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Executive Summary

Key achievements of the network during 2010-11

The Lancashire and South Cumbria Cancer Research Network (LSCCRN) has achieved its
long held ambition to recruit more than 7.5% of cancer patients into NIHR cancer portfolio
studies. We are delighted with our Network team’s performance and on-going commitment.

Portfolio

The Network has a wide breadth of cancer studies available to our local population and we
have developed further access for renal and head and neck cancer studies this year. Priority
has been given to National Institute for Health Research (NIHR) industry studies but external
factors, after significant time spent on feasibility and trials set-up, have resulted in two further
studies not being opened to recruitment as planned.

Total number of NIHR studies open in the
75
network(throughout the year)
Total number of NIHR commercial studies 4
open(throughout the year)
Research recruitment activity
Number of Recruitment expressed as a
individuals percentage of cancer
recruited incidence
Patients recruited to all NIHR CRN 907 13.1%
cancer portfolio studies open in the
network
Patients recruited to Randomised 549 8.2%

Controlled Trials

Patients recruited to NIHR CRN 18 0.27%
adopted commercial studies

Total non-patient participants 34
recruited to all NIHR CRN cancer
portfolio studies

Patients recruited to optional sub- 142
studies

Total recruitment to jointly supported | 174
studies (not “owned” by NCRN)
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Recruitment into Randomised Controlled Trials (RCT) has increased in 2010-11 (8.2% vs.
6.3%) and this is attributable to the on-going determination of all the LSCCRN team
members, as well as our associates in Upper GI, Respiratory and Palliative Care to provide
access to high quality cancer studies for our patients. This is the first year that the Network
has succeeded in meeting the National Cancer Research Network’s (NCRN) RCT ambition
locally. Non RCT recruitment has increased to its highest level in four years (4.9% vs. 4.0%)
with the support provided by the Cumbria and Lancashire Comprehensive Local Research
Network (C&L CLRN) staff. This has been achieved without a full year of occupied posts but

has benefitted from retrospective pools of patients being accessible.

Total annual recruitment to NIHR portfolio studies

1000

W Individuals recruited to s
E Individuals recruited to s

creening/prevention/diagnostic studie
creening/prevention/diagnostic studie
@ Pre-malignant patients (non-RCT)
Wl Cancer patients, including recruits to NIHR CRN-adopted commercial studies (non-RCT)
M Pre-malignant patients (RCT)
E Cancer patients, including recruits to NIHR CRN-adopted commercial trials (RCT)

sfother non-patient recruits (non-RCT)
sfother non-patient recruits (RCT)

Network resources

Funding source

Number of
Individuals in post

Whole Time
Equivalent/PA

% of workforce

NCRN 19 14.6 53
CLRN 9 8.3 30

FSF 4 3.1 11
Other 2 1.6 6
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The staffing structure for the Network has continued to increase since 2009 with evolution
towards a more devolved model rather than a centralised/hybrid model favoured since our
inception. This development is under constant review in light of recent C&L CLRN
appointments and on-going NHS re-structuring.

Cancer peer review

Following the Internal Validation of the Network in 2009-10 we have completed transfer of
our host arrangements to Lancashire Teaching Hospitals NHS Foundation Trust. Service
Level Agreements are being revised accordingly.

Network initiatives

Notable initiatives that have impacted upon clinical practice include:

o Radiotherapy department-led initiative to increase the effectiveness and efficiency of
research in the radiotherapy setting. This has directly developed the service as a whole
and is leading towards increasing use of Image Modulated Radiotherapy Treatment
(IMRT), increasing the overall quality of patient service and capacity to take part in future
IMRT studies

o Participation in trials such as Import Low have supported increased tumour bed clip
compliance, aiding radiotherapy planning for patients whether trial participant or not.

e Early access for patients to new compounds only currently available within a clinical trial
setting

e The requirement of advanced training methods necessitated by trial participation has
been of particular benefit to surgical colleagues and will benefit non-trial patients in the
future.

¢ Review of breast pathology results, particularly HER2 status has improved service
delivery for all breast cancer patients.

Key priorities for the Network in 2011-12 and beyond
¢ Network performance-

0 inclusion of robust performance targets within Service Level Agreements for
Network funding

0 Assessment of research staff capacity and cost effectiveness
e Portfolio balance and delivery

0 Review of portfolio that retains patient access to trials whilst managing longer
term sustainability and local clinician engagement

0 Reduction in time to recruit first participant into common cancer studies
e Industry

0 Access to NIHR industry income to ensure research post security and
expansion
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o Development of further sites working on cancer industry studies
e [Impact
0 Workforce career development opportunities

o0 Long term plan for support of translational activities
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1 Organisation and Development of Network

1.1 Overview of staffing profile
A list of all research and support staff in LSCCRN who contribute to the NIHR Cancer
Portfolio (NCRN) activity is in Appendix 2

Funding Number of Vacancies(number | Whole time Vacancies(wte)
Source individuals in | of posts) as of 31%' | equivalent as of 31%
post March 2011 March 2011
NCRN 19 0 14.6 0
CLRN 9 0 8.3 0
FSF 4 0 3.1 0
Other 2 0 1.6 0
Total 34 0 27.6 0

The “full strength” whole time equivalent (wte) staffing levels that work in some capacity on
NIHR cancer portfolio studies, assuming all vacancies are filled, has increased to
approximately 26 wte.

NCRN funding supports approximately ~50% of this (reduced from 75% in 2009-10) with a
further 12% of posts initiated by the LSCCRN’s NIHR Flexibility and Sustainability Funding
(FSF) allocation. In 2010-11 there are 4 post holders supported with NIHR FSF.

The C&L CLRN’s funding of the cancer portfolio has grown from 10 to ~30%. This is due to
an overall investment increase but also a change in its distribution. The LSCCRN originally
had to bid for C&L CLRN funding in support of consultant Programmed Activities (PAs) but
these allocations have generally been re-labelled to support nursing posts instead and is
therefore included in this year's Report. The C&L CLRN’s financial contribution to the Trusts
in support of cancer is evenly split between staff supporting Speciality Groups (and recruiting
to cancer studies) and staff placed and managed alongside the LSCCRN team. Speciality
Group staff has not been included in the staff list as wte involvement in cancer specific
activity has not been ring fenced and has been in constant flux throughout the year. Use of
the C&L CLRN'’s generic posts to support longer term absences or NIHR commercial studies
has not been possible this year as they have been committed elsewhere.

Staff retention has not been a significant issue this year despite some departures. Generally
these post holders have taken up promotions within the locality which have still benefitted
the Network in some capacity. However, our experienced research nurses do not yet have a
clear career structure within Lancashire and South Cumbria and we predict a potential loss
of staff to neighbouring networks due to disparities in Agenda for Change pay. This is an
area of concern that will be difficult to address with the constraints of no increase in budgets.
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The Network appointed one Senior Research Nurse. This role has 50% line management
responsibility and 50% portfolio workload within the Job Description (JD). An excellent
candidate took up the post but the line management element has been seriously pressured
by outstanding local recruitment. This has impacted upon release of the Research Network
Manager’'s (RNM) time for strategic planning and implementation. Delegation of some RNM
duties is essential but with no increase in funding, strategic re-direction of current LSCCRN
activities will be required.

The large increase in staff numbers has been hard won and very time consuming to instigate
in terms of Human Resources’ (HR) input and negotiations for accommodation etc. There
have been examples of significant delays in appointing staff despite funding being available
due to local issues concerning time to support recruitment, lack of suitable accommodation
and the development of tiered recruitment methods; local staff deemed ‘at risk’ are
considered first. On average staff re-appointments have taken 4-5 months. The Network
anticipates the timelines to increase significantly in 2011-12, with post agreement being
significantly delayed or perhaps halted by the increasing HR aversion to funding short term
research posts.

The Network has negotiated additional C&L CLRN funding to retain current staffing levels in
2011-12. Plans regarding support for Band 7 posts within the cancer structure have not been
supported by the C&L CLRN as considered an agenda for cancer research specifically and
not the C&L CLRN. Revised plans for staff retention and support for follow of data will be
required during 2011-12 in light of this.

Accommodation for any new staff has caused delays in appointments as Trusts reach
capacity, although space has been found by year end for posts agreed in 2010-11. The
issue arises increasingly for posts that the C&L CLRN have agreed to fund from 1 April 2011
with posts agreed but not yet advertised at the time of writing this Report (July 2011).

Such an influx of new, generally inexperienced staff both to the LSCCRN team and C&L
CLRN Specialty Groups to which we are linked, has required a huge amount of training
investment, both in terms of senior staff's support and study leave over the last two years.
This has impacted upon the team as a whole, with new ways of working introduced and
team dynamics being challenged, however benefits are how beginning to be seen. The Band
5 posts at the cancer centre in particular have been of significant note. See Section 2.5

The Network considers that in order to maintain the current levels of recruitment and follow
up, further resources are essential. If these are not forthcoming the portfolio and wide
access to cancer trials will have to be restricted in the next twelve months in order to meet
performance management objectives and maintain data quality. Essentially trials may have
to be supported on a “one out, one in” basis with the Network’s Steering Group being
required to agree which areas will and will not be supported.

There has been some increase in oncologists numbers in the last twelve months but
numbers remain significantly lower than in neighbouring networks.

Support of pathology related procedures is an increasing area of negotiation locally
(specifically at Lancashire Teaching Hospitals NHS Foundation Trust) as historically clinical
team members have not been routinely required to process samples (spin and ship).
Incorporating this element into the role will impact upon the Cancer Centre’s ability to
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support the number of studies or the wide variety of tumour groups which is supported at
present, and indeed commercial activity. Urgent discussions are on-going.

All hospitals where cancer patients are seen currently have some level of NCRN research
infrastructure.

1.2 Workforce Development

The Northern Training & Education (T&E) Regional Group was formed in January 2010 with
the responsibility of funding, developing and delivering regional training and education for
the NIHR cancer research workforce. The group is now referred to as the Northern
Workforce Development Group.

In the first six months of the Groups formation a programme of events was established and a
full time administrator appointed. The programme of events included a range of cancer
specific and generic research training courses, tailored to all levels of the cancer research
workforce. In 2010-11 the Northern Workforce group ran a total of 20 education days, across
seven subject areas and trained 366 delegates. All courses were very well evaluated by the
delegates and suggested improvements were incorporated into the 2011-12 training
programme. Appendix 2A lists the courses that the Group ran in 2010-11 including the
number of delegates for each course.

Rachel Bracewell, Research Network Manager is currently the nominated representative of
the Northern Workforce Development Group for Lancashire and South Cumbria.

Following the Network Manager undertaking the Leadership Quality Framework (LQF) 360
degree appraisal, this opportunity will be offered to experienced network staff as it has
proven to have been a very beneficial investment for the network.

We have supported our Senior Research Nurse in undertaking Good Clinical Practice (GCP)
facilitation training in order to contribute to the wider coverage of GCP training in Cumbria
and Lancashire. Releasing time to support her activity will remain an issue over the coming
year.

1.3 Integration with Cancer Service

The Network’s four Trusts’ research teams meet regularly with the majority of the clinical
oncologists to discuss trials in terms of clinical and recruitment issues and these meetings
are increasingly used to facilitate smoother patient referral pathways. Whilst trials are
undergoing local feasibility we invest in detailed patient pathway planning for trial entry to
identify any issues that may potentially arise and seek solutions prior to opening. Each of the
research teams work closely with various clinical nurse specialists and other multi-
disciplinary team (MDT) members to facilitate patient recruitment. We are encouraging
greater input from surgeons and haematologists in similar discussions if not already involved
in cross specialty trials such as ARTemis. The Network anticipates that the recently issued
Cancer Clinical Studies Group (CSG) endorsed portfolio maps will be very helpful in
focussing these discussions. The Network has invested in Microsoft Visio software to be
able to tailor the maps to the local area and include details of referral pathways both inter
and intra —network.
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All the research teams already facilitate trial entry at any possible site in the Network
particularly as several oncologists work at cancer units as well as the cancer centre. This
requires trials to be opened at some sites for trial entry and follow up when treatment occurs
elsewhere. The current regulations hinder this process in the Network’s view but decisions
on where studies are supported are always based on the most practical and feasible
pathway for the patients involved.

The Clinical Lead for Research (CLR) remains a vocal participant of the Cancer Network
Board and the Lancashire and South Cumbria Cancer Network (LSCCN) are represented in
the Research Network’s Steering Group, with one of their Clinical Directors now chairing the
group. The topic of Excess Treatment Costs (ETCs) has arisen and advice on this has been
taken from the LSCCN with regards to communication channels with PCTs in the current
NHS re-structuring.

The Network Site Specific Group (NSSG) structure has increasingly been utilised to promote
research activity via revised written reports and increasingly, CLR or RNM attendance. We
plan to increase Network attendance further in 2011-12 as staffing permits. This will include
inviting Band 6 research nurses to represent the Network upon occasion. Research is a
standing agenda item and we have been actively involved in recent Cancer Peer Review
visits in several tumour areas. The LSCCN has been supportive of elevating research’s
priority on agendas. Cancer Peer Review compliance with research related measures is
tabled in Appendix 3D. Where not 100% compliant this relates to failure on agreement of
remedial actions for clinical trials. This has been difficult to achieve as responsibility for these
measures lie with the specific NSSG or MDT. Full information has been provided and regular
oncology focussed discussions take place but are not formally recorded in a manner
sufficient for compliance to be attained. This will be an area on which we focus improvement
in 2011-12 and is included within our 2011-12 Work Programme.

The Network’s own Cancer Peer Review was 86% compliant as Service Level Agreements
across the Network were incomplete (only three out of four supplied) due to the issues
around suitable signatories within the host organisations. As the Network is now fully hosted
by Lancashire Teaching Hospitals this issue should become resolved in 2011-12.

All members of the research team have been encouraged to increase local engagement with
MDT coordinators and clinical staff as well as LSCCN'’s central contacts. The Network
Director and RNM have regular debriefings, strengthening links between the two networks.

1.4 Integration with other research infrastructure

The CLR is a member of the C&L CLRN Board as representative of all the Topic Specific
Networks (TSNs) and the RNM deputises as required. We have endeavoured to engage with
all those we represent.

Planning for the Network’s budget in 2011-12 was openly shared with the C&L CLRN and
regular discussions take place about where each team member’s funding is sourced to
ensure any posts at risk were secured. The C&L CLRN now supply a schedule of payments
to Trusts, in relation to cancer support, to enable the network to improve timely access to
funds. However this remains an ongoing issue as its utilisation is handled by the Trust locally
and can therefore be delayed by competing priorities.
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There are now nine (previously four) C&L CLRN funded staff working alongside Network
colleagues with more planned for 2011-12. The management of these posts varies between
Trusts but the Network always offer support to anyone working in the cancer research arena.
Written agreements around reporting mechanisms for such staff needs further clarification as
although line managed by the employing Trust, support for research activities has always
been successful via the Network. However the C&L CLRN has funded a lead/senior
research nurse at each acute Trust to support research staff and our effective collaboration
requires continued commitment. The working relationship between the Network and
Blackpool Teaching Hospitals NHS Foundation Trust in particular has developed very
successfully over the last year. The other three Trusts arrangements are still embedding at
this time.

All C&L CLRN funding to support cancer research activity is distributed via the Trusts’
Research and Development (R&D) departments. Access to such funding has been
dependent upon the R&D departments’ capacity to support the financial and HR activity
associated with managing the funding and this will be further hindered by the HR issues
mentioned in Section 1.1

Links with the C&L CLRN Industry Manager are open and transparent. The post has been
filled since last year’s Report having been within the Senior Manager’s remit the previous
year. The agreement that the Network’s manager leads on cancer specific NIHR commercial
activity continues. There has been collaboration in sourcing suitable investigators for
Palliative Care studies and the Network ensures that the C&L CLRN is informed of all NIHR
commercial submissions - see Section 2.4

Lancashire and South Cumbria has involvement with all the TSNs and North West managers
meet regularly around the region. Clinical Leads also have involvement via the North LRN
Forum. Participation with the groups is as time allows but is considered beneficial for the
Network. Attendance by at least one of the North West Cancer Research Networks has been
achieved where possible.

The LSCCRN is now a member of the NCRN'’s Northern Region Group. This has been
developing since September 2009 with the intention being to share best practice and take
the lead on allocated work streams. It has been an excellent forum for sharing best practice
and cross networking.

Interaction with the NW Primary Care Research Network (PCRN) is yet to fully develop
following initial contacts being made.
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2 Portfolio Development and Recruitment

2.1 Overall LRN performance 2001-2010 (Figure 1)

Total annual recruitment to NIHR potfolio studies

1000

W Individuals recruited to screening/prevention/diagnostic studies/other non-patient recruits (non-RCT)
W Individuals recruited to screening/prevention/diagnostic studies/other non-patient recruits [RCT)
EPre-malignant patients (non-RCT)

B Cancer patients, including recruits to NIHR CREN-adopted commercial studies (non-RCT)
EPre-malignant patients (RCT)

ECancer patients, including recruits to NIHR CRN-adopted commercial trials (RCT)

Figure 1: LSCCRN Total Annual Recruitment to NIHR portfolio studies 2001 to 2010-11

Recruitment into RCT studies has increased significantly in 2010-11 (8.2% vs. 6.3%) and
this is attributable to the on-going determination of our direct team members as well as our
associates in Upper Gl. The contribution of the BOSS trial to this 1.9% increase has been
noted and because inclusion of the study next year differs, there may be a fluctuation in RCT
recruitment out of our control. Excluding BOSS this year would still demonstrate a 1.1% RCT
increase. To maintain this level of recruitment it will be essential for the Network to capitalise
on cancer specific Upper Gl trials such as Real 3. Stratification of the cancer portfolio will
continue to be challenging. The ratio between RCT and non-RCT remains 60:40.
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Non RCT recruitment has increased to its highest level in four years (4.9% vs. 4.0%) with the
support provided by the C&L CLRN staff. This achievement has been without a full year of
occupied posts but has benefitted from retrospective pools of patients being accessible.

There has been a further 50% increase in pre-malignant recruitment attributable to the
BOSS study which has been supported by the Upper Gl Speciality Group team despite a
reduction in available support at East Lancashire Hospitals NHS Trust, see Section 2.2

Commercial activity has also impacted upon the Network’s recruitment, see Section 2.4

Unfortunately, LSCCRN has had no success in accessing large national screening and
prevention studies to date but maintain ambition to do so.

2.2 LRN portfolio 2010-11
The Network was asked to predict potential recruitment rates in the following year, for the
first time. Actual recruitment levels against these targets can be found in Appendix 4A.

Number of open studies in
2010-11

Number of recruiting
studies in 2010-11(2009-10
comparison)

Randomised Controlled 49 40(47)
Trials recruiting patients

Non-randomised studies 26 24(11)
recruiting patients

All studies recruiting patients 76 64(62)
All studies recruiting other 4 4(4)

participants (non-cancer)

The Network has increased its support of non-randomised trials in order to increase
recruitment potential in this area. This total also includes three sub studies; T-Frag, Rapper

and R-CHOP Pet sub study.

The Urology portfolio has maintained its growth, particularly in relation to Prostate studies.
Studies in Bladder cancer have struggled in comparison, with the Boxit trial being greatly
hindered by local staffing issues however urologists are willing to be involved in future
studies. There are plans for the development of a Bladder cancer portfolio at University
Hospitals of Morecambe Bay NHS Trust with NIHR FSF pump priming.

The Breast portfolio remains challenging with more targeted trials required but the
radiotherapy elements have seen progress. IMRT trials are now possible within the Network
following the set up process for the Co-star study in Head and Neck cancer. Surgical
involvement trials have remained problematic to progress during the year but the Network
has commenced recruitment to the Poetic study with at least one other site considering

opening very soon.
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The Network’s very successful support for a University of Manchester study in the NIHR
portfolio, Management of Older Women’s Breast Cancer, has encouraged the investigators
to expand the trial across two of our other sites on recommendation of the Network Manager
and recruitment will be seen in early 2011-12.

Haematology studies have continued to recruit with considerable expansion of selected
studies to sites other than the haematology tertiary centre at Blackpool Victoria Hospital.
Particular success has been seen for Dr Magsood Punekar at Lancashire Teaching
Hospitals with Myeloma XI. This has been a long held ambition of the Network in response
to requests from the haematology NSSG membership but it is recognised that continuation
of this requires more support from C&L CLRN funds to support adequately. Further
information can be found in each Trust’s recruitment section. See Section 2.5. Recruitment
of sufficient haematologists for the area also remains an issue.

Planned expansion into Upper Gl trials has come via the C&L CLRN posts with Speciality
Groups. BOSS is a prime example of what can be achieved when staff are able to focus on
a small number of trials and are not burdened with extensive follow up from previous studies.
The Network still requires establishment of adequate research nurse support from Upper Gl
oncology trials outside the University Hospitals of Morecambe Bay with two appointments
planned for summer 2011/12. These posts will also support Pancreatic cancer activity.

The Brain and Gynaecology national portfolios are considered weak at the current time with
little available nationally although Gynaecology should improve in 2011 with Icon 6 and Icon
8. Increased access to Melanoma studies is also considered achievable in 2011.

Access to large scale screening and prevention studies has been hindered by geographical
consideration as we are located next to two large established prevention and screening
active networks.

Portfolio developments scheduled in the 2010-11 work plan included expansion of NIHR
commercial trials to 8-10 studies. Fewer have been achieved but we are pleased with our
performance to date. See Section 2.4. Trials in Renal cancer have also been established as
planned.

Studies that the LSCCRN has been unable to open in 2010-11 are listed below alongside
the rationale.

Trial Name Site Reason

TCUK-IN All sites Identification of patient
numbers

Espac 4 ELHT/LTHTR/BTHT/UHMB Awaiting appointment of staff

STO3 UHMB and others

Real 3 UHMB and others Research Nurse support

Scope 1 LTHTR and others Radiotherapy and research
nurse support

Poetic LTHTR/UHMB Range of surgical barriers
requiring extensive input

TNT LTHTR and others Staff capacity impacted by
several post delays

Pacifico BTHT/LTHTR No staff to support

TOUCAN LTHTR/UHMB No staff to support
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The trials listed in the table above should be supported in 2011-12 with the exception of TNT
as it overlaps with the ARTemis trial.

2.3 LRN performance against forecast recruitment (academic) 2010-11
2010-11 recruitment forecasting was undertaken in email discussion with Principal
Investigators (PI) and the Network Manager. The previous year had more onus on the
Network Manager and Clinical Lead to complete this process.

Appendix 4A takes the form of a RAG report- Red, Amber and Green are used to indicate
performance against the estimate provided in 2009-10’s Annual Report. To summarise the
results:-

Total forecast patient recruitment for 2010-11 751
Total actual patient recruitment for 2010-11 907
Number of Reasons
studies
Total number of studies rated | 28 More accurate estimations in second
“green” (recruiting above year of forecasting and impact of
forecast +/- 5%) guarterly performance management of
activity has benefitted recruitment
strategies
Total number of studies rated | 21 Many instances where trial closed
“amber” (recruiting below nationally to recruitment earlier than
forecast up to 20%) planned.
Total number of studies rated | 11 5 rarer tumour/haematology conditions.
“red” (recruiting below 3 trials struggling with recruitment
forecast by more than 20%) nationally.3 had support diverted to
support other areas.

The 2011-12 forecast strategy has been changed again so that the local research nurses
have more involvement with the feasibility of recruitment estimates with the PI.

All instances of trials (the same trial may be opened at more than one site within the
Network) have been tracked against the estimates in 2010-11 with Pls and research nurses
being contacted by the Network Manager every 3 months, if behind on recruitment
schedules, to discuss mitigating circumstances and/or recruitment strategies. Email or “one
on one” discussions have taken place as well as wider discussions within NSSGs and the
Network’s Cancer Research Meetings to try to resolve issues.
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The table below compares improved timelines achieved due to these regular discussions.

Improved timelines in 2010-11

2009-10

2010-11

Trial instances(separate
trials)

31 trial instances

(14 separate trials)

38 trial instances

(24 separate trials)

Successfully recruited first 13 trials 32 trials (246% increase)
patient

First patient recruited within 5 trials 13 trials (260% increase)

4 weeks

Average time to first 68 days 57 days (19% improvement )

recruitment

Trial instance with no recruits
at three months

14 trial instances

8 trials instances(43%
decrease)

8 trial instances have not recruited a patient within their first three months of opening. Icicle
and Glacier were opened via centralised coordination ready for staff to become available to
support them. These staff members were then delayed working on RCTs and others have
low recruitment potential as rarer groups so we had to wait for suitable patients to appear.
The table below summarises the trials:-

Trial instance Open to Recruitment of first | Actions
recruitment patient
PORTEC 3 (LTHTR) 31/07/2010 31/01/2011 See
above
FOLFERA (LTHTR) 01/02/2011 21/06/2011
R-CODOX(BTHT) 23/08/2010 09/02/2011
SUPREMO(ELHT) 14/04/2010 24/08/2010
ICICLE(ELHT) 25/10/10 02/02/2011
GLACIER(ELHT) 25/10/2010 03/02/2011
GLACIER(UHMB) 13/12/2010 20/06/2011
ICICLE (BTHT) 11/02/2011 01/06/2011
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The trials listed below achieved Green status (at least 95% of estimate) either due to an
improvement in estimation process and/or due to factors specifically noted.

GREEN RECRUITERS

Trials Comments
Was considered for closure locally. Principal Investigator and team
brought forward trial introduction and kept mentioning the trial
throughout a patient’s treatment to continue awareness until patient
Persephone was eligible to enrol.
NSCCG Successful strategies for accessing retrospective patients
Scot
Chorus
Groins VI
Arctic
Patient group would be suitable for this or AML 17 so nature of patients
AML16 determined actual recruitment this year.
Myeloma XI Excellent start for second site opening
UKALL 14
Costar
Commitment to recruit to trial across Network led by Principal
Pet Neck Investigators
Convert
ET Study
Fragmatic
J Peto Malcs
Study
Fort
Mantle Cell P3
R Codox
Radicals
Rapper
Stampede
Numerous patients identified for potential recruitment prior to trial
Trapeze opening
Skin Study Active management of recruiting sites throughout
NCRN094
Avast-M
Melanoma Cohort
Study
Molemate
BOSS Addition of additional site not included in estimation
Chopin Excellent retrospective recruitment at sites
Cog
SOCS

19|Page




The studies listed below are rated RED as recruited more than 20% less than the
recruitment estimation. Generally this is due to their low target numbers or national issues.
Active monitoring has reduced the number of trials featured in this area by raising their
delivery to amber or green status throughout the year.

RED RECRUITERS

Trials Comments
Principal Investigator has been on leave and research nurse originally
supporting study has left. Had difficulties recruiting prior to this.
BOXIT Consideration being given to local trial closure.
Trial has remained opened as patients in follow up but has strategically
been a lower priority due to local conflicts with workload. Intention to
DietCompLyf re-focus when essential new personnel in place to support in 2011/12
Glacier Staff in place to support in 2011-12
Icicle Staff in place to support in 2011-12
Principal Investigators attending trial meeting in 2011 as aid to identify
Foxtrot non recruitment.
Quasar Il Unable to resolve fully prior to national closure

MRD Feasibility

Low recruitment potential by nature of the trial but opened for purpose
of access in network

Bortezomib Study

Low recruitment potential by nature of the trial but opened for purpose
of access in network

Low recruitment potential by nature of the trial but opened for purpose

RATHL of access in network

Low recruitment potential by nature of the trial but opened for purpose
R-GCVP of access in network
Tactic Unable to resolve fully prior to national closure

Low recruitment potential by nature of the trial but opened for purpose
Vortex of access in network as Patients would generally enter at The Christie
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2.4 LRN NIHR adopted commercial portfolio and performance 2010-11
(Table 2)

Local National

Number of NIHR CRN- 8.1% 29%
adopted commercial trials as
a percentage of the total of
Randomised Controlled
Trials Portfolio

Number of recruits to NIHR 3.4% 6.2%
CRN-adopted commercial
trials as a percentage of total
patients recruited to
Randomised Controlled
Trials

% of NIHR CRN adopted 57% 56%
commercial trials recruiting to
time and target (to date)

% of NIHR CRN adopted 66.6% 65%
commercial trials recruiting to
time and target (closing
2010/11)

Appendix 4B contains a RAG Report relating to NIHR commercial recruitment by the end of
2010/11 across the Network.

There were seven individual NIHR commercial studies supported in 2010-11, at up to three
local sites. Unfortunately two studies were terminated nationally before they could be
opened to recruitment. Of the remaining eight recruitment opportunities 5 have rated Green
(recruited at least 90% of the target expected at this time) and 2 are Red (recruited less than
65% than target expected at this time). The two Red rated studies both involved the Altto
trial. This trial had a design change that could not be supported by the local Principal
Investigators so ceased to recruit to the trial locally following agreement with the
pharmaceutical company involved. One trial has an amber rating having recruited between
66-89% of the planned proportion of recruitment.

Three separate trials have been supported within the NW Exemplar Project:
NCRN 069; NCRN 099 and NCRN094.

There are four recruitment opportunities, three rated green, one (for NCRN 099) rated
amber.

Of the achieving studies this year, two have had to have their contracts revised to allow
increased recruitment at the site in question.
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Trials flagged as Red have issues recruiting due to sourcing suitable patients that meet the
stringent eligibility criteria. A lot of time is invested in such patients prior to a decision to
confirm ineligibility. Such trial patients have generally been consented to receive trial specific
investigations such as scans or tissue sample reviews and are then very disappointed when
not eligible to join the study. Altto has had a higher than expected screen failure rate at
Blackpool Teaching Hospitals.

Every patient recruited to a commercial study requires significant data capture at
randomisation and throughout follow up. Electronic Case Record Forms (eCRFs) have had
both a positive and negative impact on staff supporting such studies. Data queries are
frequently flagged up at time of data entry but if a definitive answer cannot be given at that
time on a specific piece of information, some systems do not allow any further data entry for
that patient. That can lead to backlogs of data to be entered. Password access can also
delay data entry when covering staff leave or sickness with frequently long delays by the
companies or their Clinical Research Organisations (CROs).

The Network has submitted 25 Expressions of Interest (EOIs) to NIHR commercial studies
during 2010-11. In addition five other EOIs were made to commercial companies on the
basis of inclusion in the NIHR portfolio as not always known at time of first approach. All
oncologists inform the Network of EOls sent if not organised through the Network core team.

Out of the total of 30 EOIs submitted;

11 were selected

1 trial was stopped in the UK

1 trial was not adopted into the NIHR portfolio.

Out of the 30 EOIs submitted nine had contacted the potential Pl directly. In four of those
nine studies, sites within this Network were selected to go ahead.

The LSCCRN has been involved in the NIHR NW Exemplar project. This project has been
gathering evidence regarding the ability of NIHR networks to assist commercial trial set up
and recruitment.

The NIHR costing template has been effective for agreeing costs locally with the RNM
having involvement in 99% of cases. Access to all relevant costing templates is essential for
the RNM if responsible for ensuring adequate recompense for Network funding that supports
NIHR commercial activity. Reclamation of Network costs associated with NIHR commercial
studies remains an issue. NIHR guidance on this matter has been awaited since the
introduction of the costing template and is of increasing importance as economic constraints
enter the NHS. Without systematic access to these funds, maintenance and further capacity
building for commercial activity will not be possible within the Network. Initial priority has
been given to ensuring that transparent systems are introduced for Trust departments to
receive their payments for work done but opinions on when and how the Network’s staff
costs are returned vary. Access to this funding is the Network’s top priority in 2011-12.

The Network’s centralised feasibility team work very closely with the C&L CLRN Research
Management and Governance team to ensure information sourced during feasibilities is
relayed to the R&D departments ahead of a full submission. This is to ensure that enough
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time is given to review any issues, pre-submission, if requested. The Network is kept
informed of developments in RDMIS and eagerly await access to the system, due Autumn
2011.
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2.5 Trust performance

2.5.1 Lancashire Teaching Hospitals NHS Foundation Trust (Figure 2a)

Figure 2a LTHTR Recruitment of cancer patients and patients with a pre-malignancy
to NCRN portfolio studies (including adopted commercial) 2001-2011 and portfolio by
CSG for 2010-11
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Overall recruitment at LTHTR has increased by 23% over the last twelve months with 225%
increase in non RCT recruitment. The non RCT increase is a direct result of C&L CLRN
support with Band 5 staff to target retrospective cancer cases for epidemiology studies.

RCT recruitment has seen a reduction of 20% since last year. This is directly attributable to
the opening of urology studies at East Lancashire Hospital Trust, the closure of the high
recruiting radiotherapy study, CHIPP, and increasing support of both NIHR and non NIHR
commercial studies. Whilst more patients are recruited at East Lancashire there are several
examples where the patients still undergo treatment at the cancer centre and therefore data
support is required. Another factor was the Network’s decision to support one specific study,
The Skin Study, at other recruiting sites within the Network, however the radiotherapy
department at LTHTR supplied all the treatment and patients’ support. The completion of
this specific study will affect all sites. Such collaborative working needs to be borne in mind
as the team expend considerable effort for recruitment elsewhere.

However, there has been an increase seen in both NIHR and non-NIHR commercial cancer
activity. Unfortunately two studies were not initiated at very late stages after investment of
significant time to set up. The workload associated with complex commercial studies,
including monitoring visit support, has impacted upon support for replacement non-
commercial studies. There have been staff increases as required in last year’s report by 31%
March 2011 but a 33% vacancy factor (i.e. period with funding available but no individual in
post). The NIHR commercial activity has generated income that could be utilised to support
this. The publication of the NIHR’s guidance on redistribution of these funds is very welcome
and the Network is collaborating with the C&L CLRN regarding the model to be used with
LTHTR. Without access to these funds generated by commercial activity the current staff
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numbers will not be sustainable. The Network is also in discussions with the oncology
directorate regarding a continuation of collaboration on commercial activity to ensure
delivery to time and target.

The oncologists and research team at the Trust have remained committed to quality
research throughout the year and have been frequently praised for their high quality data
and data query resolution rate, particularly for electronic case record forms (eCRFs).

Lancashire Teaching Hospitals
Upper Gl
9%

Testis \

0,
Radiotherapy
1% O

Renal_/

2%

Brain
6%

Breast
12%

Prostate
19%
Colorectal
28%

Gynaecological
oncology
2%

Melanoma
5%

Lymphoma
3% Haematological
Lung Head & Neck oncology

4% 3% 2%

Colorectal has now overtaken Prostate as the highest recruiting tumour group at the Trust.
The Prostate recruitment did include patients from East Lancashire patients but now only
includes local and Morecambe Bay area patients. The increase in overall Colorectal
recruitment is epidemiology as opposed to RCT recruitment as studies in this tumour group
remain challenging. There are plans to set up more surgical trials in this area in 2011-12 as
staffing allows. The Breast portfolio continues to have the potential to increase recruitment
but surgical interest in trials such as Poetic has been slower than anticipated. Both Breast
and Prostate utilise the most NIHR commercial resources and therefore income generation.

The NIHR cancer Brain portfolio has remained poor this year but the NBT study has been
prioritised in the latter part of 2010-11 with effect. The Upper Gl recruitment reports BOSS
this year but will not in 2011-12. The Upper Gl research nurse has been promoted locally so
again the Network is aiming to support dedicated Upper Gl oncology research support. A
further delay in establishing the desired Upper Gl oncology studies will be seen as a
consequence.

As stated in last year’s report the Network has opened its first studies in Renal and
Sarcoma. Renal recruitment has performed well within the NW Exemplar Project but
Sarcoma recruitment is reliant upon links with The Christie MDT.

25|Page



Since the Trust contains the cancer centre, the follow up burden here, is the most severe
and there is a case for additional data management support being added to the current
establishment. This will not be possible without access to the NIHR commercial generated
income and increased accommodation.

Consideration of adjusting the skill mix will be required to account also for increasing
translation study requests and the initiation of Haematology studies. Sample collection,
handling and storage had been supported primarily by pathology, particularly in relation to
sample spinning and freezing. However, there are indications that these matters will revert to
the research nurses, which would impact further on capacity to support complex studies.
This will be an area of urgent discussion in 2011-12 and guidance from the NCRN would be
appreciated.

Discussions regarding the breadth of portfolio with more recognition of the demands for
Serious Adverse Event (SAE) reporting commitments, pathology support as mentioned and
information support for patients sourced from other Trusts will be commencing shortly.
Consideration is required as to whether the team can be further expanded to allow
sustainable workloads for the dedicated team or limitations to be applied to which tumour
groups can be supported.

Cancer Research staff resources for LTHFTR

Source Whole time equivalent Comments
NCRN 4.8(Band 6 and 3) Nurses and data support
CLRN 4.0(Bands 7 and 5) Includes radiotherapy physics
FSF 2.5(band8a-6) All LSCCRN FSF funds.
Other 2.0(Band 7 and Band 3) Trust and charitable funds
TOTAL 13.3 In place at 31* March 2011
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2.5.2 Blackpool Teaching Hospitals NHS Foundation Trust (Figure 2b)

Figure 2b BTHT Recruitment of cancer patients and patients with a pre-malignancy to
NCRN portfolio studies (including adopted commercial) 2001-2010 and portfolio by
CSG for 2010-11
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RCT recruitment has increased by 47% with the same level of NCRN funding available
within the Trust. Additional resources have been made maintained by the C&L CLRN
Speciality Groups in Upper GI, Respiratory and Palliative Care. It has been difficult to
maintain the increased non RCT recruitment with on-going workload pressures associated
with the Haematology portfolio and NIHR commercial activity. A band 5 post was not
retained during the year as the post holder left in August 2010 but a Band 6 post will be
advertised in 2011.This has led to a 12% vacancy factor in 2010-11.

The Haematology team are still experiencing a backlog of data as reported last year and
priority has been given in early 2011 to rectify this. It is recognised that in order to increase
both RCT and non RCT recruitment at Blackpool, priority must be given to potential new
recruitment areas such as Urology and oncology Upper Gl studies. Keen clinicians are now
in place and will be fully supported as the final nurse post is filled.

The site has been involved in a NW Exemplar study in Haematology with very rapid set up.
Recruitment to this trial has been sporadic as anticipated for this patient group. Oncologists
are also very keen to gain access to NIHR commercial studies and all clinicians are excellent
at returning Expressions of Interest to the Network.

Accommodation is an issue at this Trust but we are hopeful of a business plan for a clinical
trials area being successful in 2011.

Collaborative working between the Network and the Trust R&D department is particularly
successful.
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Cancer Research staff resources for BTHTR

Source Whole time equivalent Comments

NCRN 2.0(Band 6 and 3) Nurses and data support

CLRN 2.0(Band 6) Additional Band 1.0 to commence in
2011. Band 5 in post from April to
August 2010

FSF 0

Other 0

TOTAL 4.0 In place at 31* March 2011
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2.5.3 University Hospitals of Morecambe Bay (Figure 2c)

Figure 2c UHMB Recruitment of cancer patients and patients with a pre-malignancy to
NCRN portfolio studies (including adopted commercial) 2001-2011 and portfolio by
CSG for 2010-11
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UHMB has worked very hard to regain their RCT recruitment upward trend by increasing
RCT recruitment by 35% in 2010-11.A lot of this work was associated with support of the
Skin Study which has now unfortunately closed to recruitment. Non-RCT recruitment has
also increased by 11%. This has been with a 16% vacancy factor and is a credit to the
commitment of the established team members embracing new ways of working with their
team’s expansion.

Upper GI recruitment is now the largest recruiter at UHMB with potential for further
development. Further nursing support is recognised for this area as well as Urology and
Haematology. Myeloma XI will be supported for Haematology with support on further
Haematology trials being dependent upon its delivery. This is because two previous trials
(Myeloma IX and RCHOP 14 vs 21) did not result in recruitment due to both internal and
external factors. Urology will have support for the set up of Bladder trials in 2011-12.

The most experienced team member has accepted a C&L CLRN promotion locally but will
no longer be focussed on cancer work. Replacement for this post is under discussion.

The Trust has expressed a preference for the local research nurses to undertake trial
feasibilities, submissions and set up rather than utilise the network’s centralised service.
Therefore all trial set up activities have ceased for Morecambe Bay from spring 2011.
Support has been offered for relevant training of local staff as required. Evaluation of the
new model will take place throughout the year in collaboration with the Senior Research
Nurse and cancer research lead/champion.
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University Hospitals of Morecambe Bay
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Source Whole time equivalent Comments
NCRN 2.3 (Band 6 and 3) Nurses and data support
CLRN 2.3 (Band 6)

FSF 0
Other 0
TOTAL 4.6 In place at 31* March 2011

30|Page




2.5.4 East Lancashire Hospitals Trust (Figure 2d)
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The Network is delighted that with continuing growth of the East Lancashire team and with
the continued drive of the network’s Senior Research Nurse, the East Lancashire team have
increased RCT recruitment further by 67%.Non RCT recruitment has held steady this year
which has been an achievement in itself.

With a population of 500,000 there is still significant scope for future increases but
sustainability is our priority. The team’s first Clinical Administrator took up post in January
2011 to address follow up before significant numbers becomes an issue as with other Trusts.
Delay in appointment due to the short term nature of NIHR FSF resulted in 23% vacancy
factor equivalent.

A C&L CLRN post came into place to provisionally support Haematology and Hepato-Biliary
with the Network requesting this post holder also provided some support for Upper Gl trials
such as BOSS. The reality was the post holder focussed on Upper Gl with success in the
BOSS study but complex line management issues resulted in a strategic decision to
separate support of this study from the Network’s team. The C&L CLRN have recognised the
need for additional staff to support oncology/haematology work at East Lancashire and will
be appointing a Band 6 and Band 5, to be directly line managed by both Networks, to
support the growth in activity already seen.

The Trust have become involved in their first cancer commercial study (NIHR NW Exemplar
study in Breast) at the end of 2009-10 with early indications being promising. A second trial
is scheduled to open in July 2011.

The most significant constraints at East Lancashire there will now be accommodation for the
research team particularly at Royal Blackburn Hospital. Two/three staff currently share a one
person office with insufficient storage for site files. A temporary solution has been offered
and accepted for now but it is not a practical solution in the longer term. The pharmacy
department and aseptic services were due to have accepted repatriation of chemotherapy

3l1|Page



patients from the centre in April 2011. This has been delayed further but we hope for
resolution later in the year. This impacts on workload associated with data collection for

patients at LTHTR.
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Haematological
oncology
3%

Head & Neck
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The portfolio has expanded from six to eight CSGs over the last year. Concurrent clinics will
be an increasing barrier to research nurse support and will be under discussion locally.

Upper Gl has significant potential in respect of treatment trials and we will be supporting
Hepato-Biliary trials from within the oncology team. This has been delayed by the post

already described.

The establishment of Haematology trials in East Lancashire (AML 16 and ARTIC) over the
last year has had a disproportionate impact on the workload of the research team. This is
likely to inhibit involvement with similar studies in the near future

Source Whole time equivalent Comments
NCRN 2.6 Nurses and data support
CLRN 0
FSF 0.6 (band 3) LSCCRN FSF funds.
Other
TOTAL 3.2 In place at 31* March 2011

32|Page




2.6 Balance of the local portfolio 2010-11
The tables below refer to local recruitment against the national spread of activity. There is
no requirement to attain the same spread of activity but comment upon of similarities and

differences.

Tahle 1a: Annual Local Research Netwark patient recruitment to RCTs by CSG fram 2001/2to 2010/11

2001-2 |200-3 {20034 |2004-5 |2005-6 |2006-7 |2007-8 (20089 |2009-10 |2010-11 |%of Totallocal % of Total
Network National
Recruitment 10/11 |Recruitment 10/11
All Clinical Studies
Groups gl o 49 pli 146 20 303 303 a1 549 62,7 410
Bladder 0 0 0 2 2 3 3 4 0.7
Brain 0 0 0 0 i 1 0 0.1
Breast 30 51 7 149 £ 101 87 8 8 84
Childrens' Cancer &
Leukaemia 0 0 0 0 0 0 0 0 0 0.6
Colorectal g 6 3 3 B 26 13 5.1
Complementary
Therapies 0 0 0 0 0 0 0 0 0 0.7
Consumer Liaison 0 0 0 0 0 0 0 0 0 0.0
Gynaecological oncology 4 b 9 u 3 L] 20 3 0.7
Haematological oncology 0 20 15 it i) 23 20 ! 44
Head & Neck 0 0 0 0 0 0 0 0 13 15 12
Lung 0 7 113 37 50 75 89 i g3 18
Lymphoma b 3 9 9 7 16 15 17 10 12 14 1.2
Melanoma 0 0 0 0 0 0 g 12 10 11 0.9
Palliative Cara 0 0 0 0 0 0 0 15 a_j
Primary Care 0 0 0 0 0 0 0 0 0 0 0.0 0.0
Prostate 1 2 2 5 2 § 11 5 100 7 9.0 33
Psychosacial oncology 0 0 0 0 0 0 0 0 0 E_j
Renal 0 0 0 0 0 0 0 0 0 £ 0.7 0.7
Radiotherapy 0 0 0 0 0 0 0 0 0 98 112 0.3
Sarcoma 0 0 0 0 0 0 0 0 0 E_j
Testis 0 0 0 0 0 0 8 3 8 3 0.3 0.2
Teenage & Young Adults 0 0 0 0 0 0 0 0 0 0 0.0 0.0
Upper Gl 0 0 0 0 4 3 7 M40 16.0 70
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Tahle 1b: Annual Local Research Network patient recruitment to non-RCTs by (56 from 2001/2 to 2010/11

2001-2 |2002-3 |2003-4 |2004-5 |2005-6 |2006-7 (2007-8 |2008-9 |2009-10 (2010-11 |% of Total Locall%  of Totaﬂ
Network National
Recruitment 10/11 [Recruitment 10/11
All Clinical Studies Groupy 6 2 6 138 504 3 199 73 168 3 371 53.0
Bladder 0 0 0 & 7 0 0 0 0 0.6
Brain 0 0 § 7 241 284 30 72 94 0.7
Breast 0 0 0 a1 97 L B 1 58 9.4
Childrens' Cancer &
0 0 0 0 4 2 0 0 0
Leukaemia 0.
Colorectal 0 0 0 0 0 0 0 0 0 8.0
Complementary ) ) ) ) . ) ) ) )
Therapies 14
Consumer Liaison 0 0 0 0 0 0 0 1 1 0.0
Gynaecological oncology 0 0 0 0 0 0 0 0 0 28
Haematological oncology 4 z 34 38 0 0 1 3 3 3.
Head & Neck 0 0 0 0 1 ) 0 3 0 2.2
Lung 0 0 0 0 ) 0 0 0 0 3.1
Lymphoma 0 0 0 0 0 0 0 0 0 28
Melanoma 0 0 0 0 0 0 0 0 a8 1.6
Palliative Care 0 0 0 0 0 0 0 0 0 29
Primary Care 2 0 3 16 34 § 15 20 0.4
Prostate 0 0 0 0 120 0 0 0 0 39
Psychosocial oncology 0 0 0 0 0 0 0 0 0 4
Renal 0 0 0 0 0 0 0 0 0 0.3
Radiotherapy 0 0 0 0 0 0 0 0 0 0.1
5arcoma 0 0 0 0 0 0 0 5 2 0.2
Testis 0 0 0 0 0 0 0 0 0 1.5
Teenage & Young Adults 0 0 0 0 0 0 0 0 0 0 0.0 0.0
Upper Gl 0 0 0 0 0 34 48 4 15 53 6.3 6.1

Areas of portfolio strength locally are Upper Gl, Prostate, Lung and Colorectal (non RCT).
Radiotherapy has been productive this year but is relating to one study only which will not be
available for recruitment in 2011-12(The Skin Study).

Areas for development would be a widening of the non RCT studies available locally as and
when suitable staffing permits. Redirection of current resources for rapid recruitment gains
would alter the network’s 60:40 RCT vs non RCT ratio.

We aim to set up a range of Bladder trials in 2011-12 and consider any available Breast and
Colorectal RCTs. Two Brain trials are due to open in 2011(Gala 5 and BR14). Upper Gl
recruitment has included BOSS etc this year. We intend to retain its strength by expanding
into more treatment trials such as Real 3 and STO3.

2.7 Follow up

The Network now collates follow up data within the Edge database system introduced from
1% April 2010.This data demonstrates the huge workload associated with follow up of
patients on cancer trials. The tables below EXCLUDE patients on the treatment phase of
trials. Follow-up work can range from an annual death status form to 2 monthly visits until
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death. In addition an increasing number of trials have extended their follow up periods or

requested additional information on patients e.g. START and NWCOG3-RICE.

Trials open to

recruitment in 2010/11 LTHTR ELHT BTHTR UHMB MNetwork Total
Tumour group

Bladder 0 0 0 1
Brain 0 0 0 0
Breast 38 40 5 10 93
Colorectal 14 0 12 6 32
Gynae 5 0 0 1 G
Haematology 0 2 43 0 45
Head & Meck 7 0 0 0 7
Lung 11 22 2 17 52
Lymphoma 22 0 25 0 a7
Misc 0 0 0 0 0
Pain 1 0 0 0 1
Prostate 147 35 0 0 182
Renal 1 0 0 0 1
Sarcoma 0 0 0 0 0
Skin 26 0 0 0 26
Testis 19 0 0 0 19
([e] 1 21 2 7 31
Sub Total 293 120 89 a1 543
Closed to recruitment LTHTR ELHT BTHTR UHMEBE MNetwork Total
Tumour group

Bladder 9 0 o o 9
Brain 2 0 0 0 2
Breast 170 58 115 133 476
Colorectal 83 0 13 0 96
Gynae 27 9 12 9 57
Haematology 0 1 31 B 38
Head & Neck 0 0 0 0 0
Lung 17 0 5 1 23
Lymphoma 58 0 38 0 96
Misc 10 0 0 0 10
Pain 0 0 0 0 0
Prostate g 0 8 0 16
Renal 0 0 0 0

Sarcoma 0 0 0 0

Skin 0 0 0 0

Testis 1 0 0 0

([e] 0 0 26 12 33
Sub Total 385 68 248 161 862
Total all 078 188 337 202 1405
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In 2011-12 we will analyse the amount of time spent by each team member proportionally on
follow up work alone in comparison to recruitment support. The Network feels that more
recognition is required for the complexity and high levels of emotional and practical support
required, by cancer patients specifically, when entered into an interventional study. This is
not recognised by all Trusts and the C&L CLRN particularly in regard to the perceived value
for money/recruitment cost per patient. This will continue to become an increasing issue as
we try to maintain recruitment and provide a quality service for our patients.

The impact of continued follow up will inevitably lead to a dialogue within the Steering Group
regarding the need to redirect research nurse funding (when posts are vacant) to data
management and an inevitable fall in RCT recruitment.

2.8 Referral of patients

Currently informal arrangements exist for the referral of patients between organisations for
clinical trial entry. Some details are specified within Network guidelines but the LSCCRN
hopes to clarify these arrangements during the Cancer Peer Review process and NSSGs for
the relevant tumour groups.

Currently Sarcoma patients are treated at The Christie Hospital and enter trials there
although patients are then increasingly treated at the cancer centre. Paediatric cancer
studies are supported outside this Network and the RNM does not currently have access to
referral figures but these will be obtainable in the future.

Melanoma patients are increasingly entered into trials locally but some are still being
referred to The Christie for trial entry.

The Children’s Cancer services span across both the Greater Manchester and Cheshire
Cancer Network (GMCCRN) and the LSCCN covering a population of 4.6 million.

The Royal Manchester Children’s Hospital (RMCH) at Central Manchester University
Hospitals NHS Foundation Trust (CMUH) is the Principle Treatment Centre (PTC) and The
Christie provides radiotherapy for children. Local arrangements are that all suspected
paediatric cancers should be referred to the RMCH for initial diagnosis and assessment ,all
suspected Bone tumours are referred to Birmingham and all suspected Brain tumours are
referred directly to a Consultant neurosurgeon at RMCH. At present all chemotherapy for
children is delivered at RMCH and a decision has been made that no chemotherapy will be
delivered outside of the PCT. Lancashire Teaching Hospital Trust is the only hospital with
POSCU status but will not be delivering chemotherapy.

Managers from Lancashire and South Cumbria and Greater Manchester and Cheshire
Cancer Research Networks attend the Children’s CSG to discuss research activity and were
actively involved in the recent Peer review process. All trial activity is centred on Royal
Manchester Children’s Hospital within a balanced portfolio of commercial and non
commercial trials and every child is considered for a trial at a weekly MDT .The main
concern is the lack of formal support services in the form of POSCUs especially in the north
and south of the region, discussions are ongoing to rectify this initially in the Morecambe Bay
area.
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The LSCCRN recognises that active tracking of such referrals is beneficial See work
programme.

2.9 Activity out with the NCRN portfolio
Recruitment to cancer trials outside the NIHR cancer portfolio within the Network is very
limited.

The main site of recruitment is within LTHTR, made possible by the Trust’s investment in a
Band 7 Research Nurse, alongside the support of the Rosemere Cancer Foundation, who
have pump primed a data management post, to be later supported by commercial trial
income generation.

The recruitment below is achieved directly alongside the LTHTR NCRN team with both types
of funded staff supporting each others’ trials on a quid pro quo basis. The Network’s
centralised submission team have supported the Trust’'s cancer commercial activity to date
but will hand over this workload to a Trust employed Clinical Trial Coordinator in the summer
of 2011.

The Network provides advice to anyone seeking to initiate a cancer study within the
Network’s geography and signpost to the relevant areas.

Commercial recruitment out with NIHR cancer Portfolio
Lung-five patients in two studies.

Breast-eight patients in one study

Prostate-seven patients in one study.

Numerous requests are received to support commercial or EORTC studies outside the
portfolio. All companies are encouraged to approach the NCRN but a balance has had to be
achieved in supporting those that are counted within the portfolio and generating income to
support future activities within the cancer centre. Lancashire Teaching Hospitals’ cancer
centre has a long term strategy for cancer research and are committed to working
collaboratively with the Network. The opportunities gained participating in such research has
allowed the Trust to gain a helpful reputation in this field which has therefore attracted more
NIHR portfolio work.

The Haematology team at Blackpool decided to initiate recruitment to non NIHR portfolio
studies with use of overtime by willing team members. The Network was unable to offer
support as trials were not within the portfolio and there were no Trust funded staff to provide
a quid pro quo arrangement.

Treatment trial one patient

Non treatment trial ten patients
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3 Patient and Public Involvement

The NIHR Patient and Public Involvement (PPI) business case approved by the Department
of Health in June secures funding for PPI activity across all eight NIHR CRN Networks from
2012-2015 following The Way Forward review.

To support delivery on The NIHR CRN’s higher level objectives, PPI specific objectives
have been developed as part of the approved business case:

e PPl as part of NIHR CRN’s core business, built into annual planning and reporting

e Supporting effective engagement, making it easier for patient/carers to be involved in
the work of the NIHR CRN

e Sharing good practice, supporting innovation

e Supporting staff working in research to make best use of PPI in developing high
guality patient friendly research studies

e Strengthening partnerships with organisations offering PPI opportunities where they
can add value to the work of the NIHR CRN

In support of these objectives the PPI Lead at the NIHR-NCRN Coordinating Centre is
building on progress made to date in PPI by working with some of the research network
managers (northern region) to explore piloting development of a regional approach to
resourcing and sustaining future PPI activity.

This proposed model has been discussed with the LSCCRN Cancer Research Partnership
Group. The strong view from the Group was that involvement at a regional level is not
possible to support at this time due to the time and practicalities involved. One group
member is attending the meeting as an individual, rather than a CRPG representative, to
feedback any developments to the Group. The group as a whole are however happy to
collaborate with other research groups as has been demonstrated previously, as and when
requested; and will re-consider regional involvement when developing their future work plan.

4 Network initiatives, good practice and impact

The ongoing collaborative working arrangements between the Network and Lancashire
Teaching Hospital’s oncology directorate regarding commercial, both NIHR and non-NIHR,
cancer studies demonstrates an effective system in ensuring the Trust and Network develop
a reputation for rapid trial set-up and recruitment delivery to target. Collaboration has
ensured that patient groups are not over estimated and recruitment estimates for each trial
account are viable. Competing portfolio and non-portfolio studies are considered together
with support provided, by the appropriate personnel, to those that the clinicians consider
access to be of most benefit to patients.

Focus has been placed on initiating the pancreatic study, Espac 4. Hepato-Biliary surgery is
in East Lancashire but the trial necessitates chemo so the trial has been submitted for
approval at each of the four Trusts so this group of particularly ill patients can be treated
nearer home whenever possible. Suitable patients will be identified at the specialist MDT but
close coordination between sites will be required for a smooth patient pathway. The
feasibility has been coordinated through the Network team due to the cross referencing
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required for the patient pathway and also the issue of Excess Treatment Costs. The trial has
been a useful example to discuss with PCTs regarding this matter and a system to address
such requirements. Trial set up is still ongoing but we are confident that investment in time
on this project will benefit trial access for patients, wider than this specific trial.

Children’s services are explained in more detail in Section 2.8.

Network involvement in a locally developed study that was NIHR badged has been
invaluable to the whole team as a considerable learning experience in an area with little
academic research development to date.

The Co-star trial has been our first trial established in IMRT and we were able to recruit our
first patient speedily. The benefits of the service delivery in conjunction with this trial will be
enduring.
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Appendix 1 Summary Sheet

Pooulation 1430000) Cancer Incidence:

6670

NCRN-adopted commercial activity as a
percentage of total network recruitment of
cancer & pre-malignant pts (section 4.2}

Total numbers

participants recruited/year

Recruitment as a % of

21

Cancer patients to | Patients withpre- | Non-cancer pts | Cancer patients recruited to | cancer incidence {using a
non-commercial | malignant disease | (e.g. Screening & |NIHR CRN-adopted commercial | rate of 0.0046 cases/head
trials prevention studies) trials of population]
RCT [Non-RCTIRCT  |Non-RCT|RCT  |Non-RCT [Noopenstudies |RCT|Non-RCT|RCT Non-RCT
0012 )5l 4 0 0 e 0 0 0 Oos 0.1
W3 |6 2 0 0 14 0 0 0 0|10 00
0034 |49 6 0 0 0 0 o0 0|07 10
045 2 |18 0 0 0 0 0 0 031 24
W56 |146 308 0 0 191 l 0 0 022 16
006-7 220 3L 0 0 2 § 0 0 033 36
0078|293 199 10 0 i 0 20 0j45 il
0039|316 I Pl 0 0 ] i1 054 41
0910 344|268 i 0 fi4 g f 18 062 4l
10-11 |44 315 117 9 e 3 it 0ja.2 43
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Total annual recruitment to NIHR portfolio studie
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M |ndividuals recruited to screening/prevention/diagnostic studies/other non-patient recruits (non-RCT)
M |ndividuals recruited to screening/prevention/diagnostic studies/other non-patient recruits (RCT)

H pre-malignant patients (non-RCT)

M Cancer patients, including recruits to NIHR CRN-adopted commercial studies (non-RCT)

M pre-malignant patients (RCT)

Total number of patients recruited each to year to NCRN (now NIHR Cancer) portfolio
studies (including NCRN commercial activity)
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Appendix 2 Staff Listing

Title of post Role WIE Hospital Site supported FundingSouce ~ WTEtime  Comments

Clinical Lead Management team 0.2|Network NCRN 02

Research Network Manager Management team 1|Netwark NCRN 1

Research Phamacist Service suport {pharmacy, radiotherapyete) | 0.1 Netwark NCRN 01
Band 7 funding

Research Medical Pysics Band 82 (Service support {pharmacy, radiotherspyete) | 1|LTHTR CLRN 1|supplied
Vacant post last
six months of

Research Raciographer Service suppart (pharmacy, radiotherapyete] | 0.5|LTHTR NCRN 03(2010/11

Research Racliographer Band fa Service support (pharmacy, radiotherapyetc] | 1|LTHTR FSF 1

Senior Research Nurse Band 7 Research Nurse 1120% Network 80% ELHT NCRN 1

Clinical Trials Coordinator Data Manager 0.5|Network FSF 05

Clinical Trials Coordinator Data Manager 1|Network NCRN 1

Seretany Acministrator 0.3|Netwiork NCRN 03

Clerical Bank Administrator 1|Netwark NCRN 1

Clinical Trials Nurse{s) Band 6 Research Nurse 2|BFW CLRN !

Clinical Trials Nurse{s) Band § Research Nurse 11BFW NCRN 1

Clinical Trials Administrator Band 3 |Data Manager 11BFW NCRN 1

Senior Research Nurse Band 7 Research Nurse 1|LTHTR Other 05

Clinical Trials Nurses) Band § Research Nurse L8|LTHTR NCRN 25

Clinical Trials Administrator Band 3 |Data Manager 1|LTHTR Other 1

Clinical Trials Nurse{s) Band 6 Research Nurse 1|LTHTR o 1

Clinical Tials Practitioner(s| Band 5 |Research Nurse 3|LTHTR CLRN ]

Clinical Trals Administrator Band 3 |Data Manager 1|LTHTR NCRN 1

Clinical Trials Administrator Band 3 |DataManager 0.6|ELHT FEF 05

Clinical Trials Nurse{s) Band § Research Nurse LG|ELHT NCRN 15

Clinical Trials Nurses) Band § Research Nurse 15|UHMB NCRN 15

Clinical Trials Nurses) Band § Research Nurse 1.3|UHNB CLRN 23

Clinical Trials Administrator Band 3 |Data Manager (.8|UHMB NCRN 03
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Appendix 2A Northern Region Training and education programme

Course

Number of Courses in

Total Number of

2010-11 Delegates

Biological Agents 5 74
Communicating RCTs 5 45
Introduction to Cancer 3 89
Teamworking/Introduction

to Leadership 1 30
Intermediate Leadership 2 34
Advanced Leadership 1 12
Beyond the Basics for 3 82

CTAs/Data Managers
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Appendix 3A

Attendance summary for LRN Single Group

2010-2011
Name Representing | 26" 4™ 24™ | 20" April %
May Aug Nov attendan
3.30 3.30 ce
3.30 3.30
Mr C Surgeons X X X Y-4pm 25%
Davis
Dr A Birtle | Consultant N N N X 75%
Radiotherapy
Rosalind Radicals R&D X X X X 0%
Way Chair
M Cooper | CLRN \ X N N 75%
Pat Lord | Consumers N X N JP 50%
Bill Ryder | Consumers X N N N 75%
/ Judith
Palin
David Pharmacy N N N X 75%
Barber
Dr S Salt | Palliative Care X X X X 0%
DrN NSSG Chairs N N N X 75%
Mapstone
DrR Primary Care N X N X 50%
Thorpe
Kath CSN Director X X N X 25%
Nuttall
Dr A CSN Clinical X N N N 75%
Howat Lead
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Dr A CRN Clinical N 100%
Hindley Lead

Dr P AL 75%
Kelsey

Michelle BFW NHS Trust

Stephens

(dpty)

Rachel CRN N 100%
Bracewell

DrD MB X 50%
Eaton

Dr A EL X 50%
Mehta
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Appendix 3B

Distribution of Report

Forenami »|  Sumame « | Positon Hald M| Diepartment M| Hospital -] Town Emaill
Helen Clements Radiotherpy Unit Manager  |Rosemere Cancer Centre  |Royal Preston Hospital Preston helen clements@LTHTR nhs uk
Wiebke Appel Consultant Oncologist Lung NSSG Chair Royal Preston Hospital Preston wichke appel@Ithtr.nhs.uk
Lisa Ashmore Research Radiographer Radiotherapy Royal Preston Hospital Freston |.ashmore@lancaster.ac.uk
MNeuropathology
Kate Ashtan Biomedical Scientist Department Royal Preston Hospital Freston Katherine Ashton@LTHTR. NHS UK
Oncology Clinical Trials Room 14001, Suite 1. Main
Susan Ashworth Murse Qutpatient Department Burnley General Hospital Burnley Sue Ashworth@elht.nhs.uk
BARRCWV-IN-
cs Ball Upper Gl Surgery Upper GI NSSG Chair Fumness General Hospital  |FURMNESS Christopher.S.Ball@fgh.mbht.nhs.uk
Dave Barber Metwork Pharmacist Pharmacy Department Royal Preston Hospital Preston David Barber@LTHTR.WHS UK.
Claire Bartlett Clinical Trials Co-ordinator  |Cancer Senvices Office Rovyal Lancaster Infirmary  |Lancaster claire bartlett@mbht.nhs.uk
Bank Clinical Trials
Karen Beard Practitioner Royal Blackburn Hospital | Blackbum karen beard@elht nhs uk
Alison Birtle Consultant Oncologist Royal Preston Hospital Preston alison.birtle@Ithtr.nhs.uk
Consultant Clinical
Ashoke Biswas Oncologist Rosemere Cancer Centre  |Royal Preston Hospital Preston jay chauhan@lthtr nhs uk
Room 143 Preston Business
Rachel Bracewell Team Development Lead Centre Preston Rachel Bracewsll@Iscen.nhs.uk
Helen Brinkley Radiographer Rovyal Preston Hospital Preston helen brinkleyi@lthtr nhs uk
Sarah Brothwood Radiographer Rosemere Cancer Centre  |Royal Preston Hospital Freston sarah brothwood @lthtr nhs uk
East Lancs Hospitals NHS
Marie Burnham Chief Executive Trust Tower View Offices Blackbumn marie_burnham@elht.nhs.uk
Room213, Preston Business
Alec Burton Medical Directar Cancer Service Network Centre Preston alec burtoni@lsccn nhs uk
Research & Development
Kate Casey IManager Research & Development  Royal Lancaster Infirmary Lancaster Kate Casey@rli. mbht nhs uk
DJ Chang Consultant Surgeon UGI HPB MSSG Chair Royal Blackburn Hospital BLACKBURN david_chang@elht.nhs.uk
Room 169, Preston
Margaret Cooper Senior Manager CLRM Business Centre Preston WMargaret cooper2@lthtr.nhs.uk
lan Coulson Consultant Dermatologist | Skin NSSG chair C/O Cancer Service Network | Preston ian.coulson@elht.nhs.uk
lan Cumming Chief Executive Marth Lancashire PCT Trust Headquarters Wesham sarah-jayne.butler@northlancs.nhs.uk
Lancashire Teaching
Hospitals MHS Foundation |Chorley & South Ribble
Tony Curtis Chief Executive Trust Hospital Chorley helen.anderson@LTHTR. nhs.uk
Falalu Danwata Spr Clinical Oncology Royal Preston Hospital Preston Falalu.Danwata@LTHTR.NHS . UK
Charles Davis Consultant Meurosurgeon Brain NSSG Chair Rovyal Preston Hospital Preston Janet.Jones@LTHTR. nhs.uk
Room 143 Preston Business
Nita Desai Data Manager Centre Preston nita desai@lscen nhs uk
Mike Dohson Consultant Radiologist NSSG Chair Royal Preston Hospital Preston Mike.Dobson@LTHTR.nhs.uk
Acting Cancer Performance
Louise Donickey Manager Royal Preston Hospital Preston louise.donickey@Ithtr.nhs.uk
Consultant Medical Chemotherapy D&T NSSG
David Eaton Oncologist Chair Royal Lancaster Infirmary Lancaster david.eaton@mbht.nhs.uk
Oncology Clinical Trials
Rose Ellard Murse Rosemere Cancer Centre  |Royal Preston Hospital Freston rose.ellard@lthtr.nhs. uk
Elaine Fillingham Clinical Physicist Rosemere Cancer Centre  |Royal Preston Hospital Preston Elaine Fillingham@LTHTR nhs_uk
Amanda Finch Data Manager Blackpool Victoria Hospital | Blackpool amanda.finch@bfwhospitals.nhs.uk
Sandra Finch Modemn Matron Ribblesdale Suite Royal Preston Hospital Preston Sandra.Finch@LTHTR.NHS. UK
Helen Froggatt Cancer Support Murse Trinity Hospice Blackpool helen froggatt@bfwhospitals.nhs.uk
Consultant Medical
David Fyfe Oncologist Cncology Royal Lancaster Infirmary | Lancaster David fyfe@mbht nhs uk
Catherine Gedling R&D Manager Park View Buildings Royal Blackburn Hospital Blackbumn Catherine. Gedling@elht.nhs.uk
Director, Cumbria & Comprehensive Local Room 169, Preston
John Goodacre Lancashire Research Metwork Business Centre Preston john.goodacre@lthtr.nhs.uk
Mursing & Quality Park
Linda Gregson R&D Co-ordinator Wiew Building Royal Blackburn Hospital | Blackbum linda gregson@elht nhs uk
Morecambe Bay Acute Westmarland General
Tony Halsall Chief Executive Hospitals MHS Trust Hospital Kendal tony Halsall@mbht.nhs.uk
Caonsultant Clinical
Andrew Hindley Oncologist Royal Preston Hospital Preston Andrew Hindley@LTHTR. nhs.uk
Martin Hogg Consultant Oncologist Breast NSSG Chair Royal Preston Hospital Preston Martin.Hogg@LTHTR.nhs.uk
Blackbumn with Darwen
Judith Haolbrey Chief Executive PCT Guide Business Centre Blackbumn pam.beckett@bwdpct.nhs.uk
Laura Holmes R&D Manager Trust HQ Tenterfield Kendal Laura Holmes@mbpct nhs uk
Blackbumn with Darwen
Hilary Houghton R&D Lead PCT Guide Business Centre Blackburn hilary_houghton@bwdpct.nhs.uk
Bumley. Pendle &
John Howarth R&D Lead Rossendale PCT 31/33 Kenyen Road MNelson
Medical Director/Consultant Room 213, Preston
Alec Howat Pathologist Cancer Senice Network Business Centre Preston Alec. Howat@elht.nhs.uk
Abdalla Ibrahim Oncology Lung Burnley General Hospital Burnley abdalla.ibrahim@elht.nhs.uk
Caonsultant
Peter Isaacs Gastroenterologist R&D Chair Blackpool Victoria Hospital | Blackpool Dr.lsaacs@bfwhospitals.nhs.uk
Joyce Jones Clinical Trials Nurse IMacmillan Windmill Unit Blackpool Victoria Hospital | Blackpool joyce jones@bfwhospitals.nhs.uk
Consultant Obstetrician &
Patrick Keating Gynaecologist Gynaecology NSSG Chair |Royal Preston Hospital Freston Patrick. Keating@LTHTR.nhs . uk
Blackpool, Fylde & YWyre
Aidan Kehoe Chief Executive Hospitals MHS Trust Blackpool Victaria Hospital | Blackpool andrea.middleton@bfwhospitals.nhs.uk
Paul Kelsey Consultant Haematologist  |Haematology NSSG Chair |Blackpool Victoria Hospital  Blackpool dr.kelsey@bfwhospitals.nhs.uk
Oncology Clinical Trials
Pat Knight Murse Rosemere Cancer Centre  |Royal Preston Hospital Freston Patricia. Knight@LTHTR.NHS UK
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Radiology
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Surgeon
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Murse

Metwark Director

R&D Chair
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Consultant. Palliative Care
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R&D Chair

Chief Executive

Senior Clinical Trials Data
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Chief Executive
Consultant Surgeon, Upper
Gl

Consultant Oncologist
Data Manager
Radiographer

Lead Cancer Nurse
Radiographer

Lead Cancer Nurse
Consultant Physicist
Consultant Clinical
Oncologist

Consultant Clinical
Oncologist

Cancer Partnership Group
Facilitator

Clinical Trials Nurse
Research Radiographer
Directorate Manager
Senior Clinical Trials
IManager

LREC Charr

Consultant Oncologist
Chief Executive/Chair of
Metwark Board

Cancer Service Network
Administrator

Chief Officer

Primary Care Cancer
Lead/MSSG Chair

Clinical Trials Nurse
Clinical Trials Nurse/Acting
TDL

Lead Cancer Nurse
Oncology Clinical Trials
MNurse

Head of Physiotherapy
Lead Research &
Governance Manager
Program Mgr R&D
LREC Charr

Chisf Executive
Consultant Oncologist
Consultant Clinical
Oncologist

Chest Physician

R&D Manager

Research & Development
Coordinator

via Janet Thomas above

Haemotologist
Haematology NSSG Chair
Histopathology NSSG
Chair

Institute for Health
Research

Radiology NSSG Chair

Corporate Offices
Lancashire and South
Cumbria Cancer Serice
MNetwark

University Hospitals of
IMorecambe Bay NHS Trust
Chorley and South Ribble
PCT

Palliative Care Department
Performance Office

Lung

Cumbria PCT

East Lancs PCT

Colorectal NSSG Chair

Rosemere Cancer Centre

Cancer Serices Office

Rosemere Cancer Centre

Cancer Services MNetwork

Rosemere Cancer Centre
Cancer Unit Manager

Cancer Research MNetwork
Cumbria & Lancashire A

Blackpool PCT
Lancashire and South
Cumbria Cancer Metwork
Rosemere Cancer
Foundation

The Old Links Surgery
Cancer Senices Office

Rosemere Cancer Centre
AHP MSSG Chair
Central Lancs PCT
Cumbria & Lancashire B
Central Lancs PCT

Cncology Directorate

Rosemere Cancer Centre

Research & Development

Research & Development

Burnley General Hospital
Furness General Hospital
Blackpool Victoria Hospital

Royal Lancaster Infirmary
Royal Preston Hospital

Royal Preston Hospital
Royal Preston Hospital
Royal Preston Hospital

Alexandra Square

Royal Preston Hospital
Burnley General Hospital

Blackpool Victoria Hospital
Burnley General Hospital

Room 213, Preston
Business Centre

Royal Lancaster Infirmary

Jubilee House

Royal Preston Hospital
Royal Preston Hospital
Furness General Hospital
Royal Blackburn Hospital
Tnterfield

Royal Preston Hospital
31/33 Kenyoen Road

Blackpool Victoria Hospital
Royal Preston Hospital
Royal Lancaster Infirmary
Royal Preston Hospital
Royal Blackburn Hospital
Blackpool Victoria Hospital
Royal Lancaster Infirmary
Royal Preston Hospital

Royal Preston Hospital
Royal Preston Hospital

Preston Business Centre
Blackpool Victoria Hospital
Royal Preston Hospital
Royal Preston Hospital
Room 143, preston
Business Centre

cfo Mary Sykes

Royal Preston Hospital

Blackpool Stadium
Room 141, Preston
Business Centre

Royal Preston Hospital

104 Highbury Road East
Royal Lancaster Infirmary

Royal Blackburn Hospital
Blackpool Victoria Hospital

Royal Preston Hospital

/0 Cancer Senvice Network
Preston Business Centre
Crmskirk & District General
MNorthwest REC Centre
Jubilee House

Royal Preston Hospital

Royal Preston Hospital

Rovyal Preston Hospital

Blackpool Victoria Hospital

Burnley
Barrow-In-Furness
Blackpool

Lancaster
Preston

Freston
Preston
Preston

Lancaster

Preston
BURMNLEY

Blackpool

Burnley

Preston

Lancaster

Leyland

Preston

Preston

Barrow in Furness
Blackburn
Cumbria

Preston
MNelson

Blackpool
Preston
Lancaster
Preston
Blackburn
Blackpool
Lancaster
Preston

Preston
Preston
Preston
Blackpool
Preston
Preston
Preston
Manchester
Preston
Blackpool
Preston

Preston

St Annes on Sea
Lancaster

Blackburn
Blackpool

Preston
Preston
Preston
Ormskirk
Manchester
Leyland

Preston

Preston

Preston

Blackpool

sara.leonard@elht.nhs.uk
antheny.macheta@fgh.mbht.nhs.uk
Dr.Macheta@bfwhospitals.nhs.uk

nichelas.mapstone@rli.mbht.nhs.uk
Pierre Martin-Hirsch@LTHTR nhs_uk

louise.holden@lthtr.nhs.uk
ajay.mehta@Ithtr.nhs.uk
Douglas Mitchell@LTHTR.nhs.uk

s.m.morris@lancaster.ac.uk

Ajay Migam@bfwhospitals.nhs.uk

Jacqueline Nuttall@elht nhs uk
kath.nuttall@lsccn.nhs uk

r.oakey@nhs.net

nicky o'connor@centrallancashire nhs uk
valerie.o'donnell@lthtr.nhs.uk
susan.rice@lthtr.nhs.uk
gary.oneill2@nhs net

Alyson Wiggins@elht.nhs.uk
lisa_parry@cumbriapct nhs uk

hemant.patel@Ithtr.nhs.uk
debhbie.mccann@eastlancspet.nhs.uk

Mr.Ravi@bfwhospitals.nhs.uk
graham.read @Ithtr.nhs.uk

Mary Robinsen@mbht.nhs.uk
christina_robinson@lthtr nhs uk
Pauline . Robinson@elht.nhs.uk
elaine scarles@bfwhospitals.nhs.uk
Alison Scotti@mbht nhs uk
Glyn.Shentall @LTHTR. nhs.uk

Iuthiah.Sivaramalingam@Ithtr.nhs.uk
Geraldine Skailes@LTHTR nhs uk
jeanette.smalley@lscen.nhs.uk
leanne.smith@bfwhospitals.nhs.uk
alison.smith2@lthtr.nhs.uk

Lynne Smith@LTHTR nhs uk

helen spickett@lscen.nhs.uk
mary_sykes@northwest.nhs.uk
Shahbbir. Susnerwala@LTHTR.nhs.uk
Carolyn.ramos@blackpool.nhs.uk
janet thomas@lscen nhs uk

sue.thompson@lthtr.nhs uk

Russell Thorpe@ap-P81737.nhs.uk
Clare Tibke@mbht nhs uk

vivienne tickle@elht.nhs.uk
carol turmner@bfwhospitals.nhs.uk

nina.vekaria@lthtr.nhs.uk

lesley waltersi@lthtr.nhs.uk
john.wardle@lthtrnhs.uk

shirley. watersi@centrallancashire.nhs.uk
Sian.Parker@northwest.nhs.uk

gillian fryer@centrallancashire.nhs.uk

Marcus Wise@LTHTR nhs_uk

Elaine Young@LTHTR. nhs.uk

Lin.Melsen@lthtr.nhs.uk

michelle stephens@bfwhospitals nhs uk
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Appendix 3C Review Meeting of Clinical Lead for Research and
Network Lead Clinician

Lancashire and South Cumbria m
Cancer Services Network

NSSG CHAIRS — ANNUAL APPRAISAL FORM

2010

NAME (Appraisee):

Dr Andy Hindley

NSSG:

Research Network

APPRAISAL DATE:

Wednesday 18 August 2010

VENUE: Preston Business Centre
APPRAISER: Dr Alec Howat
APPRAISAL PREPARATION

As you are aware, one of the requirements of the Manual of Cancer Services is that NSSG
Chairs are appraised annually by the Cancer Network Medical Director. This form has been

developed to assist that process.

Your appraisal meeting will be structured around the objectives and plans for the NSSG,
particularly in relation to action plans in response to the Peer Review process and any other
national recommendations such as Improving Outcomes Guidance.

AFTER APPRAISAL

At the conclusion of your appraisal would you please sign below indicating your agreement to

the objectives set overleaf.

NN

Appraisee’s Signature: @%@b\

Date: [3/('“’ gy

Appraiser’s Signature:

[

= =y

Date:

Review Date:

&

\

August 2011
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Appendix3D  Collation of outcomes of NSSG and MDT Peer Review
Research Measures

All = North = LSCCN

Team (Click on one to drill down) Section Total SA10J. Ivi0J. PR10J
MET - LSCCN 08-14-2b - Breast Metwork 1 100% ? 100%
08-1A-2c - Lung Network 1 100% ? 100%
03-1A-2e - Gynae Network Board 1 100% 100% ?
03-1A-2f - Upper Gl Network Board 1 100% 100% ?
08-1A-2g - Urology Network Board 1 100% 100% ?
08-1C-1b - Breast NSSG 2 100% ? 100%
08-1C-1c- Lung NSSG 2 100% ? 100%
08-1C-1e - Gynae NSSE 2 100% 100% ?
08-1C-1f - Upper Gl NSSG 2 100% 100% ?
08-1C-1j- Skin NSSG 2 100% 100% ?
10-1A-2d - Network Board - Colorectal 1 100% 100% ?
10-1A-2i - Network Board - Head and Meck 1 100% 100% ?
10-1C-1i - Head and Neck NSSG 2 100% 100% ?
10-1C-2i - Thyroid NSSG 2 100% 100% ?
08-1C-1g - Urclogy NSSG 2 50% 50% ?
08-1A-2j - Skin Network Board 1 0% 100% ?
10-1C-1d - Colorectal N5SSG 2 0% 0% ?
Sub Total: 26 85% 85% 100%
WDT - Lancashire Teaching Hospitals 03-2B8-1 - Breast MDT 2 100% 50% 100%
08-2C-1 - Lung MDT 2 100% 100% ?
03-2E-2 - Specialist Gynae MDT 2 100% 100% ?
08-2F-2 - Specialist Upper GI MDOT 2 100% 100% ?
08-2G-2 - Specialist Urclogy MDT 2 100% 50% ?
08-2J-2 - Spec Skin MDT 2 100% 100% ?
10-2D-1 - Colorectal MDT 2 100% 100% ?
10-21-1 - UAT & UAT/THYROID MDT 4 50% 50% ?
Sub Total: 18 88% 78% 100%
WOT - Morecambe Bay Hospitals 03-2B8-1 - Breast MDT 2 100% ? 100%
08-2C-1 - Lung MDT 2 100% ? 100%
08-2)-1 - Local Skin MDT 2 100% 100% ?
10-2D-1 - Colorectal MDT 2 100% 100% ?
08-2F-1 - Local Upper GI MDT 2 50% 100% ?
08-2G-1 - Local Urclogy MDT 2 50% 100% ?
Sub Total: 12 80% 100% 100%
MDT - Blackpool, Fylde And Wyre Hospitals 03-2B8-1 - Breast MDT 2 100% 100% ?
08-2C-1 - Lung MDT 2 100% ? 100%
08-2E-1 - Local Gynae MDT 2 100% 100% ?
08-2F-1 - Local Upper GI MDT 2 100% 100% ?
08-2G-1 - Local Urclogy MDT 2 100% 0% ?
10-2D-1 - Colorectal MDT 2 100% 100% ?
08-2)-1 - Local Skin MDT 2 - 100% ?
Sub Total: 14 100% 83% 100%
WIDT - East Lancashire Hospitals 03-2B8-1 - Breast MDT 2 100% ? 100%
08-2C-1 - Lung MDT 2 100% ? 100%
08-2F-1 - Local Upper GI MDT 2 100% 100% ?
03-2F-3 - Specialist Pancreatic MDT 2 100% 100% ?
08-2F-4 - Pancreatic / Liver MDT 1 100% 100% ?
08-2G-1 - Local Urclogy MDT 2 100% 100% ?
08-2)-1 - Local Skin MDT 2 100% 100% ?
10-2D-1 - Colorectal MDT 2 100% 100% ?
03-2E-1 - Local Gynae MDT 2 50% 100% ?
10-21-1 - UAT & UAT/THYROID MDT 4 0% 0% ?
Sub Total: 21 84% 87% 100%
CRN - LSCCRN 10-1A-5 - Network Measures Research 3 100% 100% ?
10-5A-1 - Research Network Functions 7 86% 86% ?
Sub Total: 10 90% 90% -
MET - LSCCN - HPB 08-14-2f - Upper Gl Network Board 1 100% 100% ?
08-1C-1f - Upper Gl NSSG 2 100% 100% ?
Sub Total: 3 100% 100% -
Total: 104 88% 86% 100%
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Appendix 4A Table 1: LSCCRN Portfolio, Forecast and Actual Recruitment 2010-11

Network Forecast Network Actual Network Forecast
(5G Study Acronym RCT/non-RCT  |Recruit/study Category |Recruitment 2010-11  |Recruitment 2010-11 |recruitment 2011-12 |Comments
Bladder BOXIT RCT Cancer patients 4_ 0
Bladder Laamb RCT Cancer patients 1
Bladder Toucan RCT Cancer patients 1
Brain NBT non-RCT Cancer patients 16 33
Brain BR14 RCT Cancer patients 1
Brain Galas RCT Cancer patients 3
Breast ACU-FATIGUE RCT Cancer patients 10 0]CTR Sept 2010
Breast Artemis RCT Cancer patients 3 0 4|Not opened in 2010/11
Breast BBC-NCRN non-RCT Cancer patients 30 17 0]CTR Sept 2010
Breast DietComplyf non-RCT Cancer patients 2 10
Breast Glacier non-RCT includes pre malignant 30 0
Breast Icicle nan-RCT includes pre malignant 15 28
Breast Import Low RCT Cancer patients ) 3 0]CTR Aug 2010
Breast Import High RCT Cancer patients 3
Breast Management of Breast nan-RCT Cancer patients EN a0
Breast NCRND99 RCT Cancer patients f 4 f
Breast Persephone RCT Cancer patients 0 10 10
Breast POETIC RCT Cancer patients 10 7 45
Breast Supremo RCT Cancer patients 10 3 10
Breast Zice RCT Cancer patients 12 4 0]CTR Oct 2010
Colorectal Excite non-RCT Cancer patients 2 1 5
Colorectal Folfera RCT Cancer patients 0 0
Colorectal Foxtrot RCT Cancer patients 2_ 3
Colorectal NSCCGE non-RCT Cancer patients 70 151 100
Colorectal NSCCG nan-RCT Naon-cancer patients 5 3 0
Colorectal Quasar |l RCT Cancer patients 4_ 0[CTR Sept 2010
Colorectal Scot RCT Cancer patients 15 17 18
Colorectal TREC rct Cancer patients 1
Gynae Charus RCT Cancer patients 3 3 0]CTR Aug 2010
Gynae Grains VII non-RCT Cancer patients 5 0[Not open yet
Gynae icon & RCT Cancer patients 15
Gynae lcon 8 RCT Cancer patients 4
Gynae Partec3 RCT Cancer patients 3 1 1
Gynae RT3VIn Rct Cancer patients 2
Gynae Symptoms non-RCT Cancer patients 0 0
Haematology  |Arctic RCT Cancer patients 1 2 4
Haematalogy  |AMLLG RCT Cancer patients 3 15 10
Haematology  |AMLLY RCT Cancer patients 15 7 7
Haematology  |MRC ALL2003 RCT Cancer patients 0 0 0
Haematology  [MRCPTL RCT Cancer patients 0 0 0
Haematology  |MRD Feasibility non-RCT Cancer patients 1_ 0[CTR Aug 2010
Haematology ~ |Myeloma XI RCT Cancer patients 10 13 43
Haematology RCT Cancer patients 2
Haematology  |UKALL14 RCT Cancer patients 2 2 2
Head & Neck  |Costar RCT Cancer patients 1 1 5
Head & Neck RCt Cancer patients 3
Head & Neck  |Pet Neck RCT Cancer patients 3 12 12)
Lung Convert RCT Cancer patients 2 2 3
Lung ET Study RCT Cancer patiants 2 § 12
Lung Fragmatic RCT Cancer patients 50 54 25
Lung ISTART RCT Cancer patients
Lung ) Peto Malcs Study nan-RCT Cancer patients 5 5 5
Lung Lungsearch RCT MNon-cancer patients 21 0
Lung Tactic RCT Cancer patients ;| 0| TR Sept 2010
Lung TFrag non-RCT Sub study 19 33
Lung Timel RCT Cancer patients 20 12 10
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Network Forecast Network Actual Network Forecast
(3G Study Acronym RCT/non-RCT  (Recruit/study Category |Recruitment 2010-11 | Recruitment 2010-11 (recruitment 2011-12 [Comments
Lymohoma Bartezamib Study RCT Cancer patients 1_ 0
Lymphoma Fort RCT Cancer patients 2 7 3
Lymphoma Mantle Cell P3 RCT Cancer patients 1 1 0|CTR Dec 2010
Lymphoma NCRNDG3(Orchard) RCT Cancer patients 3 2 3
Lymphoma NSHLG non-RCT (ancer patients 10 ] 18
Lymphoma Pacifico RCT Cancer patients 3 0|not opened yet
Lymphoma Rapid PET trial in Hodgkins D|RCT Cancer patients 2 0|CTR Aug 2010
Lymphama RATHL RCT Cancer patients 1_ 1
Lymahama R-Chop Pet sub study RCT Substudy 5 1
Lymahama R Codox non-RCT Cancer patients 1 1 )
lymphoma  |R-GCVP non-RCT Cancer patients R 3{CTR Jul 2010
Lymphoma Remodl-B RCT Cancer patients
Palliative Care  |Fan Study non-RCT Cancer patients 1 0
Palliative Care  |NCRN177 ACE RCT (o adopted 3 0
Palliative Care  |Transitions to Palliative Care |non-RCT Coadopted 17 0
Prostate CHHIP RCT Cancer patients 45 pil 0|Closed to screening Aug 2010
Prostate NCRN49 RCT (ancer patients 5 3 0|CTR June2010
Prostate patch rel (ancer patients b
Prostate Radicals RCT Cancer patients 8 12 14
Prostate Rapper nan-RCT Sub study 54 75
Prostate Stampede RCT Cancer patients 0 33 42
Prostate Trapeze RCT Cancer patients 2 10 1
Prostate UKGPC Study non-RCT Cancer patients 20 1§ 2
Radiotherapy  |Skin Study RCT Cancer patients 70 98| 5
Renal NCRND94 RCT Cancer patients 3 il 2
Renal )
Sarcoma Vartex RCT Cancer patients 1_ 0|Opened Dec 2010
Skin Avast-M RCT Cancer patients 10 10 10
Skin Melanoma Cohort Study  |non-RCT Cancer patients 0 2 yl
Skin Malemate RCT Non Cancer patients g 0
Testis TRISST RCT (ancer patients 2
Testis BEP-TE3 RCT Cancer patients 5 3 0
Testis UKGTC non-RCT Cancer patients 7 4
Testis UKGTC non-RCT Non-cancer patients 4 2 0
Upper Gl B0SS RCT includes pre malignant 0 117 4
Upper Gl Chopin non-RCT Coadopted 10 4 35
Upper Gl Cog RCT Cancer patients b 12 9
Upper Gl Cougarl2 RCT Cancer patients 6 3 §
Upper Gl Espacsd RCT (ancer patients 4
Upper Gl EspacTPlus non-RCT 4 4
Upper Gl 0E0s RCT Cancer patients 10 3 8
Upper Gl Pet Panc RCT Cancer patients 3
Upper Gl Real3 Ret Cancer patients b
Upper Gl Scope 1 RCt Cancer patients 3
Upper Gl 508 non-RCT Cancer patients 40 51 80
Upper Gl 5TO3 RCT Cancer patients b
TOTAL patient recruitment 731 907] 909
TOTAL"other” recruitment pil 302 144
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Appendix 4B Table 2: LSCCRN NIHR Adopted commercial portfolio;
agreed targets and performance 2010-11

Clinical Studies Group ~ NCRN Ref No. Actual Number of patients Comments
Agreed mCTA target (Number by date) recruited to 315t March 2011

Breast NCRN 099(ELHT] |5 patients by 30/09/2011 3| Figures sourced from NCRN RAG report
Breast NCRN 099(LTHTR) |5 patients by 30/09/2011 2|Figures sourced from NCRN RAG report
Breast Altto[LTHTR] |9 patients by 31/08/2010 91 Figures sourced from NCRN RAG repart
Breast Altto[UHMB) |9 patients by 31/08/2010 Figures sourced from NCRN RAG report
Breast Altto[BTHTR) |9 patients by 31/08/2010 Figures sourced from NCRN RAG report
Lymphoma NCRN 083(BTHTR] |Revised site target 4 per annum by 21/12/2012 2 Figures sourced from NCRN RAG report
Prostate NCRN 043(LTHTR] |3 patients per annum {30th June 2010) 8| Figures sourced from NCRN RAG report
Renal NCRN 034(LTHTR) |3 patients per annum {1st April 2011) B Figures sourced from NCRN RAG report
Lymphoma NCRN 160(BTHTR] |n/a n/a Terminated in UK grior to opening
Carcinoid NCAN 157(LTHTR) |n/a n/a Terminated in UK prior to opening
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Appendix 4C Table 3: Recruitment by Trust for 2009-10 and 2010-11

Lancashire Teaching  Eastlancashire  BlackpoolTeaching University Hospitals

RCT/non-RCT Hospitals Hospitals Hospitals of Morecambe Bay
2009/10 2010/11 2009/10 2010/11 2009/10 2010/11 2009/10 201011
Cancer RCT 131 101 85 112 78 96 50 105
non-RCT 59 126 ] 48 58 43 23 93
Pre-Malignant RCT 0 12 0 2] 20 48 39 0
nan-RCT 0 b 0 3 0 0 0 0
Cammercial RCT 16 10 0 3 1 2 1 0
non-RCT 0 0 0 0 0 0 0 0
MNon-cancer RCT 0 0 0 0 0 0 0 0
non-RCT 8 3 0 0 0 0 0 0
SEARCH nan-RCT 0 0 0 0 0 0 0 0
Optional sub studies RCT 0 3 0 0 6 2 5 0
nan-RCT 0 72 0 9 b 43 5 13
Jointly supported studies {not owned by NCRN) 174

PCT (Belle Vue PCT (Coastal . PCT (CliftonDrive  PCT (St Mary's
e PCT (Cleveleys GP)
RCT/non-RCT Surgery) Medical Group) Surgery) Surgery)
009/10 2010/11 2009/10 2010/11 2009/10 2010/11 2009/10 2010/11 2009/10 2010/11
Cancer RCT
non-RCT
Pre-Malignant RCT
non-RCT
Commercial RCT
non-RCT
Non-cancer RCT 15 2 0 1 0 16 0 2 49 8
non-RCT
SEARCH non-RCT
Optional sub studies RCT
non-RCT
laintly supported studies (not owned by NCRN)
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