE
	11

	BIOSIS
	5

	AMED
	19

	LILACS
	16

	Sigle
	8

	PsychInfo
	18

	Pedro
	5

	Sociofile
	3

	PDQ
	1

	Clinical Trials.Gov
	10

	NRR
	13

	Current Controlled Trials
	11

	Handsearched journal records [other than those you download from CENTRAL]
	32

	Handsearched conference proceedings [other than those you download from CENTRAL]
	31

	Other databases

	14

	Other Ongoing Trial Registers
	7

	Web sites
	7

	Other sources
	11


3.11 Does your Specialised Register contain ongoing trials/studies?

	Ongoing trials in registers
	No. of responses/%

	Yes
	22 (45%)

	No
	22 (45%)

	No register
	5 (10%)

	Total
	49 (100%)


3.12 On average, how often are new records added to your register?

	New records added to register
	No. of responses/%

	Daily
	2 (4%)

	Weekly
	16 (31%)

	Couple of times a week
	5 (10%)

	Monthly
	8 (18%)

	Once a year
	1 (2%)

	Four times a year
	12 (23%)

	No response
	5 (12%)


PART 4: Using your Specialised Register
4.1 Do you conduct searches for authors of your reviews?

	Conduct searches for authors
	No of responses/%

	Yes
	42 (86%)

	No
	7 (14%)

	Total
	49 (100%)


4.2 Please select the databases you routinely search when searching for authors

	Routine databases searched for authors
	No

	Specialised Register only


	9

	CENTRAL only
	0

	MEDLINE only
	0

	EMBASE only
	0

	Specialised Register & CENTRAL only
	2

	Specialised Register & CENTRAL, MEDLINE only
	1

	Specialised Register, CENTRAL, MEDLINE, EMBASE
	14

	Specialised Register, CENTRAL, MEDLINE, EMBASE and Other
	14


4.3 Do you send the search results to authors?

	Search results sent to authors
	No. of responses

	Yes
	42 (86%)

	No
	7 (14%)

	Total
	49 (100%)


4.4 In what format do you send the results to authors?

	File format sent to authors
	No. of responses

	As a tagged text file for import into RevMan
	8

	As a text file for import into Procite, EndNote or Reference Manager |As a text file
	33

	As a ProCite database
	12

	As an EndNote database
	5

	As a Reference Manager database
	4

	Results not sent to authors
	0

	Other
	12


4.4 [Other] Other formats in which records are sent to authors

1. Microsoft Word (.rtf file), and then in any other format the reviewer requests. 

2. Also as a word document

3. As an rtf bibliography. Most of our authors do not use bibliographic software packages or as requested by author

4. As a word document

5. In the revman review: I draft the search strategy sections of the review and put results from search in classification pending. Also send separate files of refs with abstract and a file with studies only

6. Word Document sent for data from trials register.  Refs from other databases are sent as text files for import into Reference Manager or for viewing in WORD if authors don't have Reference Management software 

7. Depends on authors' requirements: sometimes as an rtf, sometimes as text file for import into RefMan or RevMan

8. Also tailored to needs of review author some wish to import into reference management software - not all authors received format for import into RevMan in the past but now sending this format to most authors

9. As authors demands

10. As authors demands

11. Word file of Study search results

12. The full RevMan file with search results in the Classification pending section of the review  or in Vancouver format text file for import into Review Manager (RevMan)   

13. Depends on author

14. We try to offer a range of formats to suit individual authors, but most commonly send a simple list of citations generated from ProCite 

15. Word document generated from EndNote

16. Also as a Word document generated from EndNote

17. Full-text as pdf file

4.5 What are the main uses of your Specialised Register?
	*Category
	Frequency       
	%

	Keeping track of studies and reviews
	24
	24

	Searches for reviewers/authors
	21
	21

	To contribute to CENTRAL
	14
	14

	SR contains extra information
	11
	11

	Researching a topic
	12
	12

	To identify new reviews
	6
	6

	Searching for non-authors
	5
	5

	Group resource
	3
	3

	Other
	2
	2

	
	98
	100


4.6 What, if any, are the advantages of your Specialised Register over CENTRAL?

	*Category
	Frequency       
	%

	SR has extra fields as specified
	27
	24

	SR has extra records as specified
	24
	21

	SR is more up-to-date
	16
	14

	SR is a clean database as specified
	11
	10

	SR is study or topic based (specific and not specified)
	11
	10

	SR has better searching
	10
	9

	SR is more comprehensive
	7
	6

	Other
	4
	4

	No advantage
	3
	3

	
	113
	100


PART 5: Your Specialised Register & CENTRAL

5.1 What types of studies do you submit to CENTRAL 

	Types of studies sent to CENTRAL
	No.

	RCT


	44

	CCT
	43

	Reviews


	0

	Diagnostic tests

	2

	CBA 



	3

	ITS 

 
	3

	Meta-analyses

	0

	Other
	1


5.2 How do you submit your register to CENTRAL?

	Format of SR submission
	No

	Send the complete ProCite database via FTP

	23

	Send the complete Reference Manager database via FTP
	7

	Send the complete EndNote database via FTP

	3

	Send a tagged text file from ProCite by FTP
	0

	Send a tagged text file from Reference Manager by FTP
	2

	Send a tagged text file from EndNote by FTP
	0

	Send a tagged text file from Meerkat by FTP
	3

	Other
	6


5.3 Do you submit the entire contents of your specialised register to CENTRAL?

	Entire register submitted
	Number/%

	No
	28 (63%)

	Yes
	16 (36%)

	Total
	44 (100%)


5.3 [No]Reasons for not submitting entire register to CENTRAL
	*Category
	Frequency       
	%

	 Copyright reasons
	9
	23

	We remove fields
	9
	23

	We have other records
	8
	21

	Only RCTs/CCTs
	7
	18

	Other reasons
	6
	15

	
	39
	100


5.4 Do you routinely need to spend time altering the format of your specialised register for submission to CENTRAL?

	Spend time altering register for submission
	No. of responses/%

	Yes
	29 (66%)

	No
	14 (32%)

	Time spent altering the format of records in register for submission to CENTRAL ranged from    no time to 15-30 seconds per record, to 20 minutes  or to one day each submission                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       

	*Median time spent altering register is 3 hours

	*Average time spent altering register for submission  was approximately 2 ½ hours

	*Based on those responses where a numerical response was given. Some data was non-numeric and could not be used to get an average or a median.


5.4 [Yes] Reasons time spent altering format of records for submission

1. This is mainly a processing problem, in that we make mistakes in importing sometimes, so we spend time correcting these. A day every quarter

2. The submission process had become quite labour-intensive so I did routinely need to  spend time fixing the records up. A lot of these records had been in the groups register for a long time and had not been entered by me. So finding the problem records and fixing them was difficult sometimes because I received little useful feedback. As I import new records now I tidy as I go.  

3. I have used a huge amount of time, since it has never been clean. I hope I do not have to do that anymore

4. Approximately 3 to 4 minutes per record when first entered then 0.5 hours per submission - Try to amend each record at the same time as our keywords are added which adds several minutes to processing each record.  This formatting is then double checked before submission (approx 0.5 hours)

5. Currently standardise format of author field on download.  Do not currently spend time altering the format but recognise may need to in future.

6. Half a day. Records that meet the inclusion criteria for CENTRAL have to be exported and a new database generated for submission.     
7. Varies - when in response to feedback on last submission (not usually enough notice given) this can be hours but has been days. If just to check field and delete abstracts not to be submitted the ca an hour

8. Currently standardise format of author field at download   

5.4 [Yes] Time spent altering format of records for submission

1. 1-2 hours

2. a few hours

3. Difficult to say but it probably takes me at least one day to prepare for a submission

4. 3-4 hours

5. 2-3 hours

6. One hour at most in the week before submission

7. 1 hour 

8. 15 minutes

9. 2-3 hours

10. 4 hours per submission

11. approx.15-30 seconds per record

12. 2-3 hours

13. 1 day per 2 months

14. 20 minutes

15. Translation of every registers

16. less than 30 minutes

17. up to 30 mins

18. 1 hour

19. 1/2 hour

20. 5 hours per submission

21. None

5.5 Do you routinely need to spend time ensuring your specialised register does not infringe copyright for submission to CENTRAL?

	Ensure no copyright infringement
	No. of responses

	Yes
	15

	No
	29 [Of these 29, 12 responses to Q3.6 indicate they have records from “other databases” apart from CENTRAL, MEDLINE, EMBASE]

	Time spent ensuring that records in register for submission to CENTRAL did not breach copyright ranged from 15 seconds per record, or a few hours or to one day each submission. Difficult to give a range or average as most answers were non-numeric.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                        


5.5 [Yes] Time spent ensuring register does not breach copyright

1. A day a month

2. 1-2 hours per submission to make a copy without abstract and keyword fields

3. a few hours as in 5.4 above

4. Included in re-formatting time & depends on how many records there are.

5. 1-2 hours

6. I simply send the bare minimum (citation without abstracts)

7. 2 hours per submission

8. approx. 15 seconds per record

9. At least 1 hour

10. Every time I download non-Medline or CENTRAL records I delete the abstract from the 'clean' copy of the register. The length of time this takes varies from week to week.

11. Have a good system.  Identify these records in a specific field on the register as they are entered

12. approx 10-15 minutes per submission

13. 1 day per 2 months

14. Have a good system.  Identify these records in a specific field on the register.  

15. 30 minutes

16. Part of the process described above - the format is changed in the new database so that copyright is not infringed

17. 1/2 hour 

18. N/A yet - see above

19. 2 hours per submission

5.6 List 3 strengths of the Specialised Register submission process.

	* Category
	Frequency       
	%

	Easy, straightforward
	14
	20

	Ftp process good
	13
	19

	Keeps CENTRAL updated
	9
	13

	Speed
	5
	7

	Standardisation
	5
	7

	Useful deadline
	5
	7

	Allows sharing
	4
	6

	Good feedback 
	4
	6

	Other and Not coded
	10
	14

	
	69
	100


5.7 List 3 weaknesses of the Specialised Register submission process

	* Category
	Frequency       
	%

	Guideline/ Administration Problems
	18
	24

	Feedback problems
	15
	20

	Format problems
	10
	13

	Transmission problems
	9
	12

	No problems
	6
	8

	Time delay
	4
	5

	Other problems
	13
	17

	
	75
	100


5.8  What aspects of the Specialised Register submission process would you like to change?

	* Category
	Frequency       
	%

	Submission requirements tighter
	10
	18

	No change
	7
	13

	Provision of online submission
	5
	9

	Quicker process
	4
	7

	Report potential submission problems to TSCs
	4
	7

	One submission form
	2
	4

	 FTP
	2
	4

	Ongoing submissions
	2
	4

	Other comments
	14
	25

	
	55
	100


 PART 6: CENTRAL
6.1 How do you use CENTRAL?

	CENTRAL uses
	No

	Develop & save search strategies for authors of reviews
	32

	Run searches for authors of reviews & send them the results
	35

	Search each 'new' issue of CENTRAL & export relevant new records for import into your SR
	38

	Other
	8


6.2 How does your use of CENTRAL differ from the use of your Specialised Register?

	* Category
	Frequency       
	%

	Search for authors
	5
	8

	Up to date
	6
	10

	Search for new trials
	6
	10

	CENTRAL better
	6
	10

	Specialised Register better
	9
	15

	Searches easier/more flexible/more complex
	13
	21

	Doesn’t differ
	4
	7

	Don’t use register
	3
	5

	To add to Specialised Register
	5
	8

	Other comments
	4
	7

	
	61
	100


6.3 List 3 strengths of CENTRAL?

	* Category
	Frequency       
	%

	CENTRAL is comprehensive
	41
	38

	Searching CENTRAL is convenient
	27
	25

	CENTRAL is a valuable resource
	20
	 19

	Access to CENTRAL is convenient
	 10
	9

	CENRAL is a shared resource
	4
	4

	CENTRAL is easy
	4
	4

	CENTRAL is clean
	2
	2

	
	 108
	100


6.4 List 3 weaknesses of CENTRAL?

	* Category
	Frequency       
	%

	Too many duplicates
	23
	23

	Not RCT/CCT
	17
	17

	Time-consuming
	3
	3

	CENTRAL is incomplete
	18
	18

	MeSH problems
	2
	2

	New Cochrane
	2
	2

	Record errors
	9
	9

	Not user friendly
	6
	6

	Abstract/keywords
	2
	2

	Copyright problems
	4
	4

	Medline/Embase
	3
	3

	Handsearch problems
	2
	2

	Other
	10
	10

	
	101
	100


PART 7: The future

7.1 The structure of CENTRAL should be:

	Structure
	No

	Reference-based
	21

	Study-based
	19

	Other
	6

	No response
	5


7.2 The following types of studies should be included in CENTRAL:

	Types of studies in CENTRAL
	No

	Controlled trials
	34

	Any study possibly eligible for inclusion in Cochrane reviews
	27

	All studies included in Cochrane reviews
	24

	Other
	3


7.3 If you chose more than one option for the question above (7.2), should CENTRAL be:

	Type of register
	No

	A single register

	24

	Separate registers
	6

	No response
	19


7.4 What you like CENTRAL to be i.e. do you have a model or a vision for how CENTRAL might be and how do you see Specialised Registers fitting into this model or vision

	* Category
	Frequency       
	%

	Should be study based
	 13
	 16

	Duplicate linked
	 2
	 2

	Available publicly
	 3
	 4

	Copyright position
	 2
	2

	Foreign language included
	 2
	2

	Central primary register
	 8
	10 

	Live register upload
	 6
	7 

	No change
	 6
	7 

	Standardised specialised registers
	 10
	12

	Handsearch made clearer
	2
	2

	Choose public/private publishing
	2
	2

	Study based as new register
	3
	4

	TSC check submission
	2
	2

	Clean system
	3
	4

	Standard indexing
	5
	6

	 Archie linked
	3
	4

	Internal register for handsearch
	2
	2

	Other
	9
	11

	
	83
	100


Other comments [emailed comments due to inability to complete survey]

My main concern about the CENTRAL is the abstract number which we are not allowed to type in. Recently I had a couple of reviewers who had difficulty finding the abstracts because the page numbers did not match. These abstracts were downloaded from the CD (2004) and it seems that the electronic page numbers for abstracts of the journal are numbered differently from the hard copy. Our library does not carry the hard copy so I was unable to compare it.  Pre-electronic era, the page numbers for abstracts ended with letter A, e.g. 281A but the electronic pages are numbered differently. The newer 2005 CD electronic abstracts only have the abstract numbers. I feel this issue needs to be solved. Rather than having a separate field, I think we should be allowed to type it at the end of the title.  

CENTRAL Internal Survey

[abridged version*]

June 2006

* This is an abridged version of the results of this survey. The examples of the statements and comments in support of the categories in the qualitative analysis tables have been removed for the sake of brevity in this report. These analysis tables have been marked with an asterisk [*].

The complete version of the results of this survey is available from the CVG or from the Collaboration website at www.cochrane.org after the Dublin Colloquium.

Part 1: Respondents

1.3 Your main role in the Collaboration [i.e. your primary role]

	Primary role
	No. responses
	Percentage

	Administrative Assistant
	1
	.6

	Administrator
	1
	.6

	Affiliated Researcher
	1
	.6

	Assistant RGC
	2
	1.3

	Assistant TSC
	1
	.6

	Associate Director
	3
	1.9

	Author
	28
	17.5

	Co-author
	4
	2.5

	Co-ordinating editor
	17
	10.6

	Convenor
	2
	1.3

	Coordinator
	2
	1.3

	Director
	3
	1.9

	Editor
	7
	4.4

	Editorial Team
	4
	2.5

	Handsearcher
	3
	1.9

	Member
	10
	6.3

	**Other
	17
	10.6

	RGC
	19
	11.9

	Staff
	6
	3.8

	Statistician
	2
	1.3

	TSC
	26
	16.3

	Web Publisher
	1
	.6

	Total
	160
	100.0

	**Other roles of respondents [when stipulated]
	No of respondents

	A carer
	1

	Cochrane Library user
	1

	Cochrane centre NGO affiliate
	1

	Co-convenor Adverse Effects Methods subgroup
	1

	Cochrane Centre Information Specialist
	1

	Information Specialist (librarian) 
	1

	Information specialist (not really TSC)
	1

	Librarian - train on and use Central
	1

	Methods group co-convener
	1

	NHS Trust Library Manager 
	1

	None of the above
	1

	Not in the Collaboration
	1

	Provider of DARE, NHS EED, HTA and trainer
	1

	Publication Arbiter
	1

	Additional roles stated with primary role
	

	Author
	1

	Co-Editor
	1

	Contact editor
	1

	Former **** Coordinator
	1

	Also peer reviewer
	1

	Plus also Information Specialist, NBS System
	1

	Also IMS Support
	1

	Editorial team, Co-ordinator
	1

	Also TSC
	1


1.4 Your entity for your main role in the Collaboration [i.e. your primary entity] 


Part 2: using CENTRAL

2.1 Please describe what you think CENTRAL is?

CENTRAL was described as a register, database or repository of randomized controlled trials, controlled trials or clinical trials, bibliographic in nature, comprehensive in origin and compiled from many sources such as MEDLINE, EMBASE and conference proceedings. Statements ranged from ‘the best library of RCTS available’ to ‘a rag bag of references to trials with quite a lot of non-trial reports.’
2.2 Do you currently use CENTRAL?

	Question
	No of responses

	Yes I use it personally
	130 (81%)

	Yes, Review Group runs searches for me
	41 (26%)

	Yes, someone else [e.g. my co-author] runs search for me
	18 (11%)

	No
	11 (7%)

	
	


2.3 How do you access CENTRAL?

	Type of access
	No of responses

	Internet, personal subscription
	8 (5%)

	CD, personal subscription or complimentary copy
	***50 (31%)

	Internet, institutional subscription
	60 (38%)

	Internet, government/country-wide subscription
	73 (46%)

	Do not currently access
	9 (6%)

	***21 of these 50 were either RGC or TSC
	


2.4 Why do you currently use CENTRAL?

	Current uses
	No of responses

	Identify studies for inclusion in systematic reviews
	127 (79%)

	Identify studies for inclusion in a register of studies
	37 (23%)

	Other
	49 (31%)

	Other responses

	*Category
	No. (%)

	Research/Identify Studies
	9 (12)

	General Research
	16 (21)

	Clinical Practice/Guidelines
	12 (16)

	Teaching/training
	10 (13)

	Searches for Others
	12 (16)

	Personal Information
	7 (9)

	Checking
	5 (7)

	Other/Not Specific
	4 (5)

	
	75 (100)


2.5 Do you use other databases or registers for the reasons you selected above in Question 2.4?

	Use other databases than CENTRAL
	No of responses

	Yes
	139 (87%)

	No
	 8 (5%)

	No response
	13 (8%)


2.6 If you answered Yes to question 2.5, what does CENTRAL add? Why do you also search CENTRAL?

	*Category
	No. (%)

	Handsearch results
	42 (24)

	CENTRAL best (trials)
	33 (19)

	CENTRAL best (general)
	20 (11)

	CENTRAL best (coverage)
	57(32)

	Other
	10 (6)

	Don’t use/ use other databases
	14 (8)

	
	176 (100)


2.7 Would any of the following be of benefit to your use of CENTRAL? Please rate the benefit.

	Potential benefit
	Very beneficial
	Beneficial
	Somewhat
beneficial
	Not
beneficial
	Don't know

	All references that belong to a particular study linked together


	76 (47%)
	37 (23%)
	24 (15%)
	3 (2%)
	11 (7%)

	References and studies linked to a published Cochrane review


	61 (38%)
	50 (31%)
	26 (16%)
	4 (3%)
	10 (6%)

	References and studies linked to a topic for a Cochrane review


	41 (26%)
	58 (36%)
	26 (16%)
	10 (6%)
	14 (9%)

	Provision of web links to the full-text of a record [where possible]


	107 (67%)
	29 (18%)
	9 (6%)
	3 (2%)
	4 (2%)

	Provision of web links to extra information about a study or reference e.g. to an Ongoing Trials Register


	74 (46%)
	45 (28%)
	23 (14%)
	2 (%)
	6 (4%)


2.8 How do you think CENTRAL could be improved, apart from what you have indicated in question 2.7 above?

	*Category
	No. (%)

	Remove Duplicates
	23 (15)

	More up-to-date/Comprehensive
	23 (15)

	General Cleaning/Quality Control
	25 (16)

	Include only RCT/CCTs
	18 (12)

	Standardisation/Consistent indexing / labelling
	21 (14)

	Improve interface/searching, output
	17 (11)

	Other suggestions
	12 (8)

	No comment/other
	13 (9)

	
	152 (100)


[2.9] Please rate the following according to whether they limit the way you use CENTRAL.

	Limits
	Does not limit
	Somewhat limits
	Greatly

limits
	Don’t

know

	Lack of access


	118 (74%)
	10 (6%)
	11 (7%)
	9 (6%)

	Current search features


	57 (36%)
	68 (42%)
	9 (6%)
	12 (8%)

	Duplicate records


	60 (37%)
	60 (37%)
	12 (8%)
	15 (8%)

	Records with study design (eg RCT) not assigned


	52 (32%)
	61 (38%)
	21 (13%)
	14 (9%)

	Records with study design (eg RCT) incorrectly assigned
	42 (26%)
	57 (36%)
	35 (22%)
	13 (8%)

	Not enough information in a record
	31 (19%)
	77 (48%)
	31 (19%)
	8 (5%)

	Too much information in a record
	123 (77%)
	11 (7%)
	1 (.6%)
	12 (7%)

	Lack of quality control of the information in some records
	39 (24%)
	67 (42%)
	30 (19%)
	12 (7%)

	Lack of a structure that could connect references that belong to the same study
	44 (27%)
	67 (42%)
	19 (12%)
	16 (10%)


	Any other reasons that limit your ability to use CENTRAL, please specify

	*Category
	No. (%)

	Search issues
	9 (22)

	Database content issues
	16 (40)

	Online issues
	5 (13)

	None
	10 (25)

	
	40(100)


Part 3: What should be included in CENTRAL?

3.1 The structure of CENTRAL should be:

	Structure
	No of respondents

	Study-based
	66 (41%)

	Reference-based
	72 (45%)

	Other
	14 (9%)


	Other comments

	*Category
	No. (Pct)

	Study Based/Resources
	10 (29)

	Either/Both
	8 (23)

	Problems
	11 (31)

	Neutral/None/Other
	6 (17)


3.2 The following types of studies should be included in CENTRAL

	Types of studies
	No of responses

	Randomized controlled trials
	143 (89%)

	Controlled trials
	124 (77%)

	Any study possibly eligible for inclusion in Cochrane reviews
	97 (61%)

	Don't know
	5 (3%)

	Other
	10 (6%)


	Other [specified]

	*Category
	No. (%)

	Definite ideas about other types
	12 (48)

	Indefinite ideas about other types
	9 (36)

	Definite ideas about not including other types
	4 (16)

	
	25 (100)


3.3 If you chose more than one option for question 3.2, should CENTRAL be:

	CENTRAL options
	No of responses

	A single register
	107 (67%)

	Separate registers
	27 (17%)

	Other
	4 (2%)


	Comments

	*Category
	No. (%)

	Single Register
	26 (46%)

	RCTs and CCTs separate from others
	13 (23%)

	RCTs separate from others
	7 (13%)

	Other ideas.
	5 (9%)

	Other comments
	5 (9%)

	
	56 (100%)


Part 4

4.1 How valuable is CENTRAL?

	
	Not valuable
	Slightly valuable
	Valuable
	Very valuable
	Don't 

know

	How valuable is CENTRAL?


	1 

(.6%)
	3 

(2%)
	29 

(18%)
	115 (72%)
	9

(6%)


4.2 What level of investment should the Cochrane Collaboration make in CENTRAL?

	
	None
	Minimal
	Same as at present
	As much as possible
	Don't 

know

	What level of investment should the Cochrane Collaboration make in CENTRAL?


	1 (.6%)
	1 (.6%)
	34 (21%)
	100 (62%)
	18 (11%)


4.3 Do you have any other comments you would like to make about CENTRAL? Please specify.

	Category
	No(%)

	Positive
	General
	17 (20)

	
	Specific
	16 (19)

	Negative
	General
	5 (6)

	
	Specific
	13 (15)

	Suggestions
	
	25 (30)

	Neutral
	
	3 (4)

	None- N/A
	
	5 (6)


Part 5: Ways of contributing to CENTRAL

5.1 Do you contribute to CENTRAL?

	Contribute to CENTRAL
	No of respondents

	Yes
	76 (48%)

	No
	80 (50%)


5.2 How do you contribute to CENTRAL?


	Contribution
	No of responses

	Handsearch journals
	53 (33%)

	Handsearch conference proceedings
	36 (22%)

	Submit handsearch records from journals
	36 (22%)

	Submit handsearch results from conference proceedings
	29 (18%)

	Submit a specialized register
	39 (24%)

	Contribute to the MEDLINE retagging project
	8 (5%)

	Other, please specify
	10 (6%)


CENTRAL External Survey

August 2006 

Part 1: Respondents

1.1 Your main occupation

	Occupation
	No. responses (%)

	Consumer
	1 (2%)

	Patient
	1 (2%)

	Physician, nurse or other healthcare provider
	15 (31%)

	Healthcare Researcher
	7 (14%)

	Policymaker or government
	1 (2%)

	Student
	3 (6%)

	Systematic Reviewer
	10 (20%)

	Other (listed below)
	11 (22%)

	Academic Healthcare
	1

	Convenor, Cochrane Cancer Network
	1

	Systematic Reviewer & Information Specialist
	4

	Librarian
	3

	Clinical Librarian
	1

	Medical Librarian
	1

	Statistician
	1


1.2 Name of your organisation
	
	

	Information redacted
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1.3 Do you consider yourself a member of the Cochrane Collaboration?
	Response
	Number (%)

	Yes
	18 (38%)

	No
	31 (61%)

	No response
	1 (2%)


Part 2: Using the Cochrane Central Register of Controlled Trials (CENTRAL) or Clinical Trials

2.1 Please describe what you think CENTRAL is?

· A bibliographic register of randomised or possibly randomised trials

· a collection of meta-analysis of important topics useful to healthcare providers                                                                                                                                                                                          

· A database listing all CCTs and RCTs found from MEDLINE, EMBASE, and by CRGs

· a database of clinical trials; A database of Controlled Clinical trials

· A database of controlled trials; A database of published clinical trials

· A database of citations of Randomised controlled and other research trials                                                                                                                                                                                              

· A database of the reviews completed by cochrane collaboration groups, and a source of completed RCT studies identified by Cochrane staff/handsearchers.

· A database registering published and unpublished clinical trials that facilitates identifying research for reviews. Not as complete as a primary register of clinical trials, but good enough to find those bits of evidence.

· A database/register of controlled clinical trials which have been completed.

· a register of all the published prospective randomised clinical trials

· a registry of clinical trials                                                                                                                                                                                                                                           

· all clinical trials on medline, embase, and gray lit in each of the Cochrane review group trial 'databases’

· All the RCTs that have met cochranes criterea

· an electronic database of clinical trials; a comprehensive collection of all rcts and controlled trials in heath care

· as complete a register as it can be of all known controlled trials

· As the name says, Cochrane Central Register of Controlled Trials

· best evidenced based data available and updated

· Bibliographic database listing citations and abstracts of published randomized controlled trials identified by the compilers by searching a number of other sources (e.g. MEDLINE, EMBASE)

· bibliographic database of controlled trials; Central and clinical trials

· CENTRAL is a database which stores controlled trials on the effectiveness of healthcare interventions which can be searched and accessed via the Cochrane Library

· Central register of studies (predominently RCTs) identified by searches of databases, journals, conference proceedings and unpublished sources conducted by members of the Cochrane Collaboration which could be useful to Cochrane systeamtic reviews of effectiveness

· Collection of reports of clinical trials; database of RCTs and CCTs

· Database of citations of clinical trials, identified by cochrane reviewers

· Database of clinical trials (with a little extra)

· database of information about carefully constructed trials of health and medical strategies with results

· database of randomised and quasi-randomised trials

· database which contains only data of RCT\'s and CCT\'s

· I think CENTRAL is a database of clinical trials that are or have been conducted

· list of approved trials available in the world; Quite good

· Register of Clinical Trials - publish details of trials;Systematic review of RCT in medicine

· the largest repository of RCT/CCTs; the origin of searching the RCTs or CCTs

· to investigate without bias medical conditions & their; very important to find sperimentation about a recent drug                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             

2.2 Do you currently use CENTRAL?

	Question
	No of responses (%)

	Yes I search it myself
	30 (61%)

	Yes, someone else [e.g. my assistant] runs search for me
	10 (22%)

	No
	10 (20%)

	Reasons for not using CENTRAL

	· I am brand new to the system

· I receive the search results from CENTRAL directly from the CRGs I work with as an author.

· I used to use it for systematic reviews but at this very moment (I guess currently refers to recent days) I am busy doing other activities and my reviews are on hold

· I usually want to look up one specific trial, or methodological papers, and MEDLINE is better for this

· In my role I search more for sources of already synthesised evidence, such as Cochrane reviews, rather than individual trials

· PubMed yields much better results

· UNAWARE IF ITS EXISTANCE




2.3 How do you access CENTRAL?

	Type of access
	No of responses 

	Internet, personal subscription
	10 (19%)

	CD, personal subscription or complimentary copy
	5 (11%)

	Internet, institutional subscription
	17 (35%)

	Internet, government/country-wide subscription
	16 (31%)

	Do not currently access
	2 (4%)


2.4 Why do you currently use CENTRAL?

	Current uses
	No of responses (%)

	Identify studies for inclusion in systematic reviews, clinical practice guidelines or in a register of studies
	25 (49%)

	For research purposes
	21 (40%)

	To locate a particular study or trial
	13 (27%)

	For clinical queries
	15 (29%)

	To check a citation or a reference
	6 (13%)

	As a teaching tool
	12 (25%)

	For personal use
	7 (14%)

	Other uses, please specify below
	3 (6%)

	Other responses

	· As part of literature searching procedure 

· Complete systematic reviews 




2.5 Do you use other databases or registers for the reasons you selected above in Question 2.4?

	Use other databases than CENTRAL
	No of responses (%)

	Yes
	35 (70%)

	No
	6 (13%)

	No response
	8 (17%)


2.6 If you answered Yes to question 2.5, what does CENTRAL add? Why do you also search CENTRAL?

· Central

· Adds additional trials not found elsewhere

· articles not cited in medline or embase

· Because it’s the most complete such register - and easy to access and search

· Can obtain the beneficial information

· CENTRAL -Controlled clincal trials

· CENTRAL contains reports not indexed on major general databases.  It adds in the literature found by searchers located in Cochrane bases around the world.

· CENTRAL includes trials found by handsearching that are not in other databases, e.g. medline and embase

· CENTRAL’s compilers have already searched several major bibliographic databases according to a set of criteria to identify appropriate material for inclusion

· Comprehensive list / access to clinical trials in the UK

· exclusively for RCTs and CCTs, other egisters contain qualitative studies also

· I use it because it has studies that might not be in the other databases or registers.

· it identifies RCTs more consistently and completely

· It\'s 'one stop shopping' on the Cochrane library!!!

· more complete and comprehensive

· more obscure difficult to identify studies

· no database is exhaustive, but CENTRAL has added value because it also contains results of handsearching

· No one database is completely comprehensive and sometimes you think of additional/different terms.

· pubmed

· pubmed; nci clinical trials

· The focus on trials is useful to streamline search results                                                                                                      

· To be systematic.

· To ensure I have undertaken a full and complete search - as some studies not well catalogued.

· To find RCTs not indexed in other databases

· to see what the experts say

· Use CENTRAL when looking only for controlled trials - sometimes level of evidence isn't so critical

2.7 Would any of the following be of benefit to your use of CENTRAL? Please rate the benefit.

	Potential benefit
	Very beneficial
	Beneficial
	Somewhat
beneficial
	Not
beneficial
	Don't 

know
	No response

	All references that belong to a particular study linked together
	18 (37%)
	11 (22%)
	9 (16%)
	0
	3 (7%)
	9 (18%)

	References and studies linked to a published Cochrane review
	17 (33%)
	15 (31%)
	5 (10%)
	1 (2%)
	2 (4%)
	10(20%)

	References and studies linked to a topic for a Cochrane review
	13 (24%)
	16 (33%)
	7 (15%)
	2 (4%)
	3 (6%)
	9 (18%)

	Provision of web links to the full-text of a record [where possible]
	23 (45%)
	11 (24%)
	4 (7%)
	1 (2%)
	1 (2%)
	10 (20%)

	Provision of web links to extra information about a study or reference e.g. to an Ongoing Trials Register
	14 (28%)
	13 (27%)
	8 (15%)
	2 (4%)
	2 (4%)
	11 (22%)


2.8 Please rate the following according to whether they limit the way you use CENTRAL.

	Limits
	Does not limit
	Somewhat limits
	Greatly

limits
	Don’t

know
	No response

	Lack of access
	27 (55%)
	4 (8%)
	6 (13%)
	3 (6%)
	10 (19%)

	Current search features
	13 (28%)
	19 (36%)
	1(2%)
	5 (11%)
	12 (23%)

	Duplicate records
	13 (28%)
	16 (34%)
	2 (4%)
	7 (13%)
	12 (21%)

	Records with study design (eg RCT) not assigned
	11 (20%)
	15 (32%)
	6 (13%)
	8 (15%)
	10 (20%)

	Records with study design (eg RCT) incorrectly assigned
	10 (19%)
	11 (24%)
	12 (25%)
	5 (11%)
	10 (21%)

	Not enough information in a record
	8 (17%)
	18 (35%)
	9 (18%)
	5 (9%)
	10 (20%)

	Too much information in a record
	23 (47%)
	9 (19%)
	3 (6%)
	5 (9%)
	10 (19%)

	Lack of quality control of the information in some records
	8 (17%)
	18 (38%)
	7 (15%)
	6 (9%)
	11 (21%)

	Lack of a structure that could connect references that belong to the same study
	9 (19%)
	17 (34%)
	7 (15%)
	5 (9%)
	12 (23%)


[2.7] Overall, how useful do you find CENTRAL?

	
	Very useful
	Somewhat useful
	Not useful
	Don't 

know
	No response

	How useful is CENTRAL?


	17

(35%)
	20 

(39%)
	1 

(2%)
	3

(6%)
	9

(18%)


Part 3: What should be included in CENTRAL?

[3.1] the structure of CENTRAL should be:

	Structure
	No of respondents (%)

	Study-based
	17 (35%)

	Reference-based
	19 (37%)

	Other
	3 (6%)

	Don’t know
	3 (6%)

	No response
	8 (16%)

	Other comments

	1. If you are going to do a Study-based register then should be able to function as a Reference or article based one as well 




[3.2] the following types of studies should be included in CENTRAL

	Types of studies
	No of responses

	Randomized controlled trials
	30 (62%)

	Controlled trials
	26 (53%)

	Any study possibly eligible for inclusion in Cochrane reviews
	23 (45%)

	Don't know
	2 (4%)

	Other
	3 (6%)

	Other [specified]

	· But clearly tagged by study type

· qualitative intervention studies

· Systematic reviews

· Systematic reviews and meta-analyses

· with some questions there may be very little evidence available, but it would still be worthwhile for a study to be done highlighting the areas which need work.  Where there is an abundance of RCTs, there is probably no need to include others.




Part 4

[4.1] Do you have any other comments you would like to make about CENTRAL? Please specify.

· CENTRAL is the premier resource for RCTs and the fact that it houses c20% more RCTs than its nearest competitor is not commonly known. It maybe helpful for research workers to have access to CENTRAL gratis as it would encourage use and possibly have the desired knock on effect of greater interest in C Lib

· CENTRAL must stay. The annoying thing is the middle step of each group having a Specialsed register. anything the review groups find and would put in their Specialised register should go straight to CENTRAL - cut out the middle-man and stop the time lag.

· Conversion to a study-based register will cost a lot of time and effort across a Collaboration already stressed by the need to secure continued funding and deal with the need to update reviews.  A reliable study based register would be a genuine improvement for reviewers but will our funders pay for it?

· Development of links to Qualitative studies on topics would be helpful.

· For my present job it would be nice to eliminate non-English language studies

· Good

· I find the 3 search screens confusing. This is particularly the case for new or irregular users (I teach researchers how to use The Cochrane Library). I feel it would be better if the search history and advanced search were merged, provide only one search line, and the fields provided as a tickbox list so you can select those you want to search.

· I wish that Central would identify studies with a qualitative component

· If there are going to be non-rct non-cct studies provided through Cochrane, I think they should be in a separate database or register.  Central should be cleaned up and study-based!

· It’s a very valuable resource and very important to keep and develop

· no

· PDFs or RTFs of the records would be helpful. The present output options are not user-friendly. It should be possible to select records and export them formatted in a PDF or RTF file. If you want to know how to do this, see how Dialog DataStar provides this feature for the NHS England Core Content databases. As for making CENTRAL study-based, this would be useful because there is no database that currently does this.

· Study based would make the database unique (currently I see it as not as accurate/useful (not as useful as there are often no abstracts) as Medline and Embase) but good as a back up to plug any 'gaps\ in searches of the other databases.

· Suggest assessing if the resources would be better invested in supporting the development of a portal for trial registers and facilitating registration of trials in existing registers

· Thank you for all the hard work which has already gone into it.

· The way of searching cochrane is highly unfriendly, e.g. the edit facility, the inability to combine searches, the way mesh is separate to the main search history

Appendix C

Study-based Registers – A brief introduction

Wright JM, Clark K, Fenton M, Gillespie L, Hermans D, Lefebrve C, McGuire H, Pennick V, Thomas B. Study-based registers – a brief introduction. Personal Communication August 24th 2005
Study-based registers – a brief introduction

The extent to which individual registers are ‘study-based’ and the methods for achieving this are very variable.  This document intends to offer the basics of study-based registers.  The document named ‘Setting up and maintaining a study-based register’ reveals in more detail the work of study-based TSCs and management of their study-based registers in different review groups.

1.
What are study-based registers?

Study-based registers contain the same information as reference-based registers but link together references that report on the same study.  

Study-based registers often (but not always) store additional information that describes the study that the reference/s report. This additional ‘study information’ varies depending on the needs of the review group.  

Study information is also referred to as ‘coding’ and can be held in either:

· user defined fields of reference records in a reference-based register OR

· unique study records which link to the related references in a study-based register.  

‘Coding’ involves reading and picking out key study information, usually from the full article, and entering these data into the specialised register.  
A reference-based register is a flat file of bibliographic data organised into fields and references.  Some study-based registers are ‘relational’ databases.  Fields can be related to each other, allowing references, studies, reviews and authors to be inter-linked, making it a powerful tool for managing references and studies.

Are all records ‘studified’ in a study-based register?

Study-based registers (like reference-based registers) are ‘work in progress’ as TSCs try to keep their register as up-to-date as possible.  They aim to contain a set of references that are all neatly linked into distinct studies (i.e. fully studified).  In reality the registers are constantly changing as new references are found  and references can be retrospectively grouped into studies.  The scope of the group and their available resources affects the backlog of sourcing, coding and linking references into distinct studies.  Work can be prioritised by first dealing with references and studies that have been or plan to be used in reviews.

Who uses them?

All TSCs were asked via the TSC mailing list to state if their register is study based (i.e. with links between references of the same study).  From 37 responses, 12 said yes and a few stated they have some cross-referencing of references to studies but it is not being done systematically.  All study-based groups code study data, though for a few this is just identifying if the study is an RCT or CCT, not identifying data such as interventions, participants, healthcare conditions and outcomes.  Study-based registers have been developed using MeerKat, ProCite, Reference Manager and RefTrak software.

What do they look like?

PsiTri (Mental Health Library) is a working example of a study-based register.  It is freely available on the Internet and was created as part of the EU-PSI project involving Mental Health CRG registers.  As part of the project the CRGs involved helped produce a coding manual.  The manual aims to ensure consistency in coding study fields and the format of references across the CRGs.  

http://psitri.stakes.fi/index.html
To visualise a register containing both reference and study records it may be helpful to think of two ‘layers’ of records in the database.  One layer is the reference records and the other is the study records.  Each study record contains information from, and links back to the references that report it. 

Figure 1 displays the typical contents and structure of the study-based register, for one study which has been reported three times.

Figure 1.
Structure and contents of Bagadia 1981 study with 3 reference records attached
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from Cochrane Schizophrenia Group’s Trials Register, April 2005

2.
Benefits of study-based registers

2.1
Benefits to authors

The reduction of authors ‘re-inventing the wheel’ when grouping references into studies.  When an author is looking at references that have not been related to a study, they have to start from scratch, identifying unique studies with multiple publications.  Search results from study-based registers show the author the groupings of references into studies already made by other authors and (sometimes) TSCs. 

Example

The Schizophrenia Group has found over 120 references that report a unique study.  The study compares a number of different drugs and has been included in several reviews.  The authors initially spent considerable time identifying that all these references related to the same study.  They have been grouped together and recorded in the study database.  Future authors, who retrieve these references in their register search results, will see that they have been identified as one study.  They need to decide whether to include the study and look for further reports on the study.  They do not have to look at all 120 references that have been previously identified and grouped, to determine whether they relate to the same study.

2.2
Benefits to TSCs

· Quicker and more efficient coding.  For TSCs who code study characteristics, the study data is coded once for each study.  Multiple reports of a study are only scanned to see if any further study data can be added to the study record. In a reference-based register the study coding is repeated for each reference that reports a particular study. 

· Authors value the study search output and TSCs for managing it, as it can reduce their workload.  The value of the study search output improves over time as more references are grouped into unique studies.  The more ‘studified’ the register, the greater the value of these searches in reducing duplication of authors’ effort.  

· The number of studies in a given area can be accurately assessed, rather than the number of references.

· More efficient removal of non-RCT/CCT references.  Once a study has been identified as not an RCT/CCT, then the study record and all related reference records are removed from the SR together.  The linking of multiple reports to the study makes it very quick and easy to identify which references to remove.

· Planned and ongoing trials can be more easily tracked to full publication.

2.3
Benefits to The Cochrane Collaboration:

Cleaner Specialised Register

· Coding becomes a more efficient and less time-consuming task.  The TSC has more time to code the whole of their register.  This in turn will help produce a cleaner register as TSCs have chance to look at more full copies to determine RCT/CCT status when coding. 

· Looking through the Excluded Studies tables in the completed Review shows why the author excluded the study.  If it is a non-RCT/CCT you could remove it from your register, having re-checked from the full paper that the review author is correct.  If it is not the CRG’s healthcare speciality you should pass it on to a more appropriate CRG, or resubmit to CENTRAL as a Handsearch result, to ensure it is not lost from CENTRAL.  Either way, it is quicker to remove the study along with all multiple reports from a study-based register, rather than search and remove the reports one-by-one from a reference-based register.

Consistency with RevMan.  The organisation and linking of references to studies is in line with the RevMan organisation of references by study. 

2.4
The pros and cons of coding (applicable to study-based and reference-based registers)

Pros

· A search of a coded register can select trials references/studies more accurately meeting the inclusion criteria for a review.  For example, a search for records with ‘Weight change’ in the outcome field would produce less spurious results than searching for ‘weight’ in title, abstract and index fields.  Similarly a search within the coded intervention field for ‘diet’ terms would produce less irrelevant hits than a search for ‘diet’ anywhere in the bibliographic record.

· Develop a cleaner register (and therefore cleaner search results) from identifying RCT/CCTs and problem references/studies highlighted in the review.

· Improve subject knowledge and ability to identify RCT/CCTs by reading and picking out key study data when coding articles.

· The value of different sources for RCTs can become easier to see when coding sources such as conference proceedings. 

Cons

· The coding process is time consuming, leaving less time for trial identification.

· Time and money costs to obtain hard copy – though this is decreasing as free access to electronic journals is improving.

· Physical space to house hard copies – though this is less of a problem is you are happy storing pdfs and you have the copyright permission to do so.

Document prepared by: 

Judy Wright, Trials Search Co-ordinator, Cochrane Schizophrenia Group

Contributions by:  Kathie Clark, Mark Fenton, Lesley Gillespie, Dymphna Hermans, Carol Lefebvre, Hugh McGuire, Victoria Pennick and Brenda Thomas
Appendix D

Draft functionality requirements for Cochrane register of studies

Draft minimum functionality requirements for the Cochrane register of studies

There are several examples of study-based registers across the Collaboration. There are two software programs – MeerKat and RefTrak - that specifically address the management of study-based registers i.e. a two-tiered system where a study report links to references and aspects of their functionality should be reviewed for the development of the Cochrane register of studies.

· the ability to view and manipulate only those records in the Cochrane register of studies relevant to a particular entity i.e. entities may operate their specialised registers as their view of the Cochrane register of studies

· the standardisation of the data structure, format and content of  a minimum set of  fields  for reference and study records; 

· the ability to create, edit and delete both references and studies

· ability to merge references into studies

· the ability to import and export records in a variety of formats compatible with other software programs e.g. Review Manager 

· the ability to download records into local systems in a vendor-independent format (i.e., XML)

· the ability to handle non-latino fonts

· the development of validation systems for quality control e.g. dealing with issues such as duplicates or tagging of study design or handsearch records

· the development of alert and feedback systems

· the ability to link references to studies and studies to reviews

· the ability to link studies to a Cochrane topic list

· the ability to link to the full-text of a record 

· the development of a workflow and tracking system specific to the tasks of entities as part of their role in the review process

· development of  a reports system to support the roles of entities in the review process

· the ability to incorporate downloads from databases as required.

· the provision of a searching facility which allows searching on keywords & indexed terms

Appendix E

Tasks related to register and current status

Tasks Related to Register of Studies and Current Status

	Task
	Who did/does
	Oversight*
	Current status

	Submission of specialized registers (SR) & handsearch records (HR) records to USCC
	Various entities
	CCAG
	Suspended until further notice; Notification of suspension 22 Feb 2006; last submission Dec 16 2005 for publication in Cochrane Library Issue 2 2006

	Processing of submitted specialised registers 
	USCC
	CCAG
	Suspended until further notice; Notification of suspension 22 Feb 2006; last submission Dec 16 2005 for publication in Cochrane Library Issue 2 2006

	Processing of submitted handsearch records
	USCC
	CCAG
	Suspended until further notice; Notification of suspension 22 Feb 2006; last submission Dec 16 2005 for publication in Cochrane Library Issue 2 2006

	Submission to Wiley of specialized register & handsearch files  for CENTRAL database
	USCC
	CCAG
	Suspended until further notice; last submission by USCC of  Dec 16 2005 specialised register & handsearch records for publication in Cochrane Library Issue 2 2006.

	MEDLINE Download
	Wiley
	
	Continuing on a quarterly basis as scheduled for publication of Cochrane Library

	EMBASE searching 


	UKCC
	CCAG
	Continuing as scheduled for publication of Cochrane Library; records submitted once a year to Wiley (Aug 06)

	MEDLINE searching & retagging
	USCC
	CCAG
	USCC currently continuing with this project. Kay Dickersen submitted a progress report to CCSG on 16 March noting that the project was progressing well. The project commenced a little later this year because of the tagging schedule by the National Library of Medicine (NLM) and submission of results will probably be at the end of summer (Northern hemisphere).

	Master list of handsearched journals
	USCC
	CCAG
	USCC is still receiving submissions & updates for the Master list and is continuing to update the list.  They have not  had a chance yet to do the annual update drive – i.e to contact TSCs with what is registered as ongoing and completed and to get corrections/updates, etc

	CENTRAL Management Plan
	CCAG
	CCAG
	Updating suspended until further notice.

	CENTRAL Help file
	CCAG
	CCAG
	Updating suspended until further notice.

	TSC resources
	
	
	TSC resources are those documents of use to TSCs that are hosted on the USCC website.  Updating of these documents is not continuing at present. These resources are also hosted on the Cochrane.org and the UKCC website.

	Handsearch training
	USCC
	CCAG
	Web-CT course (online handsearching)  at https://webct.brown.edu/public/Handsearching/index.html currently operational; site will close by end of October. Need funding or other host. Of 338 students, 25% were taking course because they were or wanted to be involved with Collaboration.

	* Prior to Cochrane Central Advisory Group (CCAG) being disbanded


Appendix F

INTERIM measures for continued production of the Cochrane Central Register of Controlled Trials (CENTRAL)
CENTRAL Vision Group (CVG)

Tuesday,18 July 2006

By interim measures, we mean a temporary process to allow the downloading of MEDLINE and EMBASE records and the submission of specialised registers and handsearch results for publication of the Cochrane Central Register of Controlled Trials (CENTRAL) in the Cochrane Library.

The interim measures would be initiated as soon as possible after the Cochrane Collaboration Steering Group [CCSG] has approved such interim measures and be put in place for a minimum period covering 5 issues of the Cochrane Library beginning with Issue 2 2007.

Specific details about the interim measures include:

1. That Wiley continue to download MEDLINE and EMBASE records for publication in CENTRAL. 

2. That the order of the build of CENTRAL [currently MEDLINE, EMBASE, Handsearch Database, Specialised Registers] be changed to MEDLINE, EMBASE, Specialised Registers and the Handsearch results.

3. That Wiley receive and process all specialised register and handsearch submissions from Cochrane Review Groups [CRGs], Fields and Centres.

4. That these submissions from CRGs, Fields and Centres be submitted to Wiley directly on an individual basis and according to a timetable agreed upon by all parties

5. That the specialised register and handsearch submissions from all entities be sent to Wiley in tagged text file format only.

6. That the structure and content of the tagged text files be based on the fields and the field tags currently used and published in CENTRAL [and listed in the CENTRAL Management Plan]. 

7. That CRGs, Fields & Centres be provided with appropriate Export Filters for use with the software program in which their register is held in order to create the tagged text export file. 

8. That the CVG with input from CRGs and Wiley provide these filters. 

9. That the specialised register and handsearch submissions be able to be sent to Wiley as zipped email attachments or via an FTP site or online [if available]. 

10. That Wiley be responsible for processing these submissions with a merging and de-duplication process. 

11. That a person be temporarily appointed as a liaison between Wiley and the Cochrane Collaboration to provide feedback to CRGs, Fields and Centres regarding specialised register and handsearch submissions. 

12. That the final agreed upon interim measures and procedures be documented by the CVG in collaboration with Wiley, that these measures & procedures be incorporated in the CVG report to the CCSG in October 2006 and, if these measures and procedures are approved, be issued to all CRGs, Fields, Centres and posted on the Cochrane Library web site, the Cochrane Collaboration web site or other appropriate sites [e.g. with the TSC resources page].

2006, Issue 2  of The Cochrane Library was the final submission by the US Cochrane Center of the Specialized Registers (SR) and Handsearch (HS) records.  From this issue [2006 issue 2] until the present Wiley’s production of CENTRAL has included the quarterly download of Medline records, republication of the existing EMBASE download (or with any new records as provided by the UK Cochrane Centre – eg. 1850 new EMBASE records will be published with 2006, Issue 4), publication of the  SRs and HS records as last submitted by the US Cochrane Center for 2006, Issue 2..  

This document outlines interim measures (a temporary process to incorporate updated SR and HS records until the future of CENTRAL is determined) to collate MEDLINE records downloaded quarterly by Wiley, EMBASE records (as submitted by the UK Cochrane Centre) and the quarterly submission of specialised registers and handsearch results (as submitted by CRGs, Centres and Fields) for quarterly publication of the Cochrane Central Register of Controlled Trials (CENTRAL) in The Cochrane Library.

The interim measures would be initiated as soon as possible after the Cochrane Collaboration Steering Group [CCSG] has approved such interim measures and be put in place for a minimum period covering 5 issues of the Cochrane Library and beginning, if possible, with Issue 2 2007. The existing production process as described in paragraph 1 of this document will continue (specifically for Issues 2006/4, 2007/1) and/or until the interim measures are in place.

Specific details about the interim measures include:

1. That Wiley continue to download MEDLINE records quarterly and incorporate the  EMBASE records received from the UK Cochrane Centre annually for publication in CENTRAL. That the order of the build of CENTRAL continue as  MEDLINE, EMBASE, Handsearch Database, Specialised Registers. 

2. That Wiley accept specialised register and handsearch submissions and process those received by the submission deadline from Cochrane Review Groups [CRGs], Fields and Centres.

3. That these submissions from CRGs, Fields and Centres be submitted to Wiley directly on an individual basis and according to a timetable agreed upon by all parties

4. That the specialised register and handsearch submissions from all entities be sent to Wiley in tagged text file format only  That the structure and content of the tagged text files follows exactly the fields and the field tags currently used and published in CENTRAL [and listed in the CENTRAL Management Plan – Chapter V1 Update Software's System for Processing Specialized Registers and Handsearch Results version 15 June 05.  Appendix A]. 

5. That  the CVG, with input from CRGs, will provide CRGs, Fields & Centres with appropriate Export Filters for use with the software program in which their register is held in order to create the tagged text export file to meet the specifications set out in paragraph 4 of this document. Wiley will not accept any responsibility for errors resulting from the export filters.

6. That the specialised register and handsearch submissions be able to be sent to Wiley as zipped email attachments or by special arrangement via an FTP site. 

7. That Wiley be responsible for processing these submissions with a merging and de-duplication process as defined by the CENTRAL Management Plan – Chapter V1 Update Software's System for Processing Specialized Registers and Handsearch Results version 15 June 05. 

8. Wiley do now and will continue to follow and enforce the rules as set down in the CENTRAL Management Plan  [including Chapter V1 Update Software's System for Processing Specialized Registers and Handsearch Results version 15 June 05. Appendix A] [ eg. A record must have a title because these are used in the "index" display of The Cochrane Library year and title rules. The 4-digit year must be given in the first four characters of this field. Records must have a year that is greater than 1000 and less than or equal to the current year. Entries such as “19th May1999” will cause the record to be rejected.]

9. That a person be temporarily appointed as a liaison between Wiley and the Cochrane Collaboration to provide feedback to CRGs, Fields and Centres regarding specialised register and handsearch submissions. All communications regarding the interim measures will be through this person.

10. Should an entire dataset prove to be unusable Wiley will provide feedback directly to the submitter.  No other live feedback will be provided.

11. For the first issue of interim measure all CRGs Fields and Centres will be required to submit their entire SR datasets in order to start these interim measures with a complete set of SR data.  For subsequent issues submitters  will have the choice of submitting a full SR dataset or new and updated SR records only.  If no data is submitted Wiley will republish what is already held in CENTRAL.

12. Wiley maintains a central HS records database and merges new HS records submissions.  The cumulative list will be published in CENTRAL. 

13.
That the final agreed upon interim measures and procedures be documented as an appendix to the CENTRAL Management Plan, specifically, Chapter V1 Update Software's System for Processing Specialized Registers and Handsearch Results version 15 June 05. by the CVG in collaboration with Wiley, that these measures & procedures be incorporated in the CVG report to the CCSG in October 2006 and, if these measures and procedures are approved, be issued to all CRGs, Fields, Centres and posted on the Cochrane Library web site, the Cochrane Collaboration web site or other appropriate sites [e.g. with the TSC resources page and other locations where the CENTRAL management plan is currently available].
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