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Executive Summary

The Yorkshire Cancer Research Network (YCRN) is part of the National Institute for Health Research set up to “Allow conduct of clinical trials and other well designed research to enhance the quality, speed and coordination of clinical research and integration with cancer care” The YCRN covers a population 2.6 million with an annual cancer incidence of 11,960 (Office of National Statistics 2006). It embraces 7 Hospital NHS Trusts and 6 Primary Care Trusts.

This document has the same overriding aims and objectives as the 2008/2009 Strategic Plan and updates the 2008/2009 work programmes based around the framework of our seven key work streams as detailed:

· Governance & Finance

· Portfolio development & recruitment

· Training & Education

· Information & communication

· Information systems

· Service User Partnership Group

· Innovation & initiation of original research

Progress against 2008/2009 work programmes are detailed in a separate document

1. Governance and Finance

This work programme is delivered in line with the NHS Codes of Conduct and Accountability and LTH Trust Standing Orders and Standing Financial Instructions.  Reporting structures are complex, the YCRN is accountable to the NCRN for meeting national recruitment and performance targets and financial reporting. The annual work programmes are approved at the start of each financial year and ratified by the Yorkshire Cancer Network Management Board (YCN MB).  The YCRN Clinical Lead is accountable to the YCN Medical Director and the YCN Lead Manager provides line management for the research network manager.
Reporting Structure

1.1. Yorkshire Cancer Research Network Strategy Group     (YCRN SG)

Following a consultation process in July 2008 regarding the restructure of the Yorkshire Cancer Research Network Management Executive (YCRN ME) the Yorkshire Cancer Network Management Board agreed the Terms of Reference for the new YCRN Strategy Group (YCRN SG) on the 5th November 2008.  This group will guide the strategic direction of the YCRN and complies with Cancer Research Network Peer Review. The YCRN SG meets bi annually with electronic discussion in between times if required.  The first meeting took place on Wednesday 11th March 2009. The YCRN is required to engage more effectively with commissioners on issues of financing research and PCT commissioners now sit on the YCRN SG.  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.   

1.2. Cancer Unit Meetings

The YCRN CC will ensure all constituent Trusts local research teams take part in an annual meeting with the coordinating team to discuss patient recruitment performance and best practice that feeds into the NCRN performance plan and annual report.

1.3. Peer Review

The YCRN are required to meet the Cancer Research Network Peer Review Measures and timetable and will facilitate the completion of the research measures relating to network MDTs and NSSGs and is in the context of the YCN work plan for Peer Review.  

1.4. Flexibility and Sustainability Funding

The YCRN receives NIHR Flexibility and Sustainability Funding.

“NIHR Flexibility and Sustainability Funding (NIHR FSF) provides a key source of support for the NIHR Faculty and associated workforce, providing funding to attract, develop and retain the research workforce necessary for delivering high quality health research. NHS organisations can use this funding strategically and flexibly to sustain the research workforce and achieve value for money, within clear criteria” 

Requests for funds are sought from our stakeholders at the end of the financial year against the following years budget.  The decision making process takes into account the Guidance Document April 2008 and priorities new posts, portfolio priorities, capacity issues and annual recruitment.  2008/2009 FSF has been successfully allocated to pump prime a number of posts and has been set with the expectation that CLRN will take over those post that show increased recruitment. 

Conclusion

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. The Public and Patient work programme seeks to improve their involvement in the strategic development of the YCRN service 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. The Public and Patient work programme seeks to improve their involvement in the strategic development of the YCRN service development.

	Topic
	Description
	Timetable
	Lead

	Financial reporting to NCRN
	Financial reports include budget plan, year end spend and mid year forecast 
	March 2009

May 2009 Sept  2009
	Fiona Halstead

	Performance reporting to NCRN
	YCRN annual report and one to one performance interview 
	May 2009

July 2009
	Fiona Halstead

	Clinical Trial Patient Pathway
	To develop a network wide policy for the cancer patient research pathway in line with NCRN performance targets
	Sept 2009
	Fiona Halstead Carol Sleigh    David Jackson Barry Tinkler    Sean Duffy      SpCA

	Financial implications of research
	To use the YCRN SG and YCN MB to engage with commissioners on financial issues of research approval
	Ongoing
	Fiona Halstead  David Jackson Barry Tinkler    Sean Duffy

	Peer Review
	Set time table to meet with MDT coordinators and research representatives to develop a procedure for the production of an agreed clinical trial list. 

Confirm the procedure for feedback to the NSSG 

Attend training for new Peer review Self Assessment process
	May 2009
	Fiona Halstead

Portfolio Development Officer 

Improvement and Development Manager

Office Administrator

	Cancer Unit Meeting
	Set timetable and Agenda for Cancer Unit Meetings
	May 2009
	Fiona Halstead

	FSF allocation
	Identify potential portfolios and initiatives for funding and encourage bids from stakeholders
	April 2009
	Fiona Halstead

	Corporate services funding distribution
	Ensure corporate services Funding is distributed to network Trusts at 8% of total WTE YCRN funded staff allocation 
	April 2009
	Fiona Halstead


Governance and Finance Work Programmes 2009/2010



2. Portfolio Development and Recruitment

2.1 Workforce Development

Coordinating Centre Team Structure

The coordinating centre team currently consists of Clinical Lead, Network Manager, ‘acting’ Portfolio Development Officer, a Regulatory Team consisting of 3 Regulatory Officers, Office Administrator and a Data Manager (6.6WTE).  The core team is responsible for the regulatory process, coordination of the distribution of funding, training and education and service improvement.

Network Team

The YCRN continues to fund Research Nurse and Administrative posts accounting for 90% of the total YCRN budget. 

21.1 WTE from core budget and 6.9 WTE from Flexibility and Sustainablity Funding cross the 7 network hospital Trusts. YCRN funded staff are integrated in to the Trust research team with established local line management. Staff are predominantly placed in Non surgical Oncology and Haematology reflecting the portfolio but other posts are placed in cancer genetics, psychosocial oncology, paediatric oncology and surgery.

2.1.1 Skill Mix 

CLRN posts

The YCRN has forged strong links with the two CLRNs management teams that service the YCN:

West Yorkshire CLRN (WY CLRN) will cover Airedale NHS Trust, Bradford Teaching Hospitals NHS Foundation Trust, Calderdale and Huddersfield NHS foundation Trust, Leeds Teaching Hospitals NHS Trust and Mid Yorkshire NHS foundation Trust.  

North and East Yorkshire and Northern Lincolnshire CLRN (NEYNL CLRN) will cover the York Hospitals NHS Foundation Trust and Harrogate and District NHS Foundation Trust.

It has been agreed with both CLRNs that the YCRN will continue with its current process for submitting trials applications via CSP. In West Yorkshire R+D submissions will be made to relevant acute hospital Trust R+D departments and will be processed through ‘hubs’ i.e. Airedale NHS Foundation Trust and will feed into the Bradford Teaching Hospitals NHS Foundation Trust R+D unit (West Cluster), the Leeds ‘hub’ will service Leeds Teaching Hospitals Trust (East Cluster) and the Mid Yorkshire ‘hub’ will service the Mid Yorkshire NHS Trust and Calderdale and Huddersfield NHS Foundation Trust (Central Cluster). Submissions for local Trust approval for Harrogate District NHS Foundation Trust and York Hospitals NHS foundation Trust will be submitted directly to the NEYNL CLRN. NEYNL CLRN funds 0.3 of 0.6 WTE Regulatory Officer that processes applications for Harrogate and York. Negotiations are underway for similar funding from WYCLRN for YCRN driven RM+G functions.  

WYCLRN also fund a band 7 YCRN coordinating centre Improvement and Development Manager to address cross CLRN /topic network initiatives. 

In addition a further 16.8 WTE research staff funded by WYCLRN and NEYEL CLRN will support the oncology portfolio in Yorkshire

Radiotherapy Research Radiographer

In collaboration with WYCLRN the YCRN has facilitated the development of a research radiographer, CTA and a medical physics posts to support radiotherapy NCRN trials. An initial 6 month period of YCRN induction and workplace training with the research nurse team is included. Supported by a CTA, the research radiographer will co-ordinate the trials submission process, identify suitable patients through radiotherapy booking and alert clinicians. Based in the radiotherapy department but working closely with the existing research nurse team, the research radiographer also counsels patients and completes Case Report Forms. 

Clinical Trials Assistants

The role was audited in 2008 with results showing the success of the role in freeing up Research Nurse time to concentrate on patient recruitment and support throughout the treatment stage of trials. Many CTAs have taken on the work involved in trials in the patient ‘follow up’ stage which has allowed the teams to further develop their local portfolios

Band 5 rotational post

All research teams have at some time found it difficult to attract appropriate staff into RN posts with one of the key issues identified being the lack of understanding by general nurses of the roles and responsibilities of the RN. The YCRN will pilot the secondment of a general Nurse into a Band 5 rotational Research Nurse post. This will allow Nurses to experience the RN role, which may over time establish a pool of potential new RNs. Even if Nurses decide not to continue their career as a RN they will have gained valuable experience which they can take back to general nursing colleagues in other settings to raise awareness of clinical research and to work with local research teams on the identification of future trials patients.

Surgical Oncology Research Nurse

The YCRN has developed two surgical /oncology research nurse posts working on the gastrointestinal and gynaecology portfolios again part funded by WYCLRN.  These posts support the interface between the two disciplines and those studies of surgical treatments only in their respective portfolios.  

2.1.2 Professional Development

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. The YCRN will fund the ‘back filling’ of these posts to the equivalent of 10 working days per year. As well as attending YCN NSSGs the NAs will attend network Specialist Nurse forums in the relevant disease site to establish ways of collaborative working between the locality RN and Specialist Nurses to support the recruitment of patients into clinical trials. The NAs will work together to establish a network RN forum across all disease sites.

Clinical Educator (CE Research)

The YCRN will pilot the role of CE in research at the Leeds Cancer Centre. The CE will support new and existing RNs in professional development, the meeting of role competencies and in overarching training and development of the team. The CE will also work as part of the RN team to cover periods of reduced staffing in discussion with the YCRN NM. The role will be reviewed in March 2010 to establish its effectiveness and whether a further CE to work across the network would be cost effective.

2.2 Portfolio development

There is on ongoing 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 across the network. The YCRN coordinating centre team will continue to work alongside the network research staff, SpCA , Nas and the YCN NSSGs to ensure a balanced and equitable portfolio of trials across the YCN.

2.2.1 Network Level

Specialist Clinical Advisor (SpCA)
The roles were initially for a 2 year period and a review of the role description will take place in April 2009 to see how the effectiveness of this role can be further enhanced. A new research active Consultant will be recruited into the role in each disease site. The Nurse Advisor (NA) role will be established to work alongside the SpCA (see next section).

Network Site Specific Groups

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.

National Targets

YCRN recruitment needs to be increased and we have addressed this in detail in this work programme.  We must allow sufficient time for improvements associated with our comprehensive restructure to come to fruition.  However we have been encouraged by the NRCN to set internal targets with our research teams but recognise this must be endorsed in a collaborative and supportive environment. YCRN recruitment consistently meets the DH target of 10% of cancer incidence, although our aspiration would be to significantly exceed this target. We must also address the 7.5% recruitment target into Randomised Controlled Trials which we do not currently achieve. 

YCN Work Plans
The YCRN will be working closely with the YCN on its early diagnosis and prevention and end of life work plans to the address research possibilities in each.
2.2.2 Local Trust Level

Portfolio Development Officer

The PDO continues to be a key role in the YCRN regulatory process, working alongside the local team Lead Research Nurse (LRN) to prioritise trials application’s with the aim of ensuring a balanced portfolio of trials across each research team and across the network. The coordinating centre will commence the production of a local Portfolio development and Recruitment Report which will be forwarded to LRNs one week before the PDO/LRN meetings and will be discussed at the meeting. This will lend further structure and audit trail to the meetings. It will also support the PDO in the identification of 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.

Multi Disciplinary Team (MDT) Research Representatives

As part of the Speciality Peer Review Measures, each MDT nominated a core member to act as the person responsible for championing participation in clinical trials within the MDT. The YCRN will now forge formal links with each of the Research Representatives (RRs) ensuring that they understand their role within the MDT and in ensuring Peer Review measures are met. The YCRN will provide the RR, MDT Coordinator and the MDT Lead Clinician with a report of all trials within the speciality open locally and across the network. The report will also include the inclusion/exclusion criteria and will be reviewed and updated quarterly throughout the year with the aim of promoting patients having clinical trials discussed as one of their treatment options (see YCRN Information and Communication work programme).

2.2.3 NCRN Industry adopted trials

The YCRN work closely with the NCRN Industry team to identify and disseminate information on adopted pharmaceutical trials and in the completion of feasibility and expression of interest forms from clinicians to take part in these studies. 

The YCRN request that all feasibility and expression of interest forms are submitted via the YCRN coordinating centre so that interest within the network can be recorded and reported to YCN NSSGs and the YCRN Strategy Group.

Performance monitoring of sites against their identified potential recruitment takes place between the NCRN, industry partner and the YCRN and sites are asked to record the pathways by which patients are approached as well as recruitment logs so that NCRN and industry partners can monitor activity.

2.2.4 Palliative Care

Between 2006 and 2009 there was an established portfolio of NCRN trials open to recruitment at St Gemma’s and Wheatfield’s Hospice, Leeds with a total of 296 patients recruited into portfolio trails. In 2007 the YCRN had agreed to fund 0.2 whole time equivalent Research Nurse to support this workload. Unfortunately due to a number of reasons, including the research active clinician moving to another post outside the network and the completed recruitment in a number of open trials, this research activity ended.

Palliative care has been highlighted by the NCRN and the WYCLRN as a specialist area of research and as such the YCRN plans to work with colleagues around the network to establish a group of clinicians interested in developing a local trials portfolio.

2.3 Regulatory Process

The YCRN Standard Operating Procedure (SOP) was amended in January 2009 to take into account the need to escalate issues causing long delays once trials applications have been submitted to R+D departments across the network (further changes will apply as the CSP process matures).  The aim of the amendment is to highlight and address issues that may delay an applications approval at an early stage. Requests to process trials applications are received by the PDO who prioritises the processing of applications in line with local and network priorities. All timelines within the application process will be documented via the EDGE system (see YCRN IS Strategy). 

Long delays in obtaining R+D approval for some trials are leading to a reduced length of time for teams to recruit patients before trials close. This impacts on the sites overall recruitment which may affect future levels of funding. The YCRN are working with local teams and R+D departments to address these issues as they occur.

The application process will be subject to audit in April 2009. Quarterly reports will be prepared to highlight the efficiency of the application process. 

2.4 Data Collection and Reports

2.4.1 Recruitment

The collection of weekly recruitment data is working well in the majority of sites. Recruitment data for 2008/9 has been transferred onto the EDGE web based system (see YCRN IT work programme) and the use of EDGE by sites is being rolled out over the next few months. Staff have already been trained to use the system in Mid Yorkshire, Harrogate and York and will start inputting their own local recruitment data. Local site and network wide reports can be generated from the EDGE system. A nominated person at each site will be trained to upload new document versions on the EDGE system as trials amendments are processed.

Discrepancies remain between locally held recruitment figures and those held on the UKCRN database. These discrepancies can be investigated using patient initials and trials ID number and UKCRN staff informed throughout the year to ensure that year end recruitment figures are accurate.

2.4.2 Follow up 

The audit of the CTA role in April showed the success of the role with post holders taking on the coordination of patient care in the follow up phase of trials and in the collection of data for submission to trials units. Patient follow up data will be collected from all research teams quarterly by the PDO and will be presented in the report presented 6 monthly report to the YCRN Strategy Group and end of year follow up data will be included in the YCRN annual report.
2.5 Performance Management

The shape of funding across the network broadly supports the pattern of recruitment. The YCRN on going strategy is a responsibility to the performance management of funding verses recruitment and the identification of potential areas for increased activity in addition to identifying additional funding streams.  The Network must maintain a balance between high recruiting low resources studies with complex studies but low recruitment. Closing studies when a universal reason for poor recruitment is found needs to be considered strategically in addition to establishing the impact of the follow up burden on recruitment potential. The table below shows expected recruitment against cancer incidence by first treatment and if agreed, will be used as a local performance management tool.

	Recruitment Performance Towards Expected Target

	 
	AIREDALE
	BRADFORD
	C&H
	HARROGATE
	LEEDS
	MID YORKS
	YORK
	Total

	First Seen a NYCRIS 2006
	790 
	1,486 
	1,672 
	753 
	3,177 
	2,262 
	1,632 
	11,772 

	First Treatment  c NYCRIS 2007
	460 
	963 
	885 
	336 
	4,235 
	1,006 
	617 
	8,502 

	Cancer Waiting Time  b YCN 2007
	677 
	1,565 
	1,325 
	541 
	4,555 
	1,791 
	1,509 
	11,963 *

	
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	07/08 Recruitment (counts) e

(As % of Network Total)
	173 

(15%)
	100 

(8%)
	71 

(6%)
	11 

(1%)
	685 

(58%)
	119 

(10%)
	28 

(2%)
	1,187 

(100%)

	Recruitment (Counts) % First Seen
	22%
	7%
	4%
	1%
	22%
	5%
	2%
	10%

	Recruitment (Counts) % CWT
	26%
	6%
	5%
	2%
	15%
	7%
	2%
	10%

	NCRN Target 10% of Cancer Incidence
	79 
	149 
	167
	75 
	318 
	226
	163 
	1,177 

	NCRN Target 10 % of CWT
	68 
	157 
	133 
	54 
	456 
	179
	151
	1,196 

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	07/08 Recruitment (counts RCT)
(As % of Network Total)
	14 

(2%)
	78 

(13%)
	59 

(10%)
	8 

(1%)
	406 

(66%)
	41 

(7%)
	11 

(2%)
	617 

(100%)

	Recruitment (Counts RCT) % First Seen
	2%
	5%
	4%
	1%
	13%
	2%
	1%
	5%

	Recruitment (Counts RCT) % CWT
	2%
	5%
	4%
	1%
	9%
	2%
	1%
	5%

	NCRN Target RCT 7.5% of cancer incidence
	59 
	111 
	125 
	56
	238
	170
	122
	883 

	NCRN Target  RCT 7.5% of CWT
	51 
	117 
	99 
	41 
	342 
	134 
	113 
	897 

	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Staff levels 07/08

(YCRN Core Funded)
	RN
	0.7
	1.5
	1.6
	1
	8.1
	1.3
	1.5
	15.7

	
	RA
	
	  
	
	
	 
	1 
	  
	1

	
	CTA
	0.2 
	0.8 
	  
	0.4 
	2.4 
	0.6 
	 0.6 
	5

	
	Total
	0.9 
	2.3
	1.6 
	1.4
	10.5
	2.9
	2.1
	21.7

	
	% of Total Staff
	4%
	11%
	7%
	6%
	48%
	13%
	10%
	100%


	07/08 Recruitment (counts Non- RCT)
	159 
	22 
	12 
	3 
	279  
	78 
	17 
	570 

	
	
	
	
	
	
	
	
	

	07/08 Recruitment (inc. Not counts) e

(As % of Network Total)
	217 

(14%)
	222 

(15%)
	97 

(6%)
	28 

(2%)
	788 

(52%)
	135 

(9%)
	37 

(2%)
	1,524 

	Recruitment (inc.Not Counts) % First Seen
	27%
	15%
	6%
	4%
	25%
	6%
	2%
	12.9%

	Recruitment(incl.Not Counts) % CWT
	32%
	14%
	7%
	5%
	17%
	8%
	2%
	12.7%


	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	a - 'First seen' data within YCN by trust for 2006 is from NYCRIS unpublished data 

	b - CWT data for 31-day treatment by trust for 2007 is provided YCN.
	
	
	
	
	
	
	
	
	
	

	c - 'First treatment' data by trust for 2006 is provided by NYCRIS unpublished data, which includes as follows:
	
	
	
	
	

	
	1.all chemo (Palliative treatment) / drug therapies (inc. hormone and immuno treatments)
	
	
	
	
	

	
	2.Radiotherapy (inc.brachytherapy and teletherapy treatments but exc. Palliative treatment)
	
	
	
	
	

	
	3. All surgery.
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	d - Differences between 'first treatment' and 'first seen' can include those have been refer to elsewhere OR have chose not to take any treatment at all OR those who have died before taking any treatment

	e - 07/08 Recruitment (counts and not counts) from UKCRN R005 Accrual Site and Study
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	* - reason for total number of CWT within YCN (11,963) is slightly higher than total first seen within YCN (11,772) is the latter one may not include the patients who came from outside the YCN.

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Conclusion

2006/7 and 2007/8 had seen a reduction in patient recruitment in line with the national picture. During 2008/9 recruitment has increased slightly.  The YCRN remain committed to remaining one of the most effective and highest recruiting research networks in the country.   

Main strategies for increasing recruitment are

· Identifying local and network blocks for study setup

· Working with CLRNs to implement CSP through the YCRN regulatory officers

· Identify local and network blocks to recruitment

· Work with Trusts to understand and implement changes to NHS research service support funding through CLRNs

· Identify opportunities to increasing recruitment to existing portfolio studies

· Ensure consistent and comprehensive roll out of portfolio studies across the network

· Identify additional funding streams (FSF and CLRN) and obtain funding to expand and develop research teams across the network

Our expectation is that additional funding through CLRN and the resulting increase in staffing will ensure a significant increase in recruitment.

Portfolio Development and Recruitment Ongoing Work Programme 2009/2010

	Topic 
	Description
	Timetable
	Lead

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

	
	6-8 weekly meeting between PDO and local LRN
	On going
	Carol Sleigh 

LRNs

	
	Local portfolio development and  recruitment report to be forwarded to LRN 1 week prior to LDO/LRN meeting for discussion at the meeting
	On going
	Qu Chen

	
	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

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

	
	SpCA and NA to attend YCN NSSG meetings
	Quarterly 
	SpCAs 

NAs

	
	NA advisors to attend network CNS meetings
	Quarterly
	 NAs

	
	Audit of regulatory process
	April 2008
	Carol Sleigh

	Patient recruitment
	Weekly collection of recruitment data or inputting of data directly onto EDGE system by site personnel
	On going
	Qu Chen

Site personnel

	Reports
	Quarterly reports re regulatory process
	July, October, January, April 2009
	Qu Chen

	Continued…
	Quarterly reports re patients in trial follow up
	July, October, January, April 2009
	Carol Sleigh

	
	Quarterly comparison of YCRN and NCRN recruitment figures
	July, October, January, April 2009
	Qu Chen

	
	Quarterly reports re portfolio and recruitment
	July, October, January, April 2009
	Qu Chen

	
	YCRN report to YCRN Strategy Group
	6 monthly
	Fiona Halstead

	
	CL report to YCN MB
	monthly
	David Jackson


Portfolio Development and Recruitment Strategic Work Programme 2009/2010

	Topic
	Description
	Time table
	Lead 

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

	
	Develop a regulatory process manual for all research staff
	April 2009
	Fiona Halstead

Carol Sleigh

	
	PDO to meet with interested clinicians to re establish a portfolio of NIHR palliative care trials
	February – March 2009
	Carol Sleigh

	
	YCRN to ensure service support departments are aware of CLRN funds to cover research service support costs
	On going
	Fiona Hallstead

Carol Sleigh

	Recruitment
	Establish formal links with RRs to  ensure they understand their role within the MDT and in ensuring Peer Review measures are met
	April – May 2009
	Carol Sleigh

	
	Provide quarterly reports on trials open locally and across the network to ensure that patients are considered for trials when their treatment plans are being discussed at MDT
	On going
	Qu Chen

	Peer Review
	Facilitate the completion of an annual MDT generated report to the relevant NSSG re their local portfolio of trials, reasons why any network endorsed trials are not recruiting locally and their recruitment figures.

     
	Annually
	Fiona Halstead

	
	Work with MDTs where relevant to ensure remedial action arising from NSSGs are put into place.
	On going
	Fiona Halstead

	Performance Management

Continued…
	Implement Performance Management tool
	April 2009
	Fiona Halstead

Carol Sleigh

David Jackson

	Links with YCN work programmes
	Establish links with YCN work plan Lead to ensure research possibilities are addressed 
	May 2009
	Fiona Halstead

	Funded roles
	Review role description for SpCA role 
	March 2009
	David Jackson

Fiona Halstead

Carol Sleigh

	
	Advertise and appoint to SpCA posts
	April - June 2009
	David Jackson

Fiona Halstead

Carol Sleigh

	
	Commencement of SpCA role and orientate of post holders
	July - August 2009
	David Jackson

Fiona Halstead

Carol Sleigh

	
	Review NA role description in line with changes made to SpCA role description
	March 2009
	David Jackson

Fiona Halstead

Carol Sleigh

	
	Advertise and appoint to NA posts
	April - June 2009
	Fiona Halstead 

Carol Sleigh

	
	Commencement of NA role and orientate of post holders
	July - August 2009
	Carol Sleigh

	
	NA/PDO to set up RN network RN forum
	September - March 2009
	Carol Sleigh 

Paul Maher

	
	Review of funded posts
	ongoing
	Fiona Halstead

	
	Ensure CLRN funding for RM+G processes provided by Regulatory Officers flows to YCRN
	April 2009
	Fiona Halstead

	
	Review non YCRN funded staff workforce
	April -May 2009
	Fiona Halstead

	
	Identify additional funding streams (FSF and CLRN) and obtain funding to expand and develop research teams across the network
	ongoing
	Fiona Halstead


Palliative Care Clinical Research Portfolio Work Programme 2009/2010

	Topic 
	Description
	Timetable
	Lead

	Scoping exercise
	Via YCN Palliative Care Group and direct contact with clinicians, establish those clinicians in the network with an interest in developing a local portfolio of palliative care clinical trials
	February– March 2009
	Carol Sleigh

	Support development of palliative care network
	Support clinicians in submitting bids to WY CLRN to develop the local research infrastructure
	March – April 2009
	Carol Sleigh

	
	Develop a formal or informal forum of research active palliative care clinicians and Research Nurses
	March 2010
	Carol Sleigh

	Training and education
	Along with the employing organisation, support the training needs of research staff
	On going
	Fiona Halstead

Carol Sleigh

	Administrative support 
	Support the submission of clinical trials applications for local ethics and R+D approvals
	Ongoing 
	Carol Sleigh

	Reporting mechanisms
	Collect weekly recruitment figures from research active sites
	Ongoing
	Qu Chen

	
	Provide reports to the YCN Palliative Care Group (quarterly) and YCRN Strategy Group (6 monthly) re development of the local portfolio and recruitment figures
	Ongoing
	Qu Chen


3.  Information and Communication 

3.1 Information

The primary information need of our stakeholder is to raise awareness of cancer clinical trials in Yorkshire. We must recognise the two strands to this work programme addressing the information needs of our professionals and those of our patients by different means.

Patient Awareness

The majority of patients do not know clinical research is being undertaken at their hospital site until their consultant offers entry into a clinical trial. It is intended we work with our Trusts administrative and management teams to  

· Develop an outpatient appointment letter that includes a statement highlighting the Trusts active clinical trial portfolio.  Where network Trusts have already addressed this we will audit the effectiveness of this approach.

· Implement and maintain a poster/leaflet campaign

· Promote the YCRN website as a means of accessing the Yorkshire Network Clinical Trial Portfolio

· Assess the impact of other national advertising campaigns

· Consider a Yorkshire media campaign

Professional Awareness

It is important to ensure the networks clinicians have access to valid information about trials taking place in their own locality and across the network. In response to this the YCRN will implement a number of initiative.

· Quarterly portfolio reports for each of our 84 MDTs 

· Implement the use of merchandise to include the YCRN logo and a ‘tag line’ with a view of raising awareness generally

· Promote the YCRN website as a means of accessing the Yorkshire Network Clinical Trial Portfolio and other relevant information

3.2 Communication    

Communication between local research teams and the YCRN coordinating centre is much improved with Regulatory Officers who process applications for specific Trusts and the regular Portfolio Development Meetings between the Portfolio Development Officer and the site Lead Research Nurse. We need regular consultations with our stakeholders to ensure the effectiveness of current methods for the dissemination of information and to examine the potential of new ones.

· Assess the effectiveness of the YCRN electronic Update, YCRN Information Leaflet,  EDGE database, website, annual Cancer Unit meetings

· Ensure feedback on all methods of communication through regular consultations with our stakeholders via the YCRN website forum

Information and Communication Work Programme 2009/2010

	Topic
	Description
	Timetable
	Lead

	Communication with stakeholders 
	Consult with stakeholders to discuss current and new ways of sharing information, promote website, assess impact of national advertising campaigns, consider a YCRN media campaign 
	On going
	Fiona Halstead Qu Chen

Carol Sleigh

	Merchandise, leaflets, posters
	Confirm content, order and distribute
	On going
	Fiona Halstead

	Engage MDT Coordinators, Chairs and Research Representatives to integrate research options into MDT discussion and feed this back to the relevant NSSG
	To provide a quarterly trial portfolio handbook detailing the local portfolio and pathways to other trials around the Network
	Ongoing
	Office Administrator

Portfolio development Manager

Data Manager

	YCN NSSGs
	Embed YCRN attendance at NSSGs to develop a network endorsed clinical trial portfolio 
	On going
	Fiona Halstead Carol Sleigh David Jackson 

	EDGE system
	Continue to embed this clinical trial administration system in Network
	July 2009
	Fiona Halstead

Qu Chen

	The dissemination of good practice  a network approach to working
	Establish a timetable for network fora 
	Aug 2009
	Fiona Halstead

	Dissemination of clinical trial results to professionals and public
	Develop a policy to ensure the timely communication of clinical trial results its links with NICE guidance and IOG by means appropriate to each group
	Sept 2009
	Fiona Halstead

Improvement and Development Manager

	Develop an outpatient appointment letter detailing clinical trials information
	Ensuring patients are aware Trusts have an active clinical trial portfolio
	Aug 2009
	Improvement and Development Manager


4. Service User Partnership Group

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.

Background

The YCRN established the YCRN UPG in September 2004 with the aim of facilitating service user involvement in research within the YCN. 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. The group stopped regular meetings in 2007 with a plan to review the structure and format of the group after consultation with other regional service user groups and the NCRN Consumer Liaison Panel. 

In 2008 following discussions with representatives from the ECMC, CR UK, Leeds Trials Unit and Leeds Cancer Centre it was decided that a single group to service the 4 organisations will provide more opportunities for service user involvement and attract a larger group of patients and carers than one group for each organisation in isolation. 

The YCRN will work with the above organisations to organise an informal ‘open day’ in the atrium of Bexley Wing, St James University in April. The event will include display stands providing information from all of the organisations involved, examples of current service user involvement in research and information re roles currently available for service users to take on. A short presentation, with contributions from representatives from each organisation will be played on a wall mounted television in the atrium of Bexley Wing, on a loop system to maximise the number of people who will be able to view it.

Attendees will be encouraged to leave their contact details and will be invited to a further informal presentation if they would like more in-depth information on the organisations involved. At this stage role descriptions will be available for YCRN Strategic Group and Portfolio Development Group membership and attendees will be invited to apply for roles they are interested in.

At this stage the organisations will need to review the number of responses received from members of the public and establish how the group will move forward.

Service User Partnership Group Strategic work programme 2009/2010

	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 2009
	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 2009
	Carol Sleigh



	
	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 2009
	Carol Sleigh



	
	Build links with the Leeds Clinical Trials Unit (CTU) to facilitate service user involvement in the research projects they are initiating
	March 2009
	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 2009
	Carol Sleigh

	
	Hold ‘Patients and public Involvement in Cancer Research’ event
	April 25th 2009
	Carol Sleigh

(as YCRN representative)

	
	Organise information meetings for people who left contact details at the above event
	June – July 2009
	Carol Sleigh

	
	Hold informal one to one meetings for those who have expressed interest in becoming a member of the YCRN Strategy Group or the YCRN Portfolio Development Group
	September – October 2009
	Carol Sleigh

	
	Review the response from members of the public and establish how the group will move forward
	November -December 2009
	Carol Sleigh




5. Training and Education 

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.  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.

The 2008/2009 Training and Education Work Programme was compromised by the departure of the Training and Education Manager half way through the year.  The post remains unfilled as a review of core posts and assessment of the feasibility of a regional training and education manager continues in partnership with our neighbouring networks.  However a detailed education programme in association with Phlexglobal has been agreed for 2009/2010 and is detailed below in addition to Network led initiatives.

Training and Education Work Programme 2009/2010

	Topic
	Description
	Time table
	Lead 

	YCRN Education Programme
	Programme of educational sessions delivered around the network in the cancer units
	Ongoing throughout the year - see below
	Fiona Halstead

Eleanor Moore

	Communication Courses
	Effective communication in relation to discussing clinical trials

Delivered in various sites throughout the network.  Delivered by a trained facilitator
	April, July & November  2009
	Paul Maher

	Introduction to GCP study days
	Attended by all relevant Network staff 

Delivered within each Trust throughout the year.
	Six days commencing April 2009
	Phlexglobal Fiona Halstead

Eleanor Moore

	GCP Update
	Attended by all relevant Network staff  who have previous GCP training

Two hour GCP Update Delivered within each Trust throughout the year
	Sixteen Sessions commencing April 2009
	Phlexglobal Fiona Halstead

Eleanor Moore

	Inspection Readiness
	Attended by all relevant Network staff 

To assist staff in developing a strategy for undertaking a successful audit or inspection
	Four Sessions commencing April 2009
	Phlexglobal Fiona Halstead

Eleanor Moore

	Monitoring
	Attended by all relevant Network staff 

To focus staff on the skills needed to monitor non Pharmaceutical trials
	Two days commencing April 2009
	Fiona Halstead

Phlexglobal

Eleanor Moore

	Essential Research Nurse
	Intended for new research nurses and those considering a move into the role
	Four days commencing April 2009
	Phlexglobal Fiona Halstead

Eleanor Moore

	Personal Effectiveness

Presentation skills 

Time Management

Continued…
	Intended for all network staff interested in developing these essential skills
	Four days commencing April 2009
	Phlexglobal Fiona Halstead

Eleanor Moore

	MBTI Study day
	Examining elements of development that influence team productivity

Delivered to research teams and team leaders around the network.
	May, June, July & October 2009
	Paul Maher

	IT/EDGE Training
	Focused IT/EDGE sessions around the network
	Ongoing
	James Goulding

Qu Chen

	YCRN Educational Event
	In collaboration with the YCN implement Site Specific study days addressing current and potential trials and related issues

Targeting clinicians, surgeons, pharmacists, research nurses and CNS
	Ongoing
	Improvement and Development Manager and Portfolio Development Manager

SpCA

	Ensure training opportunities are advertised comprehensively
	Implement strategy for training adverts to be circulated in hard copy to all network groups, to be placed on email update and website
	Ongoing
	Office Administrator

Portfolio Development Manager

Data Manager  -Qu Chen

	Induction Pack
	Roll out amended national induction pack to Network trusts and gather feedback
	April 2009
	YCRN Training Link

Fiona Halstead

	Training Needs Analysis /Knowledge and Skill Framework  
	In line with YCRN Service Level Agreement ensure all funded staff have line management support and have access to continuing professional development
	To recommence in April 2009
	YCRN Training Link (to be detailed in a the WYCLRN funded Improvement and Development Manager 

	Establishment of the Regional Training and Education Manager 
	To work closely with NCRN and regional topic and CLRNs in writing the Job Description/Business case for the Regional Education and Training post.  
	May 2009
	Fiona Halstead 

	Explore the need for network Clinical Educator for Research
	Complete a scoping exercise for a post that will support/mentor new staff in the clinical area, to support experienced staff in their continued professional development, to support clinicians in their role as PI and CI
	September 2009
	Improvement and Development Manager


6. Information Systems

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. 
6.1 Databases

EDGE Clinical Trial Management System has been successfully implemented and is proving to be the best solution to the majority of the YCRN coordinating centres IT needs.  It provides a format by which all network patient recruitment can be input locally in a format that can easily be used to provide reports for network and external organisations. This information can be used locally for the production of presentations, local and annual reports. Performance reports are generated from the system by the YCRN Data Manager for all Network Site Specific Groups and local Portfolio Development Meetings.  Ongoing training sessions and support are provided at site by the YCRN data manager.  

The YCRN coordinating centre are working closely with the EDGE development team in Southampton to continue to develop bespoke functions.  We will be piloting the ‘Trials Application Process dashboard’ in 2009/10 as a means of monitoring, evaluating and auditing the efficiency of the YCRN Trials Application Process in line with CSP.  It is also intended we develop the system in line with the local Patient Pathway Management (PPM) system to preclude the need for double data entry. We are confirming the levels of administration rights in order that the system becomes the Network Clinical Trials Contacts database.
6.2 Website

The IS Officer has successfully launched the new YCRN website.  In 2009-2010 feedback will be sought from the Network teams in relation to its structure and content to ensure the information displayed is presented in a way that is accurate, concise and informative for patients, carers and professionals.  The site also consists of a Training and Education portal which includes

· Training courses content and availability  

· On line booking system

· Training and Education administration support.

The site includes a content management system (CMS) developed to enable easy web based updates to the site with no specialist knowledge.

Information Systems Work Programme 2009/2010

	Topic
	Description
	Timetable
	Lead

	Embed the EDGE system in the Network


	Encourage staff to input recruitment data in order to secure activity based funding streams

Provide ongoing training sessions and support to local sites 

Encourage feedback and continue to develop a bespoke system with the Southampton team

Continue to develop the EDGE system in line with PPM

Pilot ‘Clinical Trial Dashboard’
	Ongoing
	Qu Chen

Regulatory Team



	EDGE Pro forma to be signed off by each Trust


	Pro Forma detailing Trust agreement and action plan to be signed off as sites go live
	July 2009
	James Goulding

	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
	June 2009
	Kieran Delahunt

All YCRN staff

	Maintain and update  the website
	Ensure designated responsibility and timetable for the maintenance of the site within the YCRN coordinating centre
	April 2009
	Fiona Halstead

Office Administrator


7. Innovation & initiation of clinical research

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.

7.1 Research Design Service, LYBRA and White Rose Consortium

Ensure links are made with the following organisations:

7.1.1 Research Design Services (RDS) which map into the areas covered by Strategic Health Authorities (SHA). The RDS unit servicing the Yorkshire and Humber SHA is based within the Clinical Trials Unit at Leeds University and Clinical Trials Unit at York University. The aim of the service is to help researchers develop and design high quality research proposals for submission to national peer-reviewed funding competitions for applied or social care research. Advice such as trial design, application of funding, health economic and Patient and Public Involvement can be sort. 

7.1.2 Leeds York Bradford Research Alliance (LYBRA) will match people who want to improve services with the academic staff who can help them to work out what to do, leading to better care for service users across the cities of Leeds and Bradford. The LYBRA consortium includes LIHS, Health Sciences at the University of York, the main NHS organisations and social services in Leeds and Bradford, in addition to other city and regional organisations including the Strategic Health Authority and Yorkshire Forward.

7.1.3 The White Rose University Consortium is a strategic partnership between Yorkshire’s leading research universities of Leeds, Sheffield and York. Their role is to ensure effective collaboration between the three universities. “We do not provide funding, however we facilitate and support our partner universities encouraging creativity and innovation to ensure that together they can secure funding and resources to pursue their research, teaching and enterprise initiatives. In addition we work with a range of other regional and national bodies such as Yorkshire Forward to drive key initiatives that benefit both the universities and encourage inward investment into the region”.

Innovation & initiation of clinical research Work Programme 2009/2010

	Topic
	Description
	Timetable 
	Lead

	Harness local expertise
	Identify research leaders within YCRN
	
	David Jackson

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

	Identify local opportunities
	Maintain regular YCRN input into NSSGs and Audit programmes
	Ongoing
	David Jackson

Fiona Halstead

Carol Sleigh

SpCA & NA

	
	Work with NSSGs to identify clinical & health service questions that could be addressed within the network
	Ongoing
	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

Form strong links with local organisations charged with integrating research findings and increasing the quantity and quality of health services research including RDS/White Rose Consortium and LYBRA
	August 2009
	Fiona Halstead

Carol Sleigh

	Act as resource for local clinicians

Continued…
	Ensure local clinicians are aware of YCRN as resource

· attendance at NSSGs

· website

· annual research meeting


	See other strategy documents
	

	
	Work with Leeds CTRU to provide additional expertise to potential researchers
	August 2009
	David Jackson

Fiona Halstead

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

Fiona Halstead

	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
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