Update from the CLRN Clinical Director

The establishment of research networks across the UK
represents an exciting new approach toward
undertaking clinical research in NHS settings. This
major initiative by the Department of Health offers us
all in Cumbria & Lancashire an excellent opportunity to
increase substantially our profile of health-related
research, and thereby to enhance the quality of
healthcare and professional practice across the whole
area.

Although it is still early days, the CLRN has already
enabled significant progress to be made by:

Professor John
Goodacre
Clinical Director

Setting up and supporting new research Networks, or Groups, to
work together on research studies throughout Cumbria & Lancashire.

Providing substantial resources to enable provision of key services in
pharmacy, imaging and clinical pathology within each of our 5 local
NHS Acute Trusts to support NIHR portfolio studies. We see this as
a vital first step toward ensuring that no clinical researchers in Cum-
bria & Lancashire are prevented from undertaking high-quality re-
search because of lack of access to such expertise and facilities.

Establishing a workforce of NHS research practitioners to work
across NHS Trusts to support the work of the Priority Groups and
Networks, for example, by recruiting patients into studies and moni-
toring them throughout the course of the project.

Providing support in the form of Programmed Activities (PAs), either
to individual researchers or to units or departments, to enable NHS
staff to participate fully in accrual to portfolio studies and in the many
other related activities of the new Groups and Networks.

Establishing and co-ordinating support for R&D managers to imple-
ment effective research governance, particularly through the new
system of CSP, which has been designed to simplify and streamline
the existing processes.
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Update from the CLRN Clinical Director (Cont)

We intend to build on this momentum and to establish Cumbria & Lancashire as one of the
major areas for clinical research within the UK.

One of our continuing needs will be to ask for your help, and patience, in providing us with
information as we request it about a wide range of research issues in your department and in
your Trust, including information about specific studies, information about research facilities and
infrastructure, and information about use of resources. This information will be of vital
importance to us for:

Enabling Cumbria & Lancashire to be as competitive as possible for obtaining as high a
proportion as possible of Activity Based Funding as part of its annual allocation from the
Centre

Ensuring that the funding allocated for NHS research locally achieves maximum impact.

Many thanks for the assistance you have already given the CLRN team with this, and also for
your understanding — we, like you, have been on a very steep learning curve this year as we get
to grips with the new approach.

Finally, some other new things to look forward to:

Our website has now been launched — I hope very much that this will help improve
communication between the CLRN team and all our partner organisations. This, of course, is a
particularly important issue for our CLRN because of the large geographic area which it
supports.

Our first conference will take place on Thursday 26™ March 2009 at the Garstang Country Hotel
& Golf Club. The Conference will bring together stakeholders in the NHS, local Universities and
Industry, health professionals, researchers and other staff working in local Networks, and
members of the public to review progress in this key initiative and to showcase the excellent
work going on across Cumbria & Lancashire. Keynote speakers will include Dr Catherine Johns
(Head of NHS Research Infrastructure, Department of Health) and Professor Peter Selby (Joint
Director, NIHR). | am sure it will be a very interesting and stimulating event — | do hope you will
be able to join us.

John Goodacre
CLRN Clinical Director

Update from the CLRN Senior Manager

Welcome to the second edition of our regular CLRN Newsletter.

Our team is growing, over the summer we have been busy recruiting staff members to ensure
we become fully operational at all levels. Our CLRN Industry lead and nurse manager post is
now filled by Jacqui Waters currently on loan from Blackburn with Darwen PCT and we have a
full complement of research nurses and clinical trials officers based centrally with the CLRN at
Preston and the beginnings of a research team starting to form at North Cumbiria.



We are happy to announce that the first round of funding allocations
to help develop and support our Specialty Groups has been
disseminated to our partner Trusts.

The funding, although variable from Trust to Trust, have started the
process of funding existing research personnel and recruiting new
staff, across Cumbria and Lancashire.

In addition we are also providing funding to our NHS Trust R&D
Offices to enable them to work closely with the CLRN in research
management and governance, and also by helping us support and
manage CLRN research activity within their constituent trusts.

Finally, | would like to send a vote of thanks to you all. We have all
been on a steep learning curve over the year whilst trying to set up
the CLRN from scratch with a small, but very willing, team.
Determining the NHS Infrastructure needed to develop excellent
programmes research across our region has been difficult at times.
Thank you for bearing with us during this process, it will, hopefully,
lead to the C&L CLRN being in a position to support you with your research as and when you
need it.

Margaret Cooper
CLRN Senior Manager

Newly established - the Trials Team

We have recently appointed a team of seven staff
comprising five Research Nurses and two Clinical
Trials Officers.

Research Nurses:
Sue Cotterell
Stephen Preston
Margaret Brunton
Gillian Pilkington
Jackie Purcell

Clinical Trials Officers:
Lesley Rice
Julie Butler

The team will be working with colleagues across a range of research sites within Cumbria and
Lancashire to support them in recruiting patients to a variety of clinical trials.

Their main focus will be portfolio studies within the topic specific research networks and local
specialty groups. The development of the team will enable us to continue to be at the forefront of
research activity across our area. Jacqui Waters is the newly appointed Manager of the Trials
Team and Industry Lead for our CLRN and can be contacted at:

Tel: 01772 524945, Blackberry: 07595657524, Email: jacqui.waters@Ithtr.nhs.uk

Further details about the team, including their specific areas of interest are available on the web



RM&G Update

New Team Member

Nicola Richardson has recently joined the
CLRN team as our RM&G Officer. Some of
you may already know Nicky from her
previous role as R&D Facilitator at Blackpool,
Fylde & Wyre Hospitals NHS Trust.

As well as giving support to the central CLRN
Team Nicky is also continuing to support the
RM&G function at Blackpool, Fylde & Wyre
NHS Trust, NHS Blackpool and NHS North
Lancashire.

CLRN RM&G Team consisting of;
Nicola Richardson - RM&G Officer, John Wardle -
Lead RM&G Manager, Jill Martin — RM&G Manager.

Research in the NHS - Human Resources (HR) Good
Practice Resource Pack

Research Passport

Background

In the past there was no clear national guidance on the procedures for handling HR
arrangements for investigators in the NHS. In many cases Honorary Research Contracts (HRC)
were being issued inappropriately resulting in either a lack of clarity about liability and/or waste
of resources. Depending on whether HRCs were being over or under used it became
increasingly apparent that the NHS was occasionally accepting inappropriate levels of liability.
Pre-engagement checks were also being performed unnecessarily often resulting in
unnecessary duplication of work.

In response to this situation, standardised procedures and a Research Passport system have
been introduced. The new system and procedures will feed into the NIHR Coordinated System
for gaining NHS Permission (CSP).

The Research Passport

The Research Passport is essentially an application form that provides information to the NHS
Trust hosting the research pertaining to the researcher involved in the study. This information
will enable the Trust to decide whether reliance can be placed on pre-existing HR checks
before issuing an HRC or letter setting out the researcher’s responsibilities, thus allowing
access to patients. The Research Passport will be presented along with supporting
documentation to every Trust that the researcher wishes to conduct research in. It is important
to note that the Research Passport does not obviate the need for a researcher to obtain an
HRC or letter setting out the researcher’s responsibilities and allowing access to patients from
each Trust. The RP is simply intended to speed up the process and reduce the need for
unneccessary repetition pre-engagement checks.



Summary of Procedures
The new HR procedures are set out in the Research in the NHS - HR Good Practice Resource
Pack: <http://www.nihr.ac.uk/systems research passports.aspx>

The requirements differ depending on the contract status of the investigator and the nature of
the research. A summary is set out in the table below:

Status of Research Passport| HRC Letter of Letters of
investigator Responsibilities[1] | Agreement and
Access|[2]

NHS employee or

- . No No No Yes
clinical academic

University
employee &
research has direct Yes Yes No No
bearing on quality
of care

University
employee &
research has no Yes No Yes No
direct bearing on
quality of care

Supervised student No No No No

Unsupervised
student & research
has direct bearing
on quality of care

Yes Yes No No

Unsupervised
student & research
has no direct Yes No Yes No
bearing on quality
of care

[1] This is a letter setting out the investigator’s responsibilities to the Trust and giving the
investigator permission to access patients

[2] The letter of agreement must be in place before the letter of access can be issued

The procedures for both letters of access and research passports involve NHS Trusts placing
reliance on existing pre-engagement checks, CRB disclosures and occupational health
clearances, provided certain requirements - set out in the HR Good Practice Resource Pack -
are met.

Further Information
More detailed information can be found on the UKCRN Research Passport web page: <http://
www.ukcrn.org.uk/index/clinical/passport.htmi>




NIHR CSP ‘GO LIVE'’ - 18 November 2008

The National Institute for Health Research (NIHR) Coordinated System for gaining NHS
Permission (CSP) is a new system that will standardise and streamline the process for gaining
NHS permission for clinical research studies in England. NIHR CSP will ensure that the relevant
guality assurance and statutory requirements are met whilst reducing approval times and cutting
bureaucracy. NIHR CSP has been developed as a result of the Government NHS R&D strategy
“Best Research for Best Health”. NIHR CSP initially will be available only for studies in the NIHR
Portfolio.

The benefits of the new system are:
Consistency: A consistent and comprehensive set of NHS research
governance checks for all new studies
Speed: Streamlining and rationalising processes to reduce NHS R&D
approval times
Predictability: A single system for processing and reviewing applications

Further information and detail for all users can be found on the http://csp.ukcrn.org.uk and is also
accessible via the home page of the NIHR website at http://www.nihr.ac.uk

Here in Cumbria and Lancashire we are pleased to be able to report that CSP was launched
successfully and all our NHS Trusts are participating. For local information on CSP procedures
and contacts please contact the CLRN.

Activity

Our latest data shows that our recruitment to NIHR Portfolio Studies from April 2008 to Mid
December 2008 are as follows:

Local Specialty Groups 608
Topic Specific Networks 1864
Total 2472

In comparison with the period 2007-08—we have doubled our recruitment—which was previously
1276.

A big thank you goes out to all the Topic Networks and the Local Specialty Groups who did
magnificent work during the October/November period in getting accruals uploaded. We had a
massive increase in this period alone.

Details of our activity are circulated to the Local R&D Depts on a monthly basis.

Please be aware that the reports we send out to the Local R&D Depts are at a minimum two
weeks behind, so please bear this in mind when comparing your data. There is a column for
patient recruitment date—here you can find the last recruitment date that has been uploaded.
Please can you check these reports for accuracy and liase with our Information Manager —
Jonathan Aitchison accordingly.

Tel: 01772 524947 - E-mail: jonathan.aitchison@lthtr.nhs.uk



UKCRN (NIHR CRN CC) Training Courses

One of UKCRN's key aims is to develop a clinical research workforce which supports the high
guality delivery of clinical research studies. UKCRN aims to help develop the level of expertise of
all individuals working on the UKCRN portfolio of studies. The UKCRN aims to help develop the
level of expertise of all individuals working on UKCRN portfolio of studies, offering a training
programme which evolve as the needs of UKCRN and its staff change.

They provide a comprehensive training programme which is offered free of charge to all staff and
public and patient representatives working on or associated with UKCRN (NIHR CRN CC)
portfolio studies.

Course offered include:
Preparing for MHRA Inspection and Audit

Information Governance and Confidentiality

GCP and the EU Directive for New Staff

GCP and the EU Directive for Experienced Staff

Standard Operating Procedures

Valid Informed Consent

Introduction to Clinical Research for PPl Representatives and Non-Clinical Staff
Principles of Involving Patients and the Public in Clinical Research

Patient Information for Parents and Children

Approaches and Methods in Clinical Research

Communication Skills: Negotiating Clinical Trial Set Up

Communication Skills for Working in Clinical Trials

Introduction to Clinical Research for PPl Representatives and Non-Clinical Staff

Working with Industry for Site Staff

For further information, course details and booking procedure please see:

www.ukcrn.org.uk/index/training.html



Cumbria & Lancashire Comprehensive Local Research N etwork (CLRN)
INAUGURAL CONFERENCE

Date for Your Diary

Thursday 26 " March 2009
Garstang Country Hotel & Golf Club, Lancashire

The recent establishment of local and national Networks to undertake NHS research
represents an exciting new approach and offers a major opportunity to substantially enhance
research, healthcare and professional practice across the entire NHS in Cumbria &
Lancashire.

This Conference will bring together stakeholders in the NHS, local Universities and Industry,
health professionals, researchers and other staff working in local Networks, and members of
the public to review progress in this key initiative and to showcase the excellent work going
on across Cumbria and Lancashire.

This conference is free of charge and conveniently located near the M6.
CPD Points will be applied for.

To obtain a reqistration form for the Conference pl ease contact:

Margaret Johnson

CLRN Co-ordinator

Tel: 01772 524941

E-mail: margaret.johnson@lIthtr.nhs.uk



2009 CONFERENCE PROGRAMME - Provisional
900 Registration and Refreshments

Session 1
Chair - Prof Max Marshall, Chair, CLRN Board

0930 Welcome and Introduction Prof John Goodacre

0940 The NHS: A platform for world class research
Dr Catherine Johns

1010 Research Networks: A new approach Prof Peter Selby
1040 Refreshments

Session 2
Chair - Executive Team

1100 NHS R&D in the North West: achievements and aspirat  ions
Dr Stuart Eglin

1130 Advancing clinical research in Cumbria & Lancashire
Prof John Goodacre

1200 People and Networks: making a difference
Margaret Cooper

1230 Lunch and Stands

Session 3
Chair - Executive Team

1330 Establishing new Networks in Cumbria & Lancashi  re - NW TCRN and PCRN activities
in Cumbria & Lancashire

2 X Y% hour sessions
1430 Refreshments

Session 4
Chair - Executive Team

1450 Developing Specialty Groups in Cumbria and Lancashire

Developments and impacts by SG conveners

1600 Closing remarks



The Website

We are the first Comprehensive Local
Research Network (CLRN) in England to
have our very own website designed in
house by Cumbria and Lancashire
CLRN Staff - we do hope you find it
useful as we try to provide as much
information on what is going on within
Cumbria and Lancashire as possible.

The content of the website has been developed with the needs and interests of the local population
in mind. It includes details of ongoing activities, locations of research sites and current work that the
department is developing.

The website will include sections on:

RM&G

CSsP

Activity

Research Areas

Topic Specific Groups
Primary Care

Local Specialty Groups

Staff Information

About Cumbria and Lancashire CLRN
Strategy

Job Vacancies

Latest news and much more.

As well as all this, there is a discussion forum where you will be able to discuss relevant issues .
Any specific topics can be added to the forum by contacting the Web Master - Jonathan Aitchison.

The CLRN website will continue to be updated and
you will be able to obtain information on our board
and executive meetings, as well as CLRN presenta-
tions, so why not log on and have a look for yourself -
www.clclrn.co.uk

Topic [Musculoskeletal =

Study_ID Acronym Sample_Size  Tapic Site_Name Active_Status Randomised Number,

Disease characteristics, health e
2880 service use and quality of ifein 480 Musculoskeletal Cpen Randomised 2
Royal Infirmary
patients with systemic hipus

Disease characteristics, health Royal
2880 serviceuse and qualiiy of ffen 480 Musculoskeletal Blackbum Cpen Randomised 4
‘patients with systemic lipus Hospiral

Developing and Examining Acoustic Victoria
3909 Emissions (AE) as anovel non- 50 Musculoskeletal Hospital Open NULL 27
Blackpool

If you have any suggestions for any additional infor-
mation you would like included please contact Jona-
than Aitchison (jonathan.aitchison@lIthtr.nhs.uk).

4032 UKUFF 690 Musculoskeletal Cpen Randomised 4

Cumbertand
Infirmary
Royal Lancaster Non-

i Open 8

5114 BRAGGSS Study 6000 Musculoskeletal
randormised



TrusTECH

Clare Jefferson is the TrusTECH Technology Manager for the Cumbria and Lancashire region and has
recently moved to Preston Business Centre to work alongside the network. Clare will be based at the
Business Centre 2 days per week with the rest of her time spent at the TrusTECH offices in
Manchester

TrusTECH (www.trustech.org.uk) is the North West NHS Innovation Hub. It provides NHS employees
with advice on identifying, protecting, commercialising and sharing innovative technologies and
services. This includes the management of intellectual property (IP) assets associated with healthcare
innovations in the North West NHS.

As part of its service, TrusTECH:
Evaluates the need for and novelty of NHS innovations
Helps to protect, develop and commercialise innovations
Provides access to NHS Trusts and academic researchers for specialist advice
Matches NHS projects to industry contacts (e.g. for specialist advice or prototype production)
Manages negotiations and legal work between NHS Trusts and commercial companies
Evaluates and promotes successful service innovations to encourage implementation in other
NHS Trusts
Provides funding to help NHS staff commercialise innovations (up to £25,000) or disseminate
proven service innovations (up to £5,000) among other NHS Trusts

TrusTECH is also involved in various other programmes including:

Medilink North West - a professional association that services medical and health technology
companies, providing national and international clients who are interested in developing network
relationships (commercial, research or clinical) within the UK’s medical and health technology sector.
www.medilinknw.co.uk

Smart Solutions for HCAI - an NHS programme that aims to find the best products and technologies
from across all industry sectors that could be used to fight healthcare associated infections (HCAI).
www.smartsolutionsforhcai.co.uk

In addition, TrusTECH manages the NHS North West Innovation Awards, which provide innovators
from North West NHS organisations the opportunity to win up to £3,000 and advice from NHS
Innovation Managers at TrusTECH.

Clare can be contacted via email clare.jefferson@cmmc.nhs.uk or phone 01772 52 4948 (PBC) or
0161 276 5789 (Manchester)



Map of the CLRN Office Location at Preston Business Centre.

CLRN Contact Details

Cumbria and Lancashire
Comprehensive Local
Research Network
Room 169, Preston
Business Centre,
Watling Street Road,
Fulwood,

Preston, PR2 8DY

Tel: 01772 524941

Fax: 01772 524798

Email: Margaret.Johnson@Ithtr.nhs.uk
Website: http://www.clclrn.co.uk

Latest News

UKCRN Coordinating Centre (UKCRN CC) changesits na me to the NIHR Clinical Research
Network Coordinating Centre (NIHR CRN CC)

To reflect the fact that the majority of its funding comes from the DH England through the NIHR to
coordinate the NIHR Clinical Research Network (CRN) in England, the UKCRN CC has recently
changed its name to the NIHR CRN CC. It will continue to oversee the development and functioning of
the clinical research networks in cancer, diabetes, dementia, and neurodegenerative diseases,
medicines for children, mental health and stroke, together with the primary care and Comprehensive
Clinical Research Networks in England and to facilitate joint UK wide working in the UK Clinical
Research Networks.

Useful Links & Websites

Cumbria and Lancashire CLRN www.clclrn.co.uk

Department of Health www.dh.gov.uk/en/Researchanddevelopment
Health RDS NowW www.lancs.ac.uk/fass/organisations/hrdn
Integrated Research Application System (IRAS)  www.myresearchproject.org.uk

Involve WwWw.invo.org.uk

National Institute for Health Research (NIHR) www.nihr.ac.uk

NHS R&D Forum www.rdforum.nhs.uk

National Research Ethics Service www.nres.npsa.nhs.uk

UK Clinical Research Collaboration ukcrc.org/

UK Clinical Research Network www.ukcern.org.uk



