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Recruitment performandamajor countries
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Comparative Trial Costs

EXHIBIT 12: CO3T PER PATIENT COMPARISON
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Key National Developments
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Research Governance Framework ( 2001)

Best Research for Best Health (2006)

National Institute for Health Research (NIHR)

UK Clinical Research Collaboration (UKCRC)

NIHR Clinical Research Network Coordinating Centre
Local Clinical Research Networks i

Comprehensive Local Research Networks (CLRNs) (2009);
Primary Care Research Networks (PCRNs) (2007);

Topic Specific Research Networks (TSRNs) (2006);
Cancer Research Network (2001)
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NIHR Diabetes Research Network il
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Essex & Hertfordshire CLRN and clinical
research nurses

2010- 2012 Research Workforce Development & Support
Strategy. (for a generic workforce)

Undergraduate placement opportunities
Band 5 mentorship programme

CLRN Lead Nurses offering supervision, and opportunities for
nurses to develop a flexible working and career pathway

Adaptable employment opportunities



Training

Practice Nurse training, introductory and advanced in
collaboration with PCRN EoE ( RCN Accredited)

CLRN Nurse training in collaboration with the other 2 CLRNSs In
EoE

Approx 53 research nurses directly funded by CLRN, some in
joint network posts, others already in trust posts and primary care
funded by a Local Enhanced Scheme via the Research Site

Initiative (over 40 practices).
ICH/GCP train the trainer scheme has been rolled out



BEST RESEARCH FOR BEST HEALTH
IMPLEMENTATION PLAN 3.2a

Best Research for Best Health set out a 5-year
Research and Development Strategy for the

NHS in England. This plan provides more details on
one of the key components of that strategy:

NIHR Faculty Trainees and Research Capacity
Development. This document will be regularly

updated. The latest version should be used.
Version: 6

Issue date: January 2010

Planned revision & re-issue date: July 2010



Specialty Groups
Age and aging

Anaesthetics

Cardiovascular

Clinical Genetics

Critical care

Dermatology

Gastroenterology

Hepatology

Immunology & inflammation
Infectious diseases & microbiology
Injuries & accidents

Musculoskeletal

Nervous system disorders
Non-malignant haematology
Ophthalmology

Paediatrics (non-medicine)
Renal

Reproductive Health &
Childbirth

Respiratory

Surgery
Urogenital
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NHS

National Institute for
Health Research

Putting clinical research nurses on the map: Policy
and Practice Perspectives on Best Research for Best
Health

Fiona OONei |l Il : Workforce D
Research Network Coordinating Centre




Overview

Policy context

Articulating the nursing
contribution

Cultural change and challenge

Moving forward-strategies for
change

To o Io I

NHS

National Institute for
Health Research
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“Hello dear. | just got my new offioe and I think they're
frying 10 tell me something.™




NHS

National Institute for
Health Research

s Vision
To improve the health and
- Best Research for Best Health wealth of the nation through

A new national health research strategy research.
To create a health research
system in which the NHS
supports outstanding individuals,
working in world-class facilities,
conducting leading-edge
research, focused on the needs
of patients and the public.


http://www.dh.gov.uk/en/index.htm

Delivering the vision N ealth Research

[Success requires not only the r

A Substantial investment in clinical academic career pathways for
nurses and AHPs 1 Post Finch Report Clinical Academic Training
Pathway

A Growth in NHS research activity providing new opportunities for
clinical research nurses at all levels

A Clinical research nurses are making a difference their involvement
IS vital

NIHR Clinical Research Network
Coordinating Centre

g



C ATP National Instiu%
Health Research

Proposed climical academic training pathway For nurses,
midwives amnd AHPsS
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Nati I Insti f
ational Institute for
Progress Health Research

Evidence that:

A Patients and healthcare professionals from all parts of the country
are able to participate in and to benefit from clinical research

A Health research and patient care are being integrated

A Quality, speed and coordination of clinical research are being
removed by removal of barriers and implementation of new systems
and structures

A Research collaboration with industry strengthened through
collaborative working

Over one million individuals have participated in NIHR CRN
Portfolio Studies since April 2006

NIHR Clinical Research Netwo
Coordinating Centre



NHS

National Institute for

A window of opportunity Hoaith Ressarch

Many challenges:

Economic challenges and public spending constraints

Regulatory environment still acting as a barrier to research

Capacity and capability issues

Biggest Dbarrier may be a cul tur al

To To Io I

|l f | |l oose sleep 1t I s because al
trusts have begun to run with it, it is a slow business because it
takes a massive change in the NHS (Sally Davies, Director General

of R&D DH)

NIHR Clinical Research Netwo
Coordinating Centre



Wil nursing embrace this change 2 e

/1
Wounds Research Programme

Describing the Problem
Epidemiclogy: Socloeconomic aspects;
Qualitative reacarch

Evidence Synthesis Evaluating Interventions Implementation
Cochrane Wounds reviews Large, multicentre RCTs Contribution to

IPD meta analysis with economic evaluations guidelines (NICE, RCN)
Mixed treatment eg, Collaboration with NHS
comparisons * VenUS L, 11, Il

Decision analytic modelling®® . pRESSURE Trial =)

Value of information * TNP Study

analysis

THE UNlVERSlTYW

NIHR Clinical Research Network
Coordinating Centre




NHS

Opportunities e ealth Research

A Nursing in the spotlight-Pr i me Mi ni st er d6s Commi
of Nursing and Midwifery in England 2010

A Nursing involvement critical to the success of Best Research for
Best Health

A NIHR focus on Associate Group

A Strength in numbers

A Developing evidence base

A Passion and commitment to embedding research as a front line
activity

A Patient centred NHS

NIHR Clinical Research Netwo
Coordinating Centre



NHS

" National Institute for
B a r r I e rS Health Research

Do o To Do Do Do

Research is still viewed as an elitist activity amongst nurses

Clinical priorities- High profile failures in fundamental aspects of
nursing (Mid Staffs)

Lack of understanding of the nature and value of clinical research at
all levels (the Foucault factor)

Separation between nurse researchers and research nurses

Lack of understanding of what clinical research nurses do and their
contribution to patient care

Poor working conditions and lack of clear career pathways

NIHR Clinical Research Netwo
Coordinating Centre



Articulate what clinical research IS
nurses do

Health Research

Registered nurses of tomorrow (Nursing Research Unit, Maben 2008):

A Skilled and respected frontline practitioners providing high quality
care across a range of settings

A Vital and valued partners in the multidisciplinary team, coordinating
resources and skill sets to ensure high quality care

A Confident, effective leaders and champions of care quality with a
powerful voice at all levels of the health system

What is unique and what can be done by others?

NIHR Clinical Research Netwo
Coordinating Centre



Capture the evidence e ealth Research

A Stories

A Patient and public involvement-understand perspectives

A Impact and outcomes

A Science and good science-evidenced based practice

A Career development and enhancement-climbing frame not a ladder

NIHR Clinical Research Network
Coordinating Centre



NHS

Influence and co-ordination National nstitute for
HEIs-clinical research as a core part of the undergraduate
curriculum
Opportunities for placements in Networks, CRFs-research as a
routine activity
Developing a national co-ordinated framework-who needs to be
iInvolved?
Career development and learning opportunities
Learning from others
A strong, clear voice

o Po o Do Do Do

NIHR Clinical Research Netwo
Coordinating Centre



Scottish Research Nurse and
Coordinators Network

Raising the national profile of Clinical Research
Nurses and supporting career development

Gordon Hill
SRNCN Chair


http://www.srncn.scot.nhs.uk/Intro.aspx

Background i i

A Own experience as a research nurse

A Studies in Edinburgh (Juliet MacArthur & Gordon
Hill)

A Publication in Nursing Standard

A Small project grant from Edinburgh University

A Collaboration between Research Nurse Groups in
Scotland

A Network established in 2005


http://www.srncn.scot.nhs.uk/Intro.aspx

Network Aim i i

The aim of the network Is to share information
relating to how we all work including

providing information on training and
education, clinical trial regulations, support
mechanisms and new job opportunities


http://www.srncn.scot.nhs.uk/Intro.aspx

Changing role? i i

A Was viewed as mainly technical role
A Education and support

A Increasingly viewed as an essential member c
the research team W e,

§ for Z
~ m
DOUBLE VOLUME

A Undertaking own research?? e oo

HILARY NURSE
Peggy Gaddis Florence Stuart

4
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Website

Home
Background
Contact Us
Education
Vacancies
Documents
How Can I Join
Links
Glossary
SOP

Scottish Research Nurse & Coordinator's Network

Introduction

The Scottish Research Nurse and Coordinator's Network was established in 2005 to provide a resource for
clinical research nurses, co-ordinators, data managers and others working in the field of clinical research. We
have held 2 conferences since this time and send regular emails to the members of the network. Though this
network is primarily for staff in Scotland we welcome members from elsewhere in the UK and worldwide as
many of the challenges faced are similar wherever people work.

The aim of the network is to share information
relating to how we all work including providing
information on training and education, clinical trial
regulations, support mechanisms and new job
opportunities

If you would like further information about the

i o SRNCN please contact us by email.

e Click here to register with the network.

] [ Search J

O www & WTCRF

News

Please visit
www.crts.org.uk/srncn to
register for the December

2009 conference.

Latest version of GCP
issued by the World
Medical Association in
October 2008

Other useful
information can be
placed here.

>25,000 hits since the Website has established

~200 members

[>


http://www.srncn.scot.nhs.uk/Intro.aspx

Website hits
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Facebook page

Edit Page
Promote with an Ad
Suggest to Friends

Write something about Scottish
Research Nurse and Co-ordinator's
Metwork.
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Remove Me from Fans

Scottish Research Nurse and Co-ordinator's Network

wall

Info  Photos  Discussions +

What's on your mind?

Attach: ﬁ| E e

Scottish Research Nurse and Co-ordinator's Ne... + Fans

Just Fans

ordinator’s Ne...

© Settings

Scottish Research Nurse and Co-ordinator's Network Hi everyone
We are planning our next conference just now. Do you have any
suggestions/ideas of interesting things you have seen/heard about? We
want to try to give people the opportunity to interact as much as
possible. cheers Gordon

March 30 at 5:51pm - Comment - Like - Promote

Scottish Research Nurse and Co-ordinator’s Network

SRNCN - Home
www.srnan, scot.nhs.uk
The SRNCM web site.

ﬁl December 5, 2009 at 10:30pm * Comment * Like * Share - Promote

Scottish Research Nurse and Co-ordinator's Network Many thanks
to all of you who attended the conference on friday. Hope you enjoyed it.
Cheers Gordaon

December 5, 2009 at 8:42pm - Comment - Unlike - Promote
£ You, Juliet MacArthur and Fiona Barrett like this.

Write a comment...

Scottish Research Nurse and Co-ordinator's Network Hi everyone.
Welcome to our new Facebook page.
December 2, 2002 at 5:37pm - Comment - Like - Promote

E Scottish Research Nurse and Co-ordinator's Metwork discussed Any questions? on
the Scottish Research Nurse and Co-ordinator's Network discussion board.

ﬁ Scottish Research Nurse and Co-ordinator's Network changed their Website,

11 Everyone ¥ m

Scottish Research Nurse and

Home Profile Account =

Create an Ad

Sky+HD Box & »
FREE Voucher

Join Sky TV with Sky+HD
and get a FREE Sky +HD box,
FREE standard set-up and a
£25 M&5 voucher when you
join online today!

£ Like

FREE iPhone on X
Vodafone™

Get the Latest iPhone 3G5
from The Network You Can
Rely On for Only £45 per
month. Hurry, Buy Mow!

£ Like

Men Only SIM Offer x

é
Only g
for Boys

Like the sound of 600 Mins
and 3000 texts for ONLY
£157 It gets better: FREE
Phone if you type FREE340 in
Checkout! Buy NOW!

£ Like

More Ads ARachatyn)



Raising profile of i i
members

A Scottish Government scoping report on Nursing and
Midwifery Research (Tierney 2007)

A Report on the Role of the Nurse or Midwife in
Medicalled Clinical ReseareRepublic of Ireland
(2008)

A RCN Scotland Policy position paper on the nursing
contribution to health and social care research
(20092010)

A Contribution to National consultations


http://www.srncn.scot.nhs.uk/Intro.aspx

Funding i i

A In 2009 £30,000 awarded over 3 years from the
Scottish Academic Health Sciences Collaboration

I P/T Network facilitator post

| Update database of members
I Survey of members

I Support Annual conference

| Update Website

I Small project grants

I Application for further funding!


http://www.srncn.scot.nhs.uk/Intro.aspx

Developments i i

A Under and Post Graduate Certificate in Clinical
Research (dual outcome)Edinburgh Napier
University
I Clinical Research Theory
I Clinical Research Legislation & regulation
I Clinical Research Practice

A Annual conference

A 4th conference planned for Dec 2010 with a theme
of Ethics and Research Governance


http://www.srncn.scot.nhs.uk/Intro.aspx

Role of Research Nursei i

Clinical research nursing
has a bright future

n December, it my privilege to be invited to speak at the Scottish Research

Nurse and Co-ordinators Network's (SRNCN) annual conference in Dundee.

More than 100 delegates from across Scotland met to discuss professional
development for clinical research nurses. A clear theme for the day was that
clinical research nursing has an exciting future.

It is not that long ago that | was a clinical research nurse, often working in
professional isolation with little or no potential for career progression and few
meaningful opportunities for training. Clinical research has moved on and so

have the opportunities for clinical research nurses to progress their careers.

Nursing networks have transformed dinical research nursing. The ‘Competency
Framework for Clinical Research Nurses” (hittp/ftinyur]_com/aoc59m) has provided
a practical framework for dinical research nurses and has proved particularly useful
or nurses new to clinical h. dlinical Academic Careers (http</ftinyurl.com/
ykusout) is also prov pportunities for nurses relop th
! research nursing has become a real
many nurses who might previowsly have avoided the multiple
short-term contracts and the uncertainty associated with it

The SRNCN conference w
Julie Taylor, who spoke a

ned with a keynote from University of Dundee’s

the need for clinical research nurses to grasp the

many oppornunities being made available to them. Importantly, Professor Taylor

emphasised clinical research nurses should get more i sed in scholarly
activities, which should help nurses to develop their
careers further

Attending the SRNCN conference dearly demonstrated
to me that nurses are entering this new era with
ol rable commitment and immense enthusiasm.
More than ever before, clinical re h nurses are
playing a significant role in supporting and leading
clinical research endeavours. Clinical research is
dependent on effective team-working and clinical
research nurses are undoubtadly playing an increasingly
important and influential role in these teams.

Dr Leslie Gelling, Editor

GazNB U0KIYy SOSN.
research nurses are playing a
significant role in supporting

and leading clinical research
endeavours. Clinical research is
dependent on effective team
working and clinical research
nurses are undoubtedly playing
an increasingly important and
AYTFEdzSYGAlFf NP

Dr Leslie Gelling, Editor, Nurse
Researcher


http://www.srncn.scot.nhs.uk/Intro.aspx

Steering Group i i

A Claire Harris & Carole Edwargéberdeen
A Lesley Peebles & Linda Johnstdbundee
A Eileen McCaffertg Glasgow

A Juliet MacArthuc Edinburgh

A Deborah Callistet Research Assistant


http://www.srncn.scot.nhs.uk/Intro.aspx

The UKCRE NETWORK SN SNIUOINS

UK Clinical Research Facility Network

Helen Pidd
Network Director



Set up

A Grant from Department of Health and Chief
Scientist Office for Scotland

A Set up Strategic Planning Team
A Employ Operations Team
A Work through the existing CRF infrastructure



Aims of the Network

To identify, develop and share systemsthat will
enablea co-ordinated approachfor the deliveryand
managementof excellencein operational activities

across the UK clinical research and experimental
medicineinfrastructure



Goals

A Dissemination of good practice
A Creating a support network for existing and new CRFs

A Developing and facilitating key projects known as
Workstreams

A Collaborative working with BRC, BRU ECMC, CLRN colleagu
and others

A Engagement with national and international groups



The Portal

A Bespoke web portal hosted by NIHR
A Repository for

i Standard Operating Procedures
I Job Descriptions

I Organisational Charts

I News and Events

i Discussion Forums

I Work Stream Activity

A Regular site updates and newsletters
A Visited over 3800 times since October 2008



Portal Stats

A Over 400 members
A Increasing representation from new networks

Member locations October 2008 to April 2010 New members January 2010 to April 2010

1.3%

1.0% O BRC
0O BRU H CLRN
E CIRU B CRF
O CLRN
O ECMC B CIRU
0O DOH/NIHR

56%

UKCRF NETWORK

UK Clinical Research Facility Network



Workstream/groups

A Intensity

A Education and Training
A Quality Assurance

A Competencies

A Managers
A Administrators
A Paediatrics

AT
A Laboratory



Recognised Expertise

A Input into the Finch Report
A Input into Research Nurse Competency Document

A Input into the establishment of The Academy of
Nursing, Midwifery & Health Visiting Research (UK)

A Establishment of annual mulgirofessional National
UKCRF conference

A Attend Networking events both Nationally and
Internationally




In Summary

A Sharing best practice
A Consistent approach to BLEVED BRSNS Ly Sl kSN

supporting research in the UK 7z
A Voice for Clinical Research Nurses

A Future work includes

I Collaborative education training
programmes with ECMCs, BRCs &
CLRNSs

I Think tank to scope specialist
professional status for clinical
research nurses




Website
www.ukcrfnetwork.co.uk



Optimal Management
Arrangements for Clinical
Research Nurses across
North East England

Dr Debbie Carricisen
Head of Nursing and Midwifery Research
Newcastle upon Tyne, UK
Debbie.carricken@ncl.ac.uk






