

DEVELOPING THE COCHRANE REGISTER OF STUDIES:
STEERING GROUP REPORT FROM THE CRS PROJECT BOARD, SPLIT, 2011
· Document prepared by: Lucie Jones, Cochrane Collaboration Secretariat and Business Project Manager for the CRS Project Board, on behalf of the CRS Project Board: David Tovey, Gail Higgins, Gordon Dooley (Metaxis), Lucie Jones, Nick Royle, Ruth Foxlee, Steve Greenaway (independent consultant).
· Document prepared on: 18th February 2011.
· Purpose of document: To update the Steering Group on the progress of one of the Collaboration’s core funded projects. Ongoing funding for the CRS has already been agreed by the Steering Group and ring-fenced (please refer to the Cash Flow Forecast). Therefore, the proposals listed below with budget implications do not require individual approval at this meeting.
· Contents of document: The majority of this document has been adapted from the CRS Implementation, Training and User Policy Plan, which is currently in the final stages of development by the Project Board and will be released Collaboration-wide on the cochrane.org intranet soon.
The Cochrane Register of Studies (CRS): The CRS will contain the Collaboration’s Specialised Registers (SRs) of healthcare studies and their reports, together with records identified by handsearching of journals and conference proceedings and records sourced from MEDLINE and EMBASE, to be published in the Cochrane Central Register of Controlled Trials (CENTRAL) in The Cochrane Library. 
Software development summary: Development of the CRS desktop application is at Beta stage, which means that the preliminary edition of the finished software is now available. User testing of the desktop application is in progress, to be completed by the end of February 2011. Functional testing of the desktop application by Steve Greenaway has demonstrated that the software is technically sound, although final checks will be made on the pre-release version. Programming of the web interface will be complete by 11th March 2011, and user and functional testing will take place after the UK & Ireland Contributors’ Meeting in Belfast, 15-16th March 2011. 
The principal remaining programming tasks are the completion of global web search functionality and the database administrator’s interface. The software has already been programmed with the capability to link to prospective trial registries like the International Clinical Trials Registry Platform, although negotiations between the Project Board and the registry providers about what data can be supplied to the CRS are ongoing. The software has been programmed to be integrated with the Collaboration’s IMS where required by the CRS Request for Proposals document, including Archie authentication of CRS users and linking CRS indentifiers with studies and references in Archie. Further integration of RevMan and Archie with the CRS will be developed as part of the scope of the CRS Advisory Committee (see below).  
Meeting Deliverable deadlines: Software development remains on target to be completed by early May, including completion of the inbuilt user help files. The Project Board is currently developing an Implementation, Training and User Policy Plan and is agreed that rollout (Phase 9 of this project – see below) and user training (not part of the current development project) should be amalgamated. It is therefore likely, and desirable, that whilst the majority of groups will have the final version of the CRS installed by June 2011, the original end of project date, some groups will go through the rollout phase between June and September 2011, to ensure that they are sufficiently supported in transferring to the CRS.
User testing: User testing is being managed by the Ruth Foxlee, with support from Steve Greenaway. As per software industry standard practice, test ‘scripts’ have been written for every functional requirement stated in the Request for Proposals (RFP) document that lends itself to this type of testing. The user testers are asked to follow a series of commands whilst using the Beta version of the CRS software - which they have downloaded and installed on their own computers - to check whether the requirement is functioning. Some functionality will be tested by one user only on behalf of all users. All scripts reporting fails are forwarded to Metaxis for fixing. 
User testing is being carried out in phases so that high priority functionality, as determined by Metaxis and the Project Board, can be tested and fixed first, should fixing be required. Updated editions of the Beta version are being released on the CRS Discussion Forum as and when they are available, for the use by testers. The user testers are Collaboration volunteers who are responsible for managing their group’s Specialised Register. They are based in different institutions and countries, and are therefore providing the opportunity for the CRS to be tested in a variety of environments. One significant but not unexpected issue for some of the testers has been the installation of the CRS software in host institutions which have strict software firewalls. Metaxis is working with these user testers to resolve the problems; the Project Board is also planning to provide additional support to those groups who are likely to have installation problems during rollout of the CRS Collaboration wide.
Closed and open testing: The Alpha and Beta.1 versions of the CRS software were released via the Collaboration email lists to the Trials Search Coordinators, Managing Editors and other interested parties. The interim Beta versions are only being publicised to the user testers (although any Collaboration member can access them via the cochrane.org Discussion Forum), and the final Beta version will be released Collaboration wide. This wide release will provide another opportunity for testing, particularly of those items of functionality that have been added to the software but were not part of the original RFP requirements.
Cochrane.org intranet: The Project Board continues to use the CRS discussion forum (http://www.cochrane.org/forums/software/cochrane-register-studies-crs) on cochrane.org to communicate with the user community. A CRS intranet resources page is now also in development (http://www.cochrane.org/intranet/development-projects/cochrane-register-studies-crs) and will be the location of the CRS training resources detailed below.
Implementation, Training and User Policy: As reported in the last update to the Steering Group, the focus of the project is now shifting from software development to installation of the CRS across the Collaboration and the planning of ongoing user support (from Project 3 to Project 4, below). The following parts of this document are summarised sections from the Implementation, Training and User Policy Plan.
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IMPLEMENTATION

Implementation of the CRS will consist of two parts:

1) Rollout: Phase 9 of the current development project, known as Rollout. This is the physical delivery of the CRS software (download and installation) to all groups with Specialised Registers.
Timelines: From the end of March 2011 to June-September 2011.
Rollout method: Extracting and importing data from individual Specialised Registers (SRs) into the CRS will for some groups be a simple process, but for others will require significant support from Metaxis and the Project Board. Training and user support will therefore be incorporated into the rollout process, which will be a phased process. Groups will be chosen for rollout at a specific time based on the availability of their TSC or Information Specialist, the complexity and size of their SR, and their current SR software.
Costs: Costs are accounted for as part of existing development project.
2) Adoption: Adoption will deal with the transfer from the existing method of submitting SRs to CENTRAL to using the CRS, and how SRs are managed on a daily basis. It will have both technical and cultural elements and will be potentially the most important and challenging phase for the long-term success of the CRS.
Position of the Project Board: From the outset it has been made clear to users that the CRS will be the mandatory mechanism for submitting SRs to CENTRAL. The CRS represents a significant investment of core funds by the Collaboration and has been developed with the explicit aims of improving the current SR submission process and the quality of data in CENTRAL. It is therefore the Project Board’s position that the CRS should be promoted, and the Collaboration’s groups be supported, so that the CRS can become the way that all groups manage their SRs, not just the method by which they submit them for publication in CENTRAL.

Timelines: There are a number of established software adoption techniques, but what is possible from a technical perspective still needs to be agreed with John Wiley and Sons, Ltd, who publish CENTRAL. However, the Project Board hopes that technical adoption will have taken place (i.e. the current CENTRAL compilation process will be replaced by the CRS) no later than the Madrid Colloquium, in October 2011. Supporting groups to move to the CRS to manage their SRs will be an ongoing process.

Costs: No additional costs should be associated with moving from current CENTRAL compilation method to the CRS. Costs for supporting groups to change their working practices are accounted for in the Training and User Policy sections.
TRAINING AND ONGOING USER SUPPORT

1) Training: Training in this case refers to the introductory training required to teach users how to work on the CRS. It also refers to the training of the ongoing user support team (‘training the trainers’) by Metaxis, which is a component of the current development project.
Training for the user support team: See ongoing user support, below.
Training the user community: The Project Board has agreed that Metaxis will be awarded the contract for coordinating the training of the user community during and immediately after the rollout period. It intends for this training to be developed into a Collaboration-based ongoing user support model, with Metaxis handing over responsibility to the Collaboration by the end of 2011. Metaxis are already contracted to provide technical support for a three-year period after rollout in June 2011.
There are a number of advantages to this model over contracting a third-party to conduct initial user training, or attempting to coordinate user training in-house:
*At this point, Metaxis know the CRS software better than anyone else;
*During rollout and the period straight after, many of the queries received by the user community are likely to have both a technical and user support focus;
*No one person within the Collaboration with sufficient knowledge of the CRS has time to coordinate user training over the coming months.
Proposed training:  

1. Set of video tutorials to be made available on cochrane.org (with the possibility that we could burn some DVDs if needed). These will be available from rollout;
2. Geographically representative face-to-face training days (5 days). These would take place between rollout and the Colloquium;
3. One-to-one telephone and email support;
4. Help website with maintained FAQ;
5. Regular “how to” newsletters:  a Q&A style feature, similar to the IMS User Bulletin, and probably based on the Cochrane intranet. Interesting questions Metaxis receive and answer as part of point 3 (above) would be posted publically with the answer at regular intervals between rollout and the Colloquium;
6. Formal user guide: To be developed with the Project Board and CRS Advisory Committee members between April and October 2011. Policy decisions that would be documented in the guide would be voted on at the CRS/CENTRAL conference at the Madrid Colloquium (see below), allowing for the publication of the guide towards the end of 2011/early 2012.

 Costs: Approximately £25,000 GBP not including item 6 (Metaxis would not charge for item 6, as it will be a Collaboration project). Budget currently under negotiation.
2) Ongoing User support: The Project Board has agreed an IMS-style geographic system, with three or four people based worldwide providing user support to the CRS user-community and acting as the conduit between Metaxis and the Collaboration for ongoing technical support.
Although the Project Board is mindful of a wider user-community for the CRS, the user support team members will need to be those who maintain Specialised Registers, or who use the CRS regularly as part of their job. The CRS Advisory Committee (see the User Policy section, below) will provide a venue for the user-community and other stakeholders to submit requests and policy-suggestions.

Choosing and training the user support team: Applicants from the user community will be invited to apply for the posts and will be chosen by the Project Board, with support from the CRS Advisory Group and the TSCs’ Executive.
Timelines: Appointment of the user support team should take place between March and May 2011. Training of the user support team members should take place between May and September 2011, with the idea that they would take over from Metaxis between October 2011 and January 2012 (perhaps in a phased approach). At least one member of the user support team would sit on the CRS Advisory Committee.
Costs: Costs of training the user support team members are contained within the current development project budget. Ongoing costs of paying the support team members for their time (likely to reimbursement to their host institutions) would be part of ring-fenced budget for the CRS and have not yet been calculated, but we have a model for this already with the current IMS support system. 
USER POLICY

1) Conference at the Madrid Colloquium: The time between the rollout of the CRS and the Cochrane Colloquium in Madrid, 19-22nd October, will be an important phase for getting used to the system, finding out how people use it, what they enjoy about it and what they find difficult. The Project Board has suggested - and is currently working with the Colloquium organisers to find out what is possible - that a mini-conference is run in conjunction with the Madrid Colloquium on the subjects of the CRS and CENTRAL. The Project Board is aware that the use and quality of the data in CENTRAL is an important topic for Collaboration contributors, and the wider research community, many of whom regard it as the single best source of RCT evidence in the world. The CRS would be included as one topic in this conference. The content of, and speakers at, the conference would be planned by larger group than just the CRS Project Board, including the CENTRAL Development Committee (see below).
Questions related to the CRS to be posed at the conference might include:

*How actively should the Collaboration promote the ‘studification’ of Specialised Registers?

*Should there be an official policy on whether groups must use the CRS to manage their SRs, or simply use it as the submission method to CENTRAL (and therefore, retain their existing software), rather than simply recommending it? How could we enforce this?

*How often must groups update their data in the CRS? (What can we do to ensure the quality of data in the CRS?)

*What sanctions should be levied against those groups who refuse to submit SRs to CENTRAL at all?

* How could the CRS be marketed?

*Can there be better integration of the CRS with other Collaboration IS infrastructure?

Costs: Costs are dependent on what facilities can be provided by the Colloquium hosts in Madrid and are still to be calculated. They would probably be contained within the ring-fenced budget for the CRS.
2) Formation of the CRS Advisory Committee (taking over from the Project Board): According to the new Information Systems structure developed by the Editorial Unit, “In the future, post introduction of CRS, the CRS Project Board will be expected to dissolve, and will be replaced by the Cochrane Register of Studies Advisory Committee which will be accountable to the ISOC. We should also consider whether another body – tasked with the development of CENTRAL, would be beneficial, and if so, its relationship with the CRS Advisory Committee” (http://www.cochrane.org/forums/software/cochrane-register-studies-crs)
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Replacement structure to be confirmed
Since the publication of the Information Systems paper, the Editorial Unit has invited members to join a CENTRAL Development Committee. The CRS Project Board has yet to decide whether a separate CRS Advisory Committee (CRSAC) should be created to take over from it, or whether the CRS can sit within the remit of the CENTRAL Development Advisory Committee (CDAC)*.  Representatives on the CRSAC (or the CDAC) will include some CRS Project Board members, some or all CRS user support team members, and other appropriate contributors.
Members will be invited to join the committee prior to the Colloquium (and would be expected to attend, plus be involved in the preparation work for the Madrid conference), with the aim of it replacing the CRS Project Board by the beginning of 2012. The committee would initially be responsible for taking forward the recommendations from the Madrid conference and on an ongoing basis, be responsible for the policy of the CRS and all other parts of ‘Project 4’ as shown in the diagram in this document.
*A decision will be taken by the Project Board at its teleconference in March 2011 and can be communicated verbally to the Steering Group at its meeting in Split.
Summary of tasks under CRS Project Board management, 2011:
	TASK 2011
	Feb-11
	Mar-11
	Apr-11
	May-11
	Jun-11
	Jul-11
	Aug-11
	Sep-11
	Oct-11
	Nov-11
	Dec-11

	SOFTWARE DEVELOPMENT (PHASE 9 CURRENT PROJECT 3)
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	User and technical testing (web application). Exact dates TBC
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Inbuilt training files and technical documentation 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	IMPLEMENTATION AND TRAINING
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	Technical adoption of CRS
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Build and installation (Project 3) end
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	USER SUPPORT AND POLICY
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Appointment of the user support team
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Training of the user support team
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	CRS/CENTRAL mini-conference
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Formation and preliminary work of CRS Advisory Committee
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Ongoing user support and policy (Project 4)
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