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Executive Summary TC "Executive Summary" \f C \l "1" 
Introduction

The NCRN was established in 2001 by the Department of Health in response to the NHS Cancer Plan (2000), to provide the NHS with the infrastructure to support randomised prospective trials of cancer treatment and other well-designed studies with the aim of improving the speed, integration and quality of clinical research and ultimately improving patient care. The Yorkshire Cancer Research network (YCRN) was established in 2002. 

YCRN continues to be one of the most effective research networks in the UK. Consistent accrual above the national target of 10% has been achieved for the fourth year in a row. Based on a cancer incidence rate of 0.004 (data from Office of National Statistics) recruitment for 2006/7 stands at 12.2 % of incident cases. Entry into Randomised Controlled Trials is an encouraging 6.5%. However, as nationally, there has been a downward trend in recruitment over the past three years, from a peak of 16.3% in 2004/5, and it is vital to take a proactive approach to maintaining and building on previous success. This document sets out the strategy for the YCRN over the next 3 years.

The strategy falls into two main areas: 
· firstly to ensure that there is a robust infrastructure to support a comprehensive network portfolio of studies taken from the national portfolio, and to allow effective recruitment of patients into these studies, on the background of rapid changes in NHS financial management and NHS research funding and governance as a whole;

· secondly to develop Yorkshire as a region renowned for innovation and the initiation of original clinical cancer research of national and international standing. 

Implementation of a comprehensive network portfolio

· YCRN will use its close links with the NCRN coordinating centre, as well as using the expert knowledge of YCRN clinicians within NCRN Clinical Study Groups (CSGs), to facilitate rapid implementation of national portfolio studies.

· The Network Site-Specific Groups (NSSGs), supported by Specialist Clinical Advisors (SpCAs) and the Portfolio Development Officer (PDO), will provide the fora to develop a coordinated strategic portfolio across the network, accounting for  local factors within organisations and considering cross-referral between Trusts to improve access to clinical trials. 

· Particular strategic importance will be placed on the development of a portfolio of “hard to recruit to” studies, covering rare cancers and areas such as palliative care and psycho-oncology as well as “hard to recruit” populations.

· The regulatory officers (ROs) within the core team of YCRN will act as an expert resource to facilitate rapid regulatory approval for studies, developing systems to avoid duplication of effort, for example, streamlining assessments for radiation protection and pharmacy. 

· The Information Systems Officer (ISO) will collect local recruitment data on a weekly basis directly from the research teams within the network. Data will be shared and will inform strategic decisions regarding portfolio development and funding distribution.

· Over 75% of YCRN budget will support research staff, devolved across the organisations within the network, integrated into local teams, providing coordinated support for the portfolio across all disease-sites. Robust line management will be supported by a formal letter of agreement and appropriate performance management. Clinical Trial Assistants within teams will provide administrative and follow-up support.

· The identity and profile of YCRN will be built and maintained by close support of local research teams, the development of a professional forum for research staff, regular YCRN input into NSSGs and an annual meeting for the whole research community.

· YCRN will continue its nationally renowned training and education programme.

· YCRN will seek to establish an effective Service User Partnership Group, fully utilising the expertise of service user partners, within the core business of the network.

· YCRN will link closely with the cancer service network, facilitating discussions within NSSGs, and working closely with commissioning colleagues to understand implications of NHS treatment costs within clinical trials as well the potential of cross-referral between organisations. 

· YCRN will link closely with the newly established West Yorkshire and North & East Yorkshire & Northern Lincolnshire Comprehensive Local Research Networks (WYCLRN & NEY&NLCLRN) to develop research infrastructure, increase service support capacity and streamline research management & governance processes.

Innovation & initiation of original research

A major strategic aim for YCRN is to facilitate the local development of original research, and to develop Yorkshire as a network renowned for the initiation of clinical cancer research of national and international standing.

· YCRN will work with local researchers and NSSGs to identify clinical & health service questions that can be addressed within the network, and to facilitate roll-out of original studies across the network.

· YCRN will act as a resource to local clinicians to facilitate local study design, approval and set-up and to seek adoption onto NCRN & UKCRN national portfolios.

· YCRN will identify external opportunities for conducting high quality clinical research within the network.

Strategy documents

This document is supported by individual strategy documents for:

· Governance & Finance

· Portfolio development & recruitment

· Training & Education

· Information & communication

· Information systems

· Service User Partnership Group

· Innovation & initiation of original research

1. Governance and Finance TC "Governance and Finance" \f C \l "1" 
This work programme is delivered in line with the NHS Codes of Conduct and Accountability and LTH Trust Standing Orders and Standing Financial Instructions.
1.1. Background

The Yorkshire Cancer Research Network (YCRN) covers a large geographic area including seven NHS Trusts, with a population of approximately 2.6 million and a cancer incidence of over 10,000 per annum.  Leeds Teaching Hospitals NHS Trust  (LTHT) includes the Cancer Centre at St James’s Institute of Oncology and Leeds General Infirmary.  The Cancer Units are linked by alliances for the provision of cancer services; North/East (York and Harrogate), South/East (Dewsbury, Wakefield and Pontefract), South/West (Huddersfield and Halifax) and West (Bradford and Airedale).  Consultant Oncologists are based in several of the Cancer Unit Alliances in addition to the peripatetic service provided by Oncologists based at Leeds.  The network is well resourced with 48 Consultant Oncologists. The Cancer Units have defined referral pathways for standard treatment of each cancer site. All referrals for radiotherapy are made to the cancer centre along with all rare cancer referrals. The YCRN needs to under take an extensive project in defining and developing clinical trial patient pathways to ensure equitable access to trials across its constituent organisations.

YCRN funded research staff are sited at all Trusts, integrated into existing research teams funded from other sources and line managed locally. The YCRN is working to establish definitive L of As (Letters of Agreement) to allow for a robust mechanism to performance manage these posts against national targets. YCRN funding makes up just less than 50% of the funding resources for staff working on National Cancer Research Network (NCRN) portfolio studies. The Clinical Lead for Research and the Research Network Manager (RNM) are relatively new in post and have taken the opportunity to review the existing infrastructure and network performance.  The Clinical Lead for Research is also Co-Director for the West Yorkshire Comprehensive Local Research Network, and is able to represent YCRN at Board Level. The YCRN also has a responsibility to participate in the peer review process and ensure post-visit action plans are implemented.

Reporting Structure

1.2. Yorkshire Cancer Network

YCRN does not function as a stand-alone organisation, but maps onto the Yorkshire Cancer Networks (YCN) core business programme. YCRN has an excellent relationship with the YCN, the YCRN Clinical Lead meets with the YCN Medical Director to discuss and agree the research network annual work programme and the Network Director provides line management for the RNM.  Overall responsibility for YCRN rests with the Clinical Lead and the day-to-day management responsibility lies with the RNM. The YCRN coordinating team operates within LTHT (its host organisation) division for Non Surgical Oncology.  

The YCRN Management Executive (YCRN ME) oversees the general progress of YCRN and approves major strategic policy developments and funding decisions.  At each YCRN ME a summary of the network portfolio and patient recruitment by Trust and disease site is provided along with a financial and personnel summary. The 3 year Strategic Plan and annual work programmes are discussed and approved at the start of each financial year and ratified by the Yorkshire Cancer Network Management Board (YCN MB).  The YCN MB reporting structure has been effectively used to seek approval from constituent Trusts Chief Executives for the implementation of L of As and recent review and agreement of new Terms of Reference for the YCRN ME. The YCRN will be required to engage more effectively with commissioners on issues of financing research through the YCN MB reporting structure.  Decisions in relation to staffing structure and allocation of funding, which support the 3 year strategic plan and annual work programmes as agreed at the start of the financial year are made between meetings by the Research Network Clinical Lead and RNM. Governance structures ensure the continuing strategic development and accountability of the network and reflect the need for both rapid, effective day-to-day decision making and adequate representation of its stakeholders, although service users were under represented at the time of writing. The Service User work programme seeks to improve their involvement in strategies for YCRN service development.   
	Cancer Network Medical Director


· The YCRN must engage with commissioners on issues of research approval to ensure consideration is given to the cost of research, and continuing costs if the treatment is found to be beneficial. 

· The YCRN must define and develop clinical trial patient pathways to ensure equitable access to trials across constituent Network organisations.
· Through its Service User Partnership Group the YCRN must engage users and carers in the development of strategies for service development.
1.3. National Cancer Research Network (NCRN)

The YCRN is one of 33 Cancer Research Networks working under the guidance and performance management plan set down by the NCRN. The YCRN is accountable to the NCRN for meeting its national recruitment and performance targets ensuring the provision of research staff and other associated research costs from an annual budget of approximately £730,000.  The YCRN must report its financial position to the NCRN through the completion of a budget plan, mid year forecast and year end spend and produce an annual report and take part in an annual one to one interview on performance.

· Through the Portfolio Development and Recruitment work programme the YCRN, in partnership with its stakeholders, will be defining a tool to monitor the performance of its network Trusts against NCRN performance targets and agreeing any action required.

1.4. Use of Financial Resource

Budget planning for the preceding year takes place in month 12, a mid year return in September and Year end spend in May. Budget is planned to, an NCRN agreed, 110% of income to allow for in year slippage.  These reports are initiated by and submitted to the NCRN and reported to the YCRN ME. Currently approximately 75% of the YCRN budget is spent on staff costs. Mid-point Agenda for Change salary scales are used with on-costs for staff calculated at 23%. Staff and non staff costs generated outside the host organisation are invoiced on a quarterly basis and approved for payment by the RNM. Internal transfers for other costs within LTHT are arranged and approved by the RNM.  Internal Standard Operating Procedures for these process’s are under development.  Allowances for travel and training costs are included in the annual budget but a Standard Operating Procedure for stakeholders application for travel and training grants is required. This will be reviewed in conjunction with the Training and Education Managers assessment of training need, and previous grants awarded. A transparent mechanism for the submission of a business case for further salary support for individual units in the Network also needs to be developed. Only posts that are able to demonstrate increased NCRN activity or planned activity, have utilised their existing resource well and that complement or add to the service and not replace existing funding will be considered. 

· In line with the Portfolio Development and Recruitment work programme the YCRN will identify and prioritise gaps in clinical trial provision across all disease sites and address issues relating to training, staffing and resource implication.

· Create a standard operating procedure for the application for travel and training grants.
· Create a standard operating procedure for the invoice and internal transfer of monies.
· Create a procedure for the submission of a Business case for salary support cost for Network Trusts.
Work Programmes
	Topic
	Description
	Timetable
	Lead

	Clinical Trial Patient Pathway
	To develop a network wide policy for the cancer patient research pathway in line with NCRN performance targets
	Sept 2008
	Fiona Halstead Carol Sleigh David Jackson Barry Tinkler Sean Duffy SpCA

	Financial implications of research
	To use the YCN MB to engage with commissioners on issues of research approval
	April 2008
	Fiona Halstead  David Jackson Barry Tinkler Sean Duffy

	Equitable and transparent access to training opportunities for YCRN stakeholders 
	Create a standard operating procedure for the application for travel and training grants


	June 2008
	Fiona Halstead

	Equitable and transparent access to YCRN resource
	To provide Create a standard Operating Procedure for the submission of Business case to support research salary and associated costs
	June 2008
	Fiona Halstead


2. Information and Communication TC "Information and Communication" \f C \l "1"  
The Information and Communication work programme is linked to but distinct from the Information Systems programme, which is intended to support the systems and software used within the YCRN in providing an infrastructure to support all types of electronic information and the development of electronic communication channels. The Information and Communication programme informs the Information Systems programme and is also intended to complement the work programmes for Portfolio Development and Recruitment, Governance and Finance, Service User Partnership Group and Training and Education.
2.1. Information and Communication Aim
The overarching aim of the Information and Communication programme is the creation and maintenance of an effective environment for the management and use of information and appropriate communication channels by the Yorkshire Cancer Research Network. All stakeholders including network research staff, governing bodies, patients, carers, general public and other interested healthcare professionals should know what information is available from the YCRN and have appropriate access to it ensuring network wide ownership of the information. It is essential we ensure that the right information is accessible to the right people in an appropriate and timely format and supports all staff in their day-to-day work in support and delivery of core YCRN business. 
2.2. Information Systems Aim
This aims to provide a framework to streamline the acquisition and implementation of various IT tools to aid in the collection, recording and dissemination of electronic information between the YCRN co-ordinating team and ensuring information that has been collected or created is stored securely and organised in such a way to facilitate its use. This work programme operates within the requirements of prevailing legislation e.g. Data Protection Act 1968, Freedom of Information Act 2000.  More detail is given in the following Information Systems work programme.
Background

Information

After four years of development the YCRN now holds a significant amount of information on trial recruitment, clinical trial availability, training and education, regulatory and governance information and YCRN staff infrastructure. The majority of this is held electronically in a database system designed ‘in house’ in 2002. In addition the YCRN has a well established but outdated and static website and an email update procedure for the wide spread dissemination of all aspects of clinical trial information.  The co-ordinating team have access to an internal shared drive holding folders for the completion of daily workload this is supported by the host organisation. The information currently held on internal database systems and the YCRN website developed at the inception of the YCRN no longer support the information or administrative needs of the Network.  A comprehensive review to establish the reliability and usefulness of current database systems is on going, this is referenced in the IT strategy.  In establishing the YCRN identity there is a significant need to allow our stakeholders network wide ownership to real time information on all aspects of clinical trial business including patient recruitment, clinical trial availability, training and education opportunities and regulatory and governance information.
· Confirm the definition of YCRN stakeholders and update the contacts database.
· Complete the development of a comprehensive website as detailed in Information systems work programme.
· Complete the scoping exercise to replace current database systems with a  ‘bought in’ system for portfolio management.
· Streamline the contents of the internal shared drive.
Communication

Communication across such a large Network is vital and there is wide recognition of the need for more effective communication and a networked approach to the dissemination of cancer research information.  Both the training and education manager and portfolio development officer visit research teams regularly. This ensures that relevant information is fed to the units and allows information return to the YCRN. More formal Unit meetings are held annually and are an opportunity for the Network research teams to discuss their performance against national targets, strengths, weaknesses and priority areas.  Among its stakeholders the YCRN has examples of informal networking generated in the main by disease site specific research training events. Day to day communication between the co-ordinating team and the wider network is maintained through one to one meetings, telephone and email contact. 
The Trust MDT meetings, with an identified research lead, and Network Site Specific Groups supported by a Specialist Clinical Advisor is the best forum for raising awareness of trials and identifying patients suitable for trial recruitment.  The YCRN in establishing its identity must hold a consistent presence on the NSSGs in order to utilise this forum for effective dissemination of clinical trial portfolio information. 

The Research and Development (R&D) Forum was set up to bring together the Network’s R&D Managers. The group meets on a quarterly basis and has generated productive discussions on complex and costly trials; training and education; governance and regulatory issues; streamlining R&D application and submission process. The group has improved relationships and communication across the Network and is envisioned as a useful model to further develop network fora for clinical trial assistants, research and specialist nurses, service support departments and annual YCRN forum.
The co-ordinating team has an ad hoc system for it’s internal communications holding staff update meetings and one to one performance management meetings as the need arise.  However there is clearly a need for a more structured internal communication procedure.

· Ensure consistent presence on NSSGs.
· Review in consultation with our stakeholders the effectiveness of current methods for the dissemination of information and examine the potential of new ones. 

· Establish network fora.
· Implement an internal communication procedure including a mechanism for cascading internal information.
Work Programme

	Topic
	Description
	Timetable
	Lead

	Ensure stakeholders can be contacted 
	Review and update the YCRN contacts database
	April 2008
	Fiona Halstead Paul Maher Kieran Delahunt

	Clarify information needs and appropriate communication channels 
	Audit the effectiveness of current electronic communication channels
	August 2008
	Fiona Halstead Paul Maher Kieran Delahunt

	Get stakeholder consensus on the sharing  of Trust specific information and ensure no confidential information pertaining to patients or individual Trusts are used 
	Develop a YCRN communication and information policy
	Sept 2008
	Fiona Halstead Paul Maher Kieran Delahunt

	Allow  widespread and efficient dissemination of clinical trial related information 
	Complete the development of a comprehensive website
	Sept 2008
	Kieran Delahunt

	Ensure the information or administrative needs of the Network are met 
	Complete the scoping exercise to replace current database systems
	April 2008
	Fiona Halstead Kieran Delahunt

	Effectively utilise the NSSGs to develop a Network endorsed clinical trial portfolio 
	Compile a timetable for attendance of YCRN representation at each NSSG 

Document and deliver a standard report at each meeting


	April 2008
	Fiona Halstead Carol Sleigh David Jackson Kieran Delahunt

	The dissemination of good practice  a network approach to working
	Establish a timetable for network fora 


	Sept 2008
	Fiona Halstead

	Continued …
	
	
	


	Give staff within the co-ordinating centre an opportunity discussion and feedback and create an environment for effective self-briefing
	Implement an internal communication procedure 
	April 2008
	FH


… Continued
3. Information Systems TC "Information Systems" \f C \l "1" 
3.1. Aim

This work programme aims to provide a framework to streamline the acquisition and implementation of various IT tools to aid in the collection, recording and dissemination of electronic information between the YCRN co-ordinating team and its stakeholders ensuring information that has been collected or created is stored securely and organised in such a way to facilitate its use. This strategy operates within the requirements of prevailing legislation e.g. Data Protection Act, Freedom of Information Act. 
3.2. Trial recruitment, portfolio and financial management

To provide secure storage of data where all aspects of the YCRN Trials Application Process can be documented.
To provide data in a format to ensure that monitoring, evaluation and audit of the efficiency of the YCRN Trials Application Process can take place.
To provide a format by which all network patient recruitment can be input on a regular basis.
To provide a format by which data is held and can be used to provide reports for network and external organisations.
To speed the process by which all YCRN reports can be produced.
To provide researchers across the YCN access to trials related information that they require for the production of presentations, local and annual reports. 

To continue to develop information systems to support our core business.
To enable access to all information, at the required levels, to the relevant member of staff.
3.3. YCRN Website
To provide details of network wide and local Trust cancer clinical trials portfolios.
To provide details of the number of patients recruited into clinical trials identified by Trust and disease site, if required at the user level.
To raise awareness of clinical research amongst patients, carers and professionals in a format that is easy to understand.
To provide information on research governance and national government research and development strategy.
To provide a simple effective content management system to allow for easy update.
To allow all aspects of training and education to be accessible from any PC with internet access.
3.4. Background

Databases

The current database systems developed at the inception of the YCRN in 2002 no longer support the information or administrative needs of the Network.  They include a number of separate Microsoft Access databases into which the relevant information is inputted then stored, some of which, because of the nature of their independent design, is either redundant or repeated numerous times.  Protection of data is problematic when stored within a public environment, such as shared servers within the Trust, thus access restrictions have been put into place to prevent this occurring.

All information stored on the servers are only accessible from within the physical Leeds Teaching Hospitals Trust network and thus travelling to the wider Network does not allow for up to date information access and working at these various sites to record, amend or compare data under instruction and supervision of research staff.

Website

The website that can be seen in use at the time of writing is programmed in hypertext markup language (HTML) which requires specialist software, Macromedia Dreamweaver, and staff with knowledge of use, to enable amendments to any details to be shown to the user.   Because of the language used to create the site it is limited to being static by nature and therefore has a great deal of limitations. 
The domain is hosted by an external provider, simplewebhosting.co.uk, with a Windows plan which allows for remote access by file transfer protocol (ftp) achieved through Dreamweaver’s site definition resource.

Data Backup procedures

All shared databases currently stored on the YCRN (I:\) drive of the Leeds Teaching Hospital St. James’ Bexley Wing (SJUHBW) server  are backed up on a regular basis, along with any personal documentation on the drive, by Trust IT to adhere to the relevant Trust policies.  In addition to this the YCRN Information Systems (IS) Officer performs a daily back up process to a local work station as a secondary form of data protection.  The IS Officer also has a local copy of the website data should the external host ever encounter any server issues.
· Work has already been undertaken in establishing the reliability and usefulness of the current IT systems in place including a scoping exercise to replace current database systems with a robust tool that meets the needs of trial managers, the supporting of staff within a network and the NHS community.  This “bought-in” software package is the increasingly popular web-based clinical trial and portfolio development by the University of Southampton named EDGE.  The investigative exercise was based on a need identified by the Network Manager and IS Officer to introduce an integrated information management framework to include operational administration and management support, information and finance reporting. This system will cost approximately £2000 per annum and must fulfil the objectives set out below under the first heading. Upon agreement of implementation of the EDGE portfolio and accrual tool, the YCRN must ensure that staff receive sufficient training to enable correct and efficient usage of the system.  This will be done through training by the University of Southampton for key roles such as the Network Manager, IS Officer and Training and Education Manager which will then be cascaded down through the network to relevant user groups.  No further action is needed by the Network as all information is stored on a host server and backed up at regular intervals by the host, the University of Southampton.

· The IS Officer will review the structure and content of the website and collaborate with members of the YCRN core and network teams to look at ways of ensuring that the information displayed is presented in a way that is accurate, concise and informative for patients, carers and professionals.  Also to be produced is a Training and Education section/portal on the website to hold the following information:

· Training course availability and content

· On line booking system

· Password protected individual training needs analysis and training logs

· Training and Education administration support.
In addition there will also be a content management system (CMS) developed to enable easy web based updates to the site with no specialist knowledge.
The coding language to be used to achieve this target is Active Server Pages using Visual Basic script (ASP [VB script]) for the front end with Access databases as the backend allowing for storage of data.  This can all be achieved through the existing account with simplewebhosting.co.uk.  The design of the site will be coded to adhere to the World Wide Web Consortium (W3C) standards set out to enable Web Accessibility for individuals with sight, physical and/or hearing impairments or disabilities.  It will also follow the National Institute for Health and Research guidelines on the structure, colour and content of NHS Infrastructure, of which the YCRN is part.  All information stored on the remote host server will be entirely secure and inaccessible without first coding, then ftp uploading, ASP files which are all MD5 hash encryption password protected.  It will be backed up on a regular basis by the host externally and by the IT Officer internally.
Work Programme
	Topic
	Description
	Timetable
	Lead

	Review of YCRN Data base systems
	· Review of existing Data base systems

· Audit other cancer Research Networks to see if a particular system is favoured

· Follow up audit results and discuss implementation for YCRN
	October 2007-March 2008
	Kieran Delahunt Fiona Halstead

	Implementation of the EDGE  system

Continued …
Implementation of the Edge System

… Continued
	· Provide secure storage of data where all aspects of the YCRN Trials Application Process can be securely documented

· Provide data in a format to ensure that monitoring, evaluation and audit of the efficiency of the YCRN Trials Application Process can take place

· Provide a format by which all network patient recruitment can be input on a regular basis

· Provide a format by which data is held and can be used to provide reports for network \ external organisations

· To speed the process by which all YCRN reports can be produced
· Provide researchers across the YCN access to trials related information that they require for the production of presentations, local \ annual reports. 

· To continue to develop information systems to support our core business
	May 2008
	Kieran Delahunt

	Develop appropriate  IT training sessions  for research staff throughout the network
	Staff should be aware of the range of information resources available and have the appropriate skills to use them.  We plan to implement a training package to ensure staff have appropriate skills to manage YCRN electronic information

· Audit network staff to review the  IT training sessions needed
·  Develop training sessions with T&E Manager
· Deliver bespoke training sessions throughout the network
	May 2008
	Paul Maher Kieran Delahunt


Continued …

… Continued

	Review structure and content of website
	· Identify any area that could be improved upon, be it structure or content

· Decide upon design, adhering to guidelines set out by NIHR and W3C
	March 2008
	All YCRN staff

	Create template for the site design
	· Decide upon colour, size, style etc. of links, headers, body of text.
	March 2008
	All YCRN staff

	Discover the T&E needs for the site
	· Consultation between the IT Officer and T&E manager to determine needs of the education programme

· Design the forms and structural layout of the T&E section
	March 2008
	Paul Maher Kieran Delahunt

	Develop website
	· Code website to fulfil all the above criteria 

· Design database for backend of systems

· Develop content management system
	April 2008
	Kieran Delahunt


Continued …

… Continued

	Consult and further develop the website
	· Consultation to further discover needs and requirements

· Implement changes to alleviate any problems encountered

· Set user permissions and/ or restrictions through password coding
	May 2008
	All YCRN staff
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4.1. Aim 
This work programme aims to provide a framework by which the YCRN will work with the network research teams to develop and maintain a balanced portfolio of clinical trials and recruitment of patients into those trials across the YCN. This will take into account local expertise, constraints and the NCRN performance matrix.
4.1.1. To establish a clear mechanism by which new trials information will be disseminated.
4.1.2. To provide transparent and auditable Standard Operating Procedures (SOPs) for YCRN processing of ethics and Research and Development applications for new trials.
4.1.3. To work alongside local research teams to ensure a balanced local portfolio across disease sites within local constraints.
4.1.4. To encourage an inclusive, network wide approach to the development of the trials portfolio via the YCN Network Site Specific Groups (YCN NSSGs).
4.1.5. To undertake audit and monitoring of NCRN trials as part of the research teams ongoing preparation for MHRA inspections.
4.1.6. To promote research awareness with non research colleagues who care for patients being approached to enter clinical trial.
4.1.7. To ensure that the YCRN continues to be one of the highest achieving research networks in the country.
4.2. Background
When the YCRN was established a hub and spoke staffing structure was created. The core team consisted of Clinical Lead, RNM, IT Manager and an Administrative Officer with 6 disease specific Clinical Trials Coordinators (CTC) who were responsible for coordinating the NCRN clinical trials portfolio within their disease sites and worked closely between the 7 hospital Trust in the YCN and the YCRN core team. This structure was essential for the rapid development of the YCRN portfolio and the processing of trials applications. 
As the network developed it has been identified that a single individual needs to have an overview of the whole portfolio. This will enable the YCRN to work alongside network teams to prioritise trials applications, to ensure balanced local portfolios across disease sites within local constraints and to identify ways of facilitating patient clinical trials referral pathways. This role will be filled by the Portfolio Development Officer. Funding from the reduction of the YCRN core team has been redistributed across network teams to increase the level of local staff in response to the rapid development of local portfolios, patient recruitment and the rise in number of patients in follow up.
4.3. Core Team structure
The core team currently consists of CL, NM, Senior Clinical Trials Coordinator (acting as Portfolio Development Officer), Education and Information Manager, Administrative Officer, Information Systems Officer and a Regulatory Team consisting of 3 Regulatory Officers (including 0.6 WTE Agency Staff, 1.0 ‘Acting up’ post). The final structure of the Regulatory Team cannot be finalised until the Comprehensive Local Research Network (CLRN) confirm their roles and responsibilities in the application process.
· Identify the impact of the CLRNs on the YCRN application process.
· Confirm the structure of the Regulatory Team.
4.4. Network Team
The YCRN continues to fund Research Nurse (14.1 WTE) and Administrative posts (4.6 WTE) across the 7 network hospital Trusts. YCRN funded staff are integrated in to the Trust research team with established line management.
The YCRN is committed to continuing its support of the network research teams and will review the balance of funded posts based on performance management, patient recruitment, Trust cancer incidence and size of organisation on an ongoing basis. Letters of Agreement will be in place for all funded members of  staff.

· Ongoing review of funded posts based on performance management, patient recruitment, Trust cancer incidence and size of organisation.
Clinical Trials Assistants
The Clinical Trials Assistant (CTA) post was established in 2007 in response to the increasing number of patients in follow up, the administrative burden this was placing on Research nurses (RN), the time this took away from the recruitment of patients and limits this placed on development of local team portfolios. 
· YCRN to audit the effectiveness of CTA role.
Specialist Clinical Advisor (SpCA)
The Specialist Clinical Advisors (SpCA) role was established in 2007 to advise the YCRN on the development of the clinical trials portfolio for each of the following disease sites: Breast, Colorectal, Haematology, Head and Neck, Lung, Gynaecology, Upper GI and Urology. 
· Attend quarterly YCN NSSG meetings
· Quarterly meetings with NM and PDO to discuss portfolio development
· Annual meeting between SpCAs, Clinical Lead, NM, PDO to discuss effectiveness of role.
Nurse Advisors (NA)
The YCRN will now established a Nurse Advisor (NA) role to share their specialist research nursing experience in the development of clinical trials portfolio for each of the following disease sites: Breast, Colorectal, Haematology, Head and Neck, Lung, Gynaecology, Upper GI and Urology. 
· Identify and appoint post holders.
· Post holders to undergo orientation to role.
· Attend quarterly meetings with NM, PDO and SpCA to discuss portfolio development.
· Attend quarterly YCN NSSG and Nurse Specialist meetings to raise the awareness of research and identify how the Nurse Specialist can support the portfolio of trials.
· Work with the YCRN coordinating team to establish a network research staff forum.
4.5. Portfolio Development
There is a commitment from the YCRN to support each Trust research team to develop their local trials portfolio and to establish patient referral pathways so that patients can access trials not open to recruitment in their local hospitals. The YCRN core team will work alongside the network research staff, SpCA and the YCN NSSGs to ensure a balanced and equitable portfolio of trials across the YCN.
The PDO will be a key role in the new YCRN regulatory process working alongside the local team Lead Research Nurse (LRN) to prioritise trials applications with the aim of ensuring a balanced portfolio of trials across each research team and across the network. The PDO will be well placed to identify local and network issues limiting portfolio development and to ensure that the portfolio of randomised controlled trials across the network will enable the YCRN to meet national recruitment targets.
The PDO will form links with the NCRN Industry Lead and local sites to promote the inclusion of NCRN industry adopted trials on the YCRN portfolio of trials and to facilitate the achievement of recruitment targets.
· PDO to act as first point of call for new trials information to be disseminated across the network.
· PDO to meet 4-6 weekly with Lead Research Nurses to discuss portfolio development, recruitment figures and local issues affecting development of portfolio and patient recruitment (portfolio development meeting: PDM).
· The PDO will meet quarterly with each SpCA and NA prior to each YCN NSSGs to discuss the disease site portfolio of trials.
· NM and PDO to prioritise trials applications and supervise workload of Regulatory Team.
· The SpCA or their representative will report quarterly to the YCN NSSG meetings on portfolio and recruitment.
· NA will attend YCN Nurse Specialist meetings to discuss disease site portfolio of trials and how Nurse Specialists can support those trials
· Forge links with local sites and NCRN to promote inclusion of industry studies on YCRN trials portfolio.
4.6. Referral pathways and commissioning processes
The YCRN are currently considering ways of working to allow patients to be referred from one Trust to another to allow equitable access to clinical trials (see Governance and Finance programme).
· Meet with commissioners to facilitate patient referral pathways to ensure equitable access to clinical trials across the network.
4.7. Yorkshire Cancer Network Network Site Specific Groups (YCN NSSGs)
The YCRN will ensure that the aims and objectives of the research network become more firmly embedded into core business of the NSSGs to ensure a network approach to establishing a balanced and equitable portfolio of trials in all disease sites.
· Attendance at NSSG meetings by SpCA and member of YCRN senior management team.
· Research to be a standing agenda item at each meeting.
· Quarterly report to be presented by the SpCA or representative.
· NSSG members to take a lead in discussions to develop and support the network portfolio of trials.
4.8. YCN Management Board (YCN MB)
As part of the governance measures of the YCRN, the YCRN senior management team reports 4 times per year to the YCRN Management Executive (YCRN ME). The Chair of the YCRN ME (YCRN CL) reports monthly to the YCN MB. Support from the YCN MB facilitates achievement of YCRN aims and objectives.
· CL reports monthly to the YCN MB achievement of YCRN strategy and work programmes.
4.9. Regulatory Process
The new YCRN Standard Operating Procedure (SOP) for the trials regulatory process circulated to network research staff for consultation in October 2007 and finalised in December 2007. The aim of the SOP is to clarify roles within the regulatory process, identify the way new trials applications are prioritised and to set timelines by which applications will be processed to ensure trials were open to recruitment in a timely manner. The SOP will be reviewed in April 2008 once the CLRNs have clarified the scope of their role in the application process.
Requests to process trials applications will be received by the PDO who will prioritise the processing of applications in line with local and network prioritise. All timelines within the application process can be documented via the EDGE system (see YCRN IT Strategy). The application process will be subject to audit in April 2008. Quarterly reports will be prepared to highlight the efficiency of the application process.
The YCRN will continue to liaise with stakeholders to consider ways the application process can be streamlined.  The YCRN will provide a regulatory process manual to ensure all researchers are aware of and understand the new process.
· Monitor timeliness of YCRN regulatory process and produce quarterly reports.

· Develop regulatory process SOP in April when CLRNs established.
· CL, NM and PDO to liaise with network pharmacy and radiology groups to look at ways of streamlining the approvals process whilst avoiding duplication of work.
· Develop a regulatory process manual for all research staff.
4.10. Follow up
An audit coordinated by the YCRN in October 2007 showed that a rapid increase in patient recruitment over the last 4 years has resulted in a significant number of patients in long term follow up.  The Clinical Trials Assistant (CTA) post was established role in 2007 in response to the audit findings. The audit of the CTA role in April will show whether the role has reduced the administrative burden of follow up on RNs.  Patient follow up data will be collected from all research teams quarterly by the PDO and will be presented as a report at the YCRN ME and included in the YCRN annual report..
· YCRN audit of effectiveness of CTA role.
· Quarterly collection of follow up data by PDO at PDM.
· Quarterly reports on network follow up burden.
4.11. Recruitment data collection and reports
In April 2007 the YCRN commenced weekly collection of patient recruitment data. Information is currently forwarded to the YCRN Information Systems Officer and held on an electronic database but will be held in the EDGE system if this is established (see YCRN IT work programme). The system will allow network staff to access recruitment figures on an on going basis. This information is collected to enable the YCRN to compare local recruitment figures with those held on the NCRN database. Inaccuracies with the NCRN database can be investigated using patient initials and trials ID number with the aid of the NCRN IT staff throughout the year to ensure that year end recruitment figures are accurate.
· Continue to collect recruitment data weekly from research teams.
· Produce quarterly reports including details on network portfolio and patient recruitment for YCN NSSG meetings and network teams.
· Develop ‘EDGE’ system to allow network teams access to up to date recruitment data.
· Compare YCRN and NCRN recruitment data quarterly to identify and address inconsistencies.
4.12. Communication and identity
Communication is a key aspect of the work of the YCRN both within the core team and throughout the network and is discussed in greater detail in the YCRN Information and Communication work programme. 
4.13. YCRN Research and Development Managers Forum
The YCRN host a quarterly Research and Development Managers Forum which was set up to establish ways of streamlining the trials application process across the network and to identify costing and service support issues that would be common to all Trusts. The Terms of Reference (ToR) of the group will be reviewed when the CLRNs are established.
· Review Terms of Reference of group.
4.14. United Kingdom Clinical Research Network (UKCRN) and NCRN
The YCRN reports directly to the NCRN and through them to the UKCRN via annual reports and financial reports throughout the year. We are currently waiting for finalisation of the performance matrix.
· Produce annual report detailing progress towards meeting national targets using NCRN performance matrix when finalised.
4.15. Comprehensive Local research Networks
The YCRN will be serviced by two CLRNs:
West Yorkshire CLRN will cover Airedale NHS Trust, Bradford Teaching Hospitals NHS Foundation Trust, Calderdale and Huddersfield NHS foundation Trust, Harrogate and District NHS Foundation Trust, Leeds Teaching Hospitals NHS Trust and Mid Yorkshire NHS foundation Trust.  
North and East Yorkshire and Northern Lincolnshire CLRN will cover the York Hospitals NHS Foundation Trust. 
· When CLRN managers are appointed the RNM and PDO will work to identify the impact on the YCRN regulatory process.
· The YCRN will disseminate information to the network as it becomes available.
4.16. Future plans
The YCRN will be taking part in a number of complexity planning exercises coordinated by the NCRN with the aim of allowing researchers to more accurately assess the workload of potential trials. A benchmarking exercise is also being undertaken in February to compare work loads, staffing levels and portfolios across a number of large cancer centres in the UK.
· Take part in national complexity planning exercise.
· Take part in national benchmarking exercise.
4.17. Conclusion
The last two years have seen a reduction in recruitment in line with the national picture. Current changes in the funding of service support costs as Culyer funding ends and new funding streams are developed have caused Trusts to take a cautious stance on recruiting staff into R&D funded research posts and opening trials that have a significant cost implication. The YCRN remain committed to remaining one of the most effective and highest recruiting research networks in the country. The YCRN core team working closely alongside the network research teams will ensure that this aim is achievable.
On going Work Programme

	Topic 
	Description
	Timetable
	Lead

	Portfolio development
	Dissemination of new trials information to local teams
	On going
	Carol Sleigh

	
	4-6 weekly meeting between PDO and local LRN
	On going
	Carol Sleigh LRNs

	
	Weekly PDO/NM meetings to prioritise new trials applications
	On going
	Fiona Halstead Carol Sleigh

	
	Forge links with local sites and NCRN to promote inclusion of industry studies on YCRN trials portfolio
	ongoing
	Carol Sleigh

	
	SpCA and NA to attend YCN NSSG meetings
	Quarterly 
	SpCAs and NAs

	
	Quarterly meetings of NM, PDO, SpCA and NA
	Quarterly
	Carol Sleigh

	Patient recruitment
	Weekly collection of recruitment data
	On going
	Kieran Delahunt

	Reports
	Quarterly reports re regulatory process
	July, October, January, April 2009
	Kieran Delahunt

Carol Sleigh

	
	Quarterly reports re patients in trial follow up
	July, October, January, April 2009
	Kieran Delahunt

Carol Sleigh

	
	Quarterly comparison of YCRN and NCRN  recruitment figures
	July, October, January, April 2009
	Kieran Delahunt

Carol Sleigh

	
	Quarterly reports re portfolio and recruitment
	July, October, January, April 2009
	Kieran Delahunt

Carol Sleigh

	
	YCRN report to YCRN ME
	3 monthly
	Fiona Halstead

	
	CL report to YCN MB
	monthly
	David Jackson


Strategic Work Programme

	Topic
	Description
	Time table
	Lead 

	Portfolio Development
	Annual meeting of CL, NM, PDO, SpCA
	annual
	Fiona Halstead

	
	Meeting with commissioners
	May – June 2008
	Fiona Halstead

	
	Develop a regulatory process manual manual for all research staff
	March – April 2008
	Fiona Halstead

Carol Sleigh

	Funded roles
	Identify potential NA post holders
	March – April 2008
	Carol Sleigh

	
	Commencement of NA role and orientate of post holders
	May – June 2008
	Fiona Halstead

Carol Sleigh

	
	NA advisors to attend network CNS meetings
	June – March 2009
	NAs

	
	NA/PDO to set up RN network RN forum
	June –March 2009
	Carol Sleigh 

Paul Maher

	
	Review of funded posts
	ongoing
	Fiona Halstead

	CLRN
	Establish roles and responsibilities of CLRN in regulatory process
	March – May 2008
	Fiona Halstead

Carol Sleigh

	
	Review ToR of R+D Forum
	March – May 2008
	R+D Forum

	
	Confirm and appoint to posts in Regulatory Team
	May 2008
	Fiona Halstead

Carol Sleigh

	Audit
	Audit of CTA role
	April 2008
	Fiona Halstead

Carol Sleigh

	
	Audit of regulatory process
	April 2008
	Carol Sleigh

	Continued …


… Continued

	Databases
	Development of ‘EDGE’ system
	As per IT Strategy
	Kieran Delahunt

Fiona Halstead

	Future plans
	Take part in national complexity planning exercise
	
	Fiona Halstead

Carol Sleigh

	
	Take part in national benchmarking exercise
	February 2008
	Carol Sleigh


5.  Service User Partnership Group TC "Service User Partnership Group" \f C \l "1" 
5.1. Aims

To work in partnership with service users from across the Yorkshire Cancer Network (YCN) to ensure that the experiences and opinions of patients and carers are taken into account in the development of locally led research projects and in the core business of the YCRN.
· Re establish the Yorkshire Cancer Research Network User Partnership Group (YCRN UPG).
· Develop clear and transparent Terms of Reference for the YCRN UPG.
· Ensure membership of the group reflects the diversity of the networks .population.
· Ensure that service users have the training to maximise the influence they can have on cancer research.
· Incorporate the involvement of service users in the core business of the YCRN.
· Facilitate collaborative working between service users and local researchers.
5.2. Background

The YCRN established the YCRN UPG in September 2004 with the aim of facilitating service user involvement in locally developed clinical research trial development. The YCRN attended a YCN UPG meeting to discuss service user involvement in research, it was decided by UPG members that a research sub group should be formed for those with a special interest in research. A small number of service users started to attend the sub group and membership increased as new YCN UPG members were approached and offered the opportunity to join the group. A number of attempts were made to advertise the group and to encourage patients and carers across the network to share their experiences and join the group. Service users have also been given the opportunity to register their contact details and disease site experience on a database and to be contacted when the YCRN are approached for service user input into relevant trials.
In October 2006 an event held at the Bar Convent in York with speakers giving examples of how service users had contributed to clinical research, further boosted membership. Attempts were made to identify training needs of members and to facilitate that training. Although there were a number of members who regularly attended the group, involvement in research projects was minimal due to the limited amount of locally led research and attendance at meetings reduced over time.  However members did have the opportunity to contribute to the new Macmillan research leaflet and to have input via email into a number of trials generated in other cancer research networks.
5.3. Re establishment of the YCRN UPG
5.3.1.  Stage 1

In July 2007 it was agreed with the Acting Patient Chairman to suspend the group and review its aims and objectives, look at ways of increasing membership and identify ways that members can become involved in the development of new research projects and core business of the YCRN.
The RNM and the Senior Trials Coordinator (STC) will meet with the Chairman of the initial group in February 2008 to identify steps towards re-establishing the group. 
A YCRN representative and the Chairman will approach the NCRN Consumer Liaison Lead to discuss the national approach to service user involvement in research. The NCRN Consumer Liaison Lead sits on the NCRI Consumer Liaison Panel and has involvement and knowledge of the workings of a number of cancer research network service user groups. She also has a wealth of experience of working with service user groups and is willing to share her expertise. 
The Chairman and the STC will approach the National Cancer Research Institute (NCRI) User Partnership Group Lead to obtain permission to attend an NCRI Clinical Studies Group meeting where active service user involvement takes place. This will allow us to observe at first hand the input service users can give in this setting and would inform our local approach to partnership working.
The STC has volunteered to become a member of the national Research Network Managers working group to establish guidelines on service user involvement. The aim of the working party is for RNM to share their experiences and best practice and provide guidance for setting up new groups.
The UPG Chairman and the STC will attend a variety of established research network UPG meetings to observe groups that work effectively so that we can identify an effective approach to re-establishing the YCRN group and training needs.
The YCRN will build links with the Leeds Clinical Trials Unit (CTU) to facilitate service user involvement in the research projects they initiate. This would ensure that local researchers who approach the CTU for support in project development are encouraged to involve network service users in study development. 
The UPG Chairman and STC will work to build links with INVOLVE and Macmillan Cancer Bacup to ensure that YCRN UPG members are approached for involvement in national initiatives instigated by these groups.
5.3.2. Stage 2
Based on the experienced gained in stage 1 the NM, STC and UPG Chairman will review the Terms of Reference (ToR) of other established service user groups to inform the review of the YCRN UPG ToR. It is essential that the ToR accurately reflect what we as a network can offer to service users in terms of involvement and influence in network business.
The YCRN will identify ways of disseminating information about the UPG and establish strategies to ensure that membership of the group accurately represents the diversity of the YCN. Approaches to continually review and increase membership will also be identified along with modes and content of training for new group members.
In partnership with the network research teams the YCRN will look at ways to approach patients who have completed the active phase of trials treatment to offer information about the UPG and the opportunity to join the group. This will ensure that the membership of the group grows and patients are encouraged to share their experiences.
The YCRN is also committed to identifying ways of ensuring that service users are involved in the core business of the YCRN. The YCRN acknowledges that service user involvement may take a number of forms and opportunities will be established for service users to inform decisions made within the YCRN.
5.3.3. Stage 3
Using the plans formed in stage 2 the YCRN will strive to recruit service users to the group ensuring a diverse membership with options available for the amount and frequency of involvement for all individuals. Strategies will be in place to ensure that we continually build on the group membership. The YCRN will facilitate and advertise the training that will be available to UPG members.
The YCRN will use the links built up with the CTU and local researchers to ensure that service users are approached when potential new research projects are discussed. An annual report will identify the type and degree of service user involvement in research projects and core business of the YCRN.

Work Programme
	Topic
	Description
	Time table
	Lead 

	Stage 1
	Approach the NCRN Consumer Liaison Lead to discuss the national approach to service user involvement in research. 
	March 2008
	Carol Sleigh

	
	The UPG Chairman and the STC will approach the NCRI User Partnership Group Lead to ask permission to attend an NCRI Clinical Studies Group meeting where active service user involvement takes place
	March 2008
	Carol Sleigh

Trevor Mitchell

	
	The STC would become a member of the national NM working group to establish guidelines on service user involvement
	As soon as group established
	Carol Sleigh

	
	Attend a variety of established UPG group meetings to identify an effective approach to re-establishing the YCRN group and training needs
	March – May 2008
	Carol Sleigh

Trevor Mitchell

	
	Build links with the Leeds Clinical Trials Unit (CTU) to facilitate service user involvement in the research projects they are initiating
	March 2008
	Carol Sleigh

Fiona Halstead

	
	Build links with INVOLVE and Macmillan Cancer Backup to ensure that group members are approached for involvement in national initiatives instigated by these
	March - April 2008
	Trevor Mitchell


Continued …
	Stage 2
	Review the Terms of Reference (ToR) of other established groups to inform the review of the YCRN UPG ToR
	June 2008
	Carol Sleigh

Fiona Halstead

Trevor Mitchell

	
	Identify ways of disseminating information about the group and establish strategies to ensure a membership that represents the diversity of the YCN. Establish ways of  continually reviewing and increasing membership. Identify modes of training
	June - August 2008
	Carol Sleigh

Trevor Mitchell 
Paul Maher

	
	With network staff agreement link in with network research teams to approach patients who have completed the active phase of trials treatment to share their experiences or become group members
	June - August 2008
	Carol Sleigh

Fiona Halstead

Network Representatives

	
	Identify ways of ensuring that service users are involved in the core business of the YCRN
	June – August 2008
	Carol Sleigh

Fiona Halstead

Trevor Mitchell

	Stage 3
	Recruit service users to the group. 
	September 2008 onwards
	Carol Sleigh

Trevor Mitchell

	
	Use the links built up with the CTU and local researchers to ensure that service users are approached when potential new research projects are discussed
	September 2008 onwards
	Carol Sleigh

Fiona Halstead

	
	Ensure processes are in place to continually build on the groups membership
	September 2008 onwards
	Carol Sleigh

Trevor Mitchell

	
	Facilitate training
	September 2008 onwards
	Paul Maher


Continued …

… Continued

	
	Re commence meetings
	January 2009
	Carol Sleigh

Trevor Mitchell

	
	Continue to expand service user contact database
	September onwards
	Carol Sleigh

Kieran Delahunt


6. Training and Education TC "Training and Education" \f C \l "1" 
The purpose of this document is to outline the working programme for training and education so as to support the staff of the YCRN and the activities of the network as a whole.  The YCRN believes that training and education are central to the delivery of the modernisation agenda for the NHS (DH 2002). This document is founded on the experience of developing our own programme of education, to ensure that the workforce is equipped with the appropriate knowledge base required to meet their roles and responsibilities (DH 2003).  This work programme offers a framework for the delivery of accessible, equitable high quality training and education within the YCRN.  It outlines our commitment to a comprehensive approach to inform and support the staff of the network.
6.1. Aim

Our aim is to prioritise the identified training and educational needs in consultation with staff throughout the network, with clear outcomes that ensure high quality training and educational interventions are implemented effectively.
· To provide an education programme relevant to the needs of all research staff.
· Ensure equitable access to a constantly high quality programme of training and education to all staff groups.
· To implement the NCRN Training and Education SOP, appropriately.
· Identify resources required to allow for cost effective training to be planned, delivered and evaluated appropriately and to a high standard.
· To support Continuing Professional Development (CPD) which is designed to be sensitive to local needs and in line with the national agenda.
· Implement a thorough yet practical system of evaluation that enables an equitable approach to training that acts as a quality control mechanism for the network.
An achievable and realistic work plan will be driven by the aims outlined above.
This work plan will be reviewed within 12 months and revised appropriately.    Progress of the implementation of the working plan will be monitored by the Education and Information Manager, and a report shall be submitted annually to the YCRN ME.
6.2. Background

The YCRN believes that training and education of the workforce is a central component in developing services to successfully conduct trials and studies in cancer.  The importance of training and education for the workforce is outlined within a European Directive and other national strategic documents including the following;
· Cancer Reform Strategy (2007) DH Chapter 5.
· EU GCP Directive (2005/28/EC).
· The NHS Knowledge Skills Framework and the Development Review Process (2004) DH.
· Better Information, Better Choices, Better Health (2004) DH.
· Research Governance Framework (2001) DH.
· The NHS Plan (2000) DH.
· The NHS Cancer Plan (2000) DH.
· The 1997 International Conference on Harmonisation Good Clinical Practice Guidelines (ICH GCP) stated that:
The provision of appropriate training and education is essential to ensure that each individual involved in conducting a trial should be qualified by education, training and experience to perform his or her respective task(s).    (ICH GCP 2.8)   
6.3. NCRN Training and Education Standard Operating Procedure

The aim of the NCRN Training and Education SOP “Performing and Documenting Clinical Research Team training”, is to outline the process in place to ensure that cancer research staff are appropriately trained, have medical, scientific and clinical knowledge to conduct trials competently, and their training and qualifications are fully documented. 
Although the implementation of this SOP remains an ongoing process, the present version has already been implemented throughout the YCRN.  However, the SOP is due to be revised and updated by the NCRN.  It is envisaged that the SOP shall be further streamlined so as to be more equitable throughout the cancer networks, with funded and non funded staff alike. This will be an important development for the YCRN, who presently apply the SOP to all staff working throughout the network, regardless of their funding source.   Once this is done, the YCRN hopes to introduce the new format throughout the network.
· To implement new SOP by October 2008. 
6.4. Induction

Presently, the YCRN supports a bespoke induction programme tailored to the needs of the individual funded member of staff.  The YCRN also supports the training needs of none funded members of staff as requested by various research teams throughout the network.  This induction builds on the valuable knowledge and experience that the individual brings to the post.
· YCRN Core Team: Members of the core team carry out unique roles ranging from the network manager, IS officer, regulatory officer and senior clinical trials coordinator.  Each member of staff is given a 4 week induction, tailored to their needs as laid down in their job description.  This would include shadowing others who do a similar role in neighbouring networks. Mentors are also appointed to support new members of staff for the first 6 months.
· Research Nurse: Newly appointed research nurses are placed within a clearly defined management structure.  An induction timetable is planned by the line manager of the new member of staff.  This timetable, which is supported by the Education and Information Manager, is planned in advance and covers the initial 2-3 weeks
· Data Managers and Trial Coordinators:  Data managers and trial coordinators are allocated a mentor, and are provided with opportunities for networking with other disciplines within the research community.  Access to external staff and agencies, such as the Cancer Services Collaborative and the Clinical Trials and Research Unit is also included in the induction of a new member of staff.  To complement the comprehensive induction that each new member of staff is to receive, the YCRN aims to provide each new starter with an induction pack.  It would be our aim to be able to produce a package of training tools, presentations and references for all new starters to all these disciplines.  This is something that would assist in the induction of individuals, and in the delivery of training.
· To produce an induction package for new members of staff.
6.5. YCRN Education Programme

The YCRN has developed a comprehensive training programme based on the needs of the network staff, which is reviewed annually.   This rolling programme includes a variety of subjects including:
· Basic introduction to GCP and the EU Directives.
· Regulatory requirements.
· Valid Informed Consent.
· Data handling and CRF design.
· Recruitment.
· Consumer involvement.
This programme has incorporated local expertise as well as support from the School of Healthcare Studies at the University of Leeds, and the CTRU, also based at the university.  The programme reflects the devolved model of the network.  The rolling programme delivers all the various topics at all the different cancer units throughout the network.  This allows all staff to access the education programme in their place of work, and allows the programme to pay special attention to local educational needs.  By delivering the programme throughout the network, delegates can attend educational sessions in line with local study leave policies, as less time is spent travelling to one particular centre of training within the network.   Feedback from all sessions has been very good and suggests that the YCRN continues to address the educational needs of the staff.
It is hoped that the education programme can be further developed by including the following sessions:
· Trial design.
· Statistics for beginners.
· Relevant IT training session (EDGE, power point etc).
· Mental Capacity Act.
· Quality of life issues.
· Audit preparation.
· SOP Development.
· Time Management.
· Working as a team – What does this mean?
Ideally, we would like to see all these courses officially accredited with the RCN and the RCP, respectively.
The YCRN aspires to providing a network study day, aimed at all stakeholders, to outline the achievements, current issues and future plans of the network.
· Further sessions to be developed and added to the education programme.
· Accreditation for all courses to be sought.
· Planning and development of a Network Study day.
The YCRN Education programme has been greatly assisted by the YCRN Update, the YCRN Information Bulletin, and the Website, all of which have highlighted the profile of the planned educational events.  For further details, please refer to the communication and Information working plan.  
6.6. ICH-GCP Training

Presently, the YCRN provide 4 full days of EU Directive training.  These days are aimed at all members of the research community throughout the network.  Whilst these are effective, the YCRN plan to introduce a suite of GCP courses that provide training for a range of roles within clinical research.  This will allow all individuals to have a greater understanding of their own responsibilities and duties.    In particular, the YCRN are planning a series of educational days for the pharmacists.   This day will be accessible to pharmacists working in neighbouring networks as well as those working within our network.  The aim would be to provide delegates with a clear understanding of the principles of ICH-GCP and the EU clinical trials legislation, principles of labelling and preparation for an inspection.  A further aim would be for all such GCP courses to be accredited by relevant professional bodies.
· To develop bespoke GCP training days for the following professions:
Clinicians, Research nurses and Data Managers.
· To develop bespoke GCP training days for pharmacists.
· To ensure the effectiveness of these days can be measured and assessed.
· To secure accreditation for these training events.
6.7. Myers Briggs Type Indicator (MBTI) development

As part of the YCRNs commitment to the differing needs of the  cancer units around the network, the Education and Information Manager  hopes to run a series of MBTI courses throughout the network in 2008 (Developing Leadership Potential, Developing Effective Teams, Managing Change, Project Management, Problem-Solving and  Improving Teaching/ Training Methods). These courses will complement both the Education Programme and the Communication courses. The MBTI has broad practical application in organisations, including: developing effective teams; developing managerial potential; improving communication and resolving conflict.  It is also used extensively in educational settings. 
· To receive training in the delivery of the MBTI.
· To Pilot that training to team leaders around the network.
· To deliver that training in the cancer units of the network, concentrating on the local issues that need to be addressed.
· To review the effectiveness of the MBTI model.
6.8. National Study events

The YCRN plan to expand the local education programme by developing a series of study days aimed at attracting a more national audience.  This idea is based on the success of two study days that the YCRN developed in 2005.  In 2007 the YCRN appointed 7 Specialist Clinical Advisors (SpCA) whose role also included a responsibility to support the YCRN educational programme.  It is envisaged that the SpCA role will help develop stronger links with the NSSGs.  This in turn will help promote the research activities within the service network.   Specifically, the Specialist Clinical Advisors will contribute at least one presentation per year as part of the YCRN education programme.  As a result, the YCRN plan to run annual Site Specific Educational events.  The three events that have already taken place (head and Neck, Urology and Haematology) were well attended and received.
· To review the administrative support for the running and delivery of such events.
· To circulate notice of these events nationally so as to encourage wider catchments of delegates.
· To seek accreditation for all site specific study events.
· To  evaluate and measure the effectiveness of such events.
6.9. Communication course (The Fallowfield Model)
The YCRN has successfully rolled out the first 4 modules of the course by Professor Leslie Fallowfield called, “Communicating randomised clinical trials”.  This accredited course has already generated great interest amongst our clinicians and research nurses.  We plan to repeat the course throughout the coming year.  

The YCRN plans to work closely with the National Advanced Communication Skills Training Programme for Senior Healthcare Professionals in Cancer Care (NACST).  The NACST will be launching a unified model of training in April 2008, which will incorporate the three existing variants; Wilkinson, Fallowfield and Maguire.   Once this has been piloted, the YCRN hope to develop this unified model.  We will work closely with the YCN in the delivery of this model throughout the cancer network.

· To develop stronger training links with the YCN and the NACST
· To train a further 2 members of staff in the delivery of the communications training
· To develop a training day for Paediatric staff based on the communications model above.

6.10.  ICR Yorkshire Forum

In 2005, the YCRN developed a “Northern forum” of the ICR, accessible to all affiliated members.  This meeting takes place quarterly and supports the delivery of a series of further educational events relevant to practice. Membership entitles the individual to receive regular updates from the ICR, provide academic support, learning opportunities, and further professional development within the field of research.   The Education and Information Manager of the YCRN is the Chair of the Steering committee for the Forum, and plans to continue to support and further develop this initiative. 

· To encourage a wider  membership of the ICR Steering committee.
· To increase membership by advertising the three monthly meetings within the industrial community.
· To encourage membership of the ICR within the research community.

6.11. Standard Operating Procedures

In 2008, the YCRN would like to build on the work of the R&D forum in establishing a standard approach to the implementation of SOPs.  It is our aim to secure an agreement from all the relevant R&D departments on adopting a collection of SOPs that will be used by all, so creating a unified and standardised approach to the use of SOPs throughout the network.  These SOPs will be accessible through the YCRN website for local adoption.

· To audit the network to assess the need for a standard approach to SOPs.
· To establish a working group responsible for the reviewing and development of SOPs.
· To collate the SOPs requested and to develop any of our own needed for the functioning of the YCRN coordinating centre.
· To launch the new SOPs appropriately and ensure their use and accessibility is understood throughout the network.

6.12. Links with the National (Regional) Education and Training Manager

In 2008, the NCRN proposes to create the new post of a National (Regional) Education and Training Manager.  It is envisaged that this post will be responsible for the provision of training and education for a number of the northern networks.  The development of such a post has the potential to deliver a regional programme of training that all networks could access and contribute to, depending on their own recourses. 
The YCRN is the only network to have a dedicated Training and Education Manager.  The success and worth of such a role has been outlined in this work programme and is evident over the past 4 years of educational provision and development.  The YCRN would like to build on this success by working closely with the new regional post. We believe that we are in a strong  position to host such a post, and help that post develop a standard approach to education and training in  the regional  networks. 

· To encourage NCRN to develop the regional role as above.
· To work closely with NCRN in the writing of the Job Description for the Regional Education and Training post.  This will ensure an equitable appointment for all the northern networks.
· To meet with the newly appointed person to discuss planning regional training for 2008/9.
Work Programme

	Topic
	Description
	Time table
	Lead 

	YCRN Education Programme
	Programme of educational sessions delivered around the network in the cancer units
	Ongoing throughout the year
	Paul Maher

	TNA (all staff)
	Carried out on funded and non funded staff alike

Followed up with objectives to be achieved throughout the year.
	Ongoing throughout the year
	Paul Maher

	CTA Meetings
	Meeting of network Clinical Trial Assistants with educational input throughout the day

An educational forum allowing discussion, development and networking opportunities
	Ongoing throughout the year
	Fiona Halstead,
Paul Maher,
Carol Sleigh

	ICR Yorkshire Forum
	Meeting of regional ICR members to discuss current issues

This meeting runs every three months

Addresses current topics for expansion and discussion
	February, May, August & November 2008
	Paul Maher

	Communication Courses
	Effective communication in relation to discussing clinical trials

Delivered in various sites throughout the network.  Delivered by 2 locally trained facilitators
	March, April, July & November  2008
	Paul Maher


Continued …

… Continued
	GCP study days
	Attended by clinicians throughout the network

Delivered throughout the year.
	March 2008
	Paul Maher

	YCRN Educational Event
	Site Specific study days addressing current and upcoming trials and related issues

Targeting clinicians, surgeons, pharmacists, research nurses and CNS

Focus on one particular Site 
	March, April, May June, October & November 2008
	Paul Maher

	MBTI Study day
	Looking at relevant  elements of development that influence team productivity

Delivered to research teams and team leaders around the network.
	April, May June, July & October 2008
	Paul Maher

	Pan Northern Communication course
	Effective communication in relation to discussing clinical trials

Planning the delivery of communication training throughout the northern networks

Ensuring adequate cover of facilitators for network delivery.
	April & October 2008
	Paul Maher

	
	Re commence meetings
	January 2009
	


Strategic Work Programme

	Topic
	Description
	Time table
	Lead people

	NCRN SOP
	· Establish working group (nationally) to revise the SOP

· Review the implications of new SOP for network implementation

· Launch SOP nationally
	To implement the new SOP by October 2008
	Paul Maher (NCRN Working Group)

	Induction Pack
	· Collate tools, presentations and necessary equipment to be included in any induction pack

· To pilot the induction pack (Autumn 2008)
	December 2008
	Paul Maher



	YCRN Education Programme
	· Further sessions to be developed and added to the education programme.

· Accreditation for all courses to be sought.

· Planning and development of a Network Study day

· Plan focused IT sessions around the network
	November 2008
	Paul Maher

Kieran Delahunt


Continued …

… Continued
	Specific GCP Training
	· To develop bespoke GCP training days for the following professions:

1. Clinicians, 

2. Research nurses and 

3. Data Managers.

· To ensure the effectiveness of these days can be measured and assessed.

· To secure accreditation for these training events
	To be developed throughout the year
	Paul Maher

	GCP study day for Pharmacists
	· To liaise with the pharmacy departments throughout the network to plan the content of such days

· To secure funding for such days

· To ensure the effectiveness of these days can be measured and assessed.

· To secure accreditation for these training events
	March 2008
	Paul Maher


Continued …

…Continued
	MBTI Training programme
	· To receive training in the delivery of the MBTI (PM) 

· To Pilot that training to team leaders around the network

· To deliver that training in the cancer units of the network, concentrating on the local issues to be addressed

· To review the effectiveness of the MBTI model  

 
	To be delivered throughout the network after April 2008
	Paul Maher

	National Study Events
Continued …

National Study Events
… Continued
	· To review the need  administrative support for the Education Manager (see Governance and Finance Strategy)

· To work closely with the SpCA’s in the development of site specific educational events

· To circulate notice of these events nationally so as to encourage a wider catchments of delegates
· To seek accreditation for all site specific study events

· To  evaluate and measure the effectiveness of such events
	 July  2008
	Paul Maher

	Future Communications training course
	· To develop stronger training links with the YCN and the NACST

· To train a further 2 members of staff in the delivery of the communications training

· To develop a training day for Paediatric staff based on the communications model above.


	October 2008
	Paul Maher


Continued …

… Continued

	SOP Group
	· To audit the network to assess the need for a standard approach to SOPs

· To establish and direct  a working group responsible for the reviewing and development of SOPs

· To collate the SOPs requested and to develop any of our own needed for the functioning of the YCRNCC

· To launch the new SOP’s appropriately and ensure their use and accessibility is understood throughout the network

· To review the benefits of the SOP catalogue
	October 2008
	Paul Maher

	Establishment of the Regional Training and Education Manager 
	· To encourage NCRN to develop the regional role as stated in Working Plan.

· To work closely with NCRN in the writing of the Job Description for the Regional Education and Training post.  This will ensure an equitable appointment for all the northern networks

· To meet with the newly appointed person to discuss planning regional training for 2009/10


	January 2009
	Paul Maher 


7. Innovation & initiation of clinical research TC "Innovation & initiation of clinical research" \f C \l "1" 
Much of the research supported by YCRN, and within the NCRN portfolio, is in the form of multicentre phase III cancer treatment studies, with protocols often developed elsewhere. A major strategic aim for YCRN is to facilitate the development of original research locally, and to develop Yorkshire as a network renowned for the initiation of clinical cancer research of national and international standing. The focus will be on developing original local clinical studies that would be eligible for adoption onto the NCRN & UKCRN national portfolios.

Key to this aspiration is the development of a robust research infrastructure across the network, streamlining research governance processes, overcoming blocks within organisations, building the identity of YCRN, and increasing local researchers’ confidence in YCRN to deliver recruitment across network. These strategies are outlined earlier and will provide the foundation for the initiation of original research within Yorkshire. 

Within Yorkshire there is a wealth of expertise in a wide range of research specialties, with many local experts being represented within the NCRN Clinical Studies Groups. It is vital to harness this local expertise.
· Research leaders within YCRN will be approached to identify important clinical questions that could be addressed within the network.

Clinicians within the NSSGs provide a wealth of local expertise across a number of specialties and across professional groups, and have a unique insight into local clinical and health service issues.
· YCRN input into NSSGs will identify clinical and health service questions that could be addressed within the network.

Many local clinicians are initiating small studies, within their own organisations. The patient population of Yorkshire and the cohesive clinical network provides a valuable resource to enable local clinical trials to recruit a larger study population more quickly and effectively.
· Local studies will be identified and where appropriate rolled-out across the network.

Local clinicians out with academic teams may be unsure how to access research funding, as well as expertise in trial design and research governance processes.
· YCRN will act as a resource for local clinicians 

· to identify potential sources of funding

· to facilitate study regulatory approval

· YCRN will link closely with Leeds Clinical Trials Research Unit to provide methodological advice for local clinicians

· Where appropriate YCRN will work with local clinicians to seek adoption of studies into NCRN & UKCRN portfolios in order to access research infrastructure support.

Yorkshire as a cohesive clinical network with a robust research infrastructure would be attractive to external research organisations, which may provide additional opportunities for YCRN. Examples are onCore UK biosample collection initiative and commercial studies which is a priority area for NCRN.
· Work with onCore UK to become sample collection network

· Facilitate conduct of commercial studies within YCRN with rapid regulatory approval processes and effective recruitment. Work with NCRN to develop profile of YCRN for commercial studies.

· Identify other external opportunities to participate in external research initiatives.
	Topic
	Description
	Timetable 
	Lead

	Harness local expertise
	Identify research leaders within YCRN
	August 2008
	David Jackson

	
	Liaise with research leaders to identify clinical questions that could be addressed within network
	October 2008
	David Jackson

	Identify local opportunities
	Maintain regular YCRN input into NSSGs
	April 2008
	David Jackson

Fiona Halstead

Carol Sleigh

SpCA & NA

	
	Work with NSSGs to identify clinical & health service questions that could be addressed within the network
	October 2008
	David Jackson

Fiona Halstead

Carol Sleigh

SpCA & NA

	Utilise resource of network
	Identify studies being carried out within organisations that could be suitable for roll-out across network
	August 2008
	Fiona Halstead

Carol Sleigh

	
	Use NSSGs to discuss roll-out of studies
	October 2008
	Carol Sleigh

SpCA & NA

	Act as resource for local clinicians
	Ensure local clinicians are aware of YCRN as resource

· attendance at NSSGs

· website

· annual research meeting


	See other strategy documents
	

	
	Regulatory officers & PDO to work with clinicians to advise on regulatory approval processes
	October 2008
	Carol Sleigh

	
	Work with Leeds CTRU to provide additional expertise to potential researchers
	August 2008
	David Jackson

Fiona Halstead

	
	Liaise between clinicians and NCRN & UKCRN to facilitate adoption of studies onto national portfolios where eligible
	August 2008
	David Jackson

Fiona Halstead

	Continued  …


… Continued

	Identify external opportunities
	Work with NCRN & UKCRN to identify external opportunities for network
	Ongoing
	David Jackson

Fiona Halstead

	
	Work with NCRN to facilitate set-up & recruitment into prioritised commercial studies
	Ongoing
	David Jackson

Fiona Halstead

	
	Implement onCore UK sample collection network

· meeting for stakeholders

· work with LTHT as host organisation regarding onCore Posts

· work with pathology department to facilitate onCore sample collection
	April 2008

March 2008

March 2008
	David Jackson

David Jackson

David Jackson


8.  Conclusions TC "Conclusions" \f C \l "1" 
The Yorkshire Cancer Research Network continues to be one of the most effective research networks in the UK. It is vital to maintain and build on this success, in the face of a national trend of falling recruitment.

The main strategic aim over the next year is to ensure there is a robust infrastructure in place across the network to allow rapid implementation of national portfolio studies with effective and rapid recruitment. Over the past 5 years, YCRN has moved to a more devolved model with the majority staff placed in research teams within organisations within the network. Important developments are to ensure that these teams have appropriate skill mix, with robust line management and performance management, while building and maintaining a sense of identity within the network. Challenges to these developments include changes in NHS financial management, while opportunities include the change in function of the YCN board, with increasing clarity over commissioning of services included within clinical research, as well as changes in funding for research within the NHS, with the newly established Comprehensive Local Research Networks.

It is vital to demonstrate to local clinicians and researchers that YCRN can provide an effective platform for clinical cancer research. A major strategic aim is give ownership of strategic portfolio development to local clinicians developing the role of the NSSGs as the forum for these discussions. Portfolio strategies will be determined by the scientific value of studies, but considering local capacity constraints, and cross-referral between organisations to allow patients access to all available studies.

With YCRN providing a platform for effective clinical research, it will then become possible to exploit the opportunities that are provided within Yorkshire by local clinical and health service research expertise within a cohesive clinical network serving large population. The main strategic aim over the next 3 to 5 years is to exploit network and external opportunities to develop Yorkshire as a region renowned for innovation and the initiation of original clinical cancer research of national and international standing. 
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