Wirral Clinical Trials Unit:
From Concept to Christmas

Rod Owen; CTU Manager
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Whatllithe Functiors of the CTU?

e (Generate income from commercial trials
e Increase recruitment to clinical trials
 Facilitate trial set-up and approval (R&D)
e Promote research across the Trust

e Provide training in research practice
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Who's Who in CTU?
1: WUTH Staff

Rod Owen:
Carol Eames:
Ruth Plant:
Mike Pritchard:

Lyn Trabernnor:

CTU and R&D Manager
R&D Co-ordinator
R&D Administrator
CTU Research Nurse

CTU Research Nurse



Commercial Trials at Wirral University
Teaching Hospital Foundation NHS Trust

Clinical Trial Agreements signed since 1st April

Renal Medicine
Diabetes
Rheumatology
Surgery (Infection)
Ophthalmology
Orthopaedics
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Potential Income from CTAs signed since 1st April 2007
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New Commercial Trials at Wirral University
Teaching Hospital Foundation NHS Trust

Currently in set up or approval (MREC/SSA/R&D)

Orthopaedics 3
Diabetes & 1V Feeding 1
Rheumatology 2
Pathology 1 (with cco; ‘Portfolio’ study)
Cardiology 1

Site evaluations

Cardiology 1 (Date to be confirmed)
Gynaecology Oncology 1 (Undertaken; result awaited)
LMW Heparin 1 (Preliminary stages)



Whatllithe Functiors of the CTU?

e Increase recruitment to clinical trials
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Who's Who in CTU?

2: Network Research Nurses

Anna Lenfesty: Stroke Network
Clair Williams: Medicines for Children Network

Linda Moss, Linda
Schofield, Leanne Dendron Network
Westmoreland:

3: Network Support Staff

Clare Jones: Dendron Network Administrator

Tracey Wellman: Cancer Network Data Co-ordinator
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UKCRN ‘Portfolio’ Studies at WUTH: 1
a) In Progress (by Network)

Cancer 5
Diabetes 1
DenDron 3
Medicines for Children 1
Stroke 4
‘Orphan’ studies 3

(17)
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UKCRN ‘Portfolio’ Studies at WUTH: 2

b) In set up or approval (by Network & Status)

Medicines for Children 2 (final approvals awaited)
Stroke 2 (final approvals awaited)
Cancer 1 (in ‘set up’ by Network)

c) Portfolio status being sought from UKCRN

Medicines for Children 1
Diabetes 1
‘Orphan’ 3
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Whatllithe Functiors of the CTU?

 Facilitate trial set-up and approval (R&D)
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The North West London Hospitals

MH% Trust

St. Mark’s Hospital

5 MARK'S and Academic Institute
General Information Patient Information Clinical Senices Academic Infarmation Online Shop
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Whatllithe Functiors of the CTU?

e Promote research across the Trust
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Wirral University Teaching Hospital NHS Foundation Trust NHS
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Home About the Trust Foundation Trust Hospitals Patients  Working for us Contact Us

|Search ||Ge | Research and Development (R & D)

Research and Documents
Development

Meet the Team Research Handhook
Management Structure N P ——
IW M Eesearch Handhoaok: 15t Edition August 2007 (Adobe armat)

Primiir3|.|r Care

Clatterbridge Centre for Standard Operating Procedures
Oncology

_h _ . . .
Rese-arch Hetworks 001 - Preparation, Review, Approval and Issue of Standard Operating
| o Frocedures (Adobe PDF Farmat)
Training

002 - Study Tearn - Definition of Responsibilities (Adobe PDF Format)

Documents

Present-atiuns 003 - Organisation and Planning (Adobe PDF Farmat)

USEful Links 004 - Subrnission to Research Ethics Committee (Adobe PDF Format)
[R&D Collaboration 005 - Data Protection (Adobe POF Farmat)
Funding Opportunities

006 - Study Files and Filing (Adobe POF Format)

007 - Informed Consent (Adobe POF Format)

008 - Recruitment and Screening Records (Adobe PDF Format)

009 - Case Report Form (CRFY Completion (Adobe PDF Faormat)

010 - Adverse Event and Serious Adverse Event Reparting (Adobe PDF Format)
011 - Review of Protocal Amendments (Adobe PDF Format)

012 - Monitaring Yisits (Adobe PDF Format)

013 - Archiving (Adobe PDF Format)
014 - Pre-Study Site File Check (Adobe PDF Format)
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Wirral University Teaching Hospital

THE RESEARCH HANDBOOK

1. DOES MY PROJECT NEED ETHICS COMMITTEE APPROVAL?Y ............ 4

1.4 |z my projectresearch, auditor service evaluation™ ...
1.2  Doesresearch always require ethical approwval? ...
1.3 Do audits or service evalugtions require ethical approwval™...

2. CONFIDENTIALITY IN RESEARCH............

Caldicott: Principles of Patient Confidentiality....
The Data Protection Act ...
The Human Tissue Act..
The Mental CapacityAct ...

15t Edition; August 2007

3. RESEARCH GOVERNAMNCE.....................

3.1 Prindples of Research Govemanc ...
2.2 ‘Why dowe need Research Gowvernance?,
3.3  Objectives of Research Governance
2.4 Summary of General Medical Coundl: Prancple
(DEVEIDPEEI from ‘Researcher Pa':k,; 2002-05) 3.5  Summarny ofthe pindples of Good Clinical Prac
2.6  Medidnes for Human Use (Clinical Trials) Regu
2.7 The Honorary Research Contradt System fornc
3.8  The Informed Consent Audit..............on
2.8  Retention of Case Sheet for Padicipants in Clini

4. PROJECT ‘PASSPORTS ......................

4.1 ‘Whatiz a Project'Passpot™....
4.2 Howdotheywob?..............
4.3 Why dowe need these passports™ ...

5 CPRU, CTU and R&D Personnel and Res:

5.1 CFRU, CTU and R&D Staff ...
5.2 Resources...........
53  ‘Wha to contact for what.
54 Directorate Clinical Govemanca Co-ordinators..
5.5 Intelledual Froperty & Sendce Innovation (T rus’

6. EDUCATION AND TRAINING

6.1 LEarning MesoumiEes oo
6.2  Responsibiliies underthe Health and SafetyAc
6.2  Training Courses for Trust staff
6.4 Research Support Group

7 FUNDING YOUR RESEARCH.................

7.1  Howdol go about getting my research funded’™
7.2 How much vill my research cost? ...

APPENDICES
Appendict

® Wirral University Teaching Hospital NHE Foundation Trust zaay. All rights reserved.
¥ay oot be reproduced io whele ot io part withowt the permission of the copyright owoen

Conzent Fom far Rezearch Participants.

3.6 Medicines for Human Use (Clinical Trials) Regulations

The Medicines for Human Use (Clinical Trials) Regulstions 2004 (The Regulations)
came into Englizh Law in response to the EL 'Clinical Trials' (2001 12002 and "Good
Clinical Practice' (EL2005/28EC) Directives. The Regulations have been amended
twice since, the most recent version heing the Mo2 Amendment Regqulations 2006,
Az with the Data Protection Act 1995 (page 5 abovel breaches of the Regulations
constitute a ctiminal offence, and successful prosecution may lead to imprizonment,
fines or hoth; the Chief Executive of the Trust alzo faces similar penalties for
breaches by Trust staff.

The Regulations bring Good Clinical Practice Guidelines up to full legal status and
enforce complisnce with specific regulstory requirements in order to ensure that
clinical trials with investigational medicinal products (CTIMPs) conducted in the UK
will be conducted to the same standard as elsewhere in Europe. Currently, the UK is
widely regarded as having one of the best Bthics Committee systems anywhere in
the world, Under the Harmonized Guidelines drawwn up during an  International
Conference in 19396, the Competert Authority in the US (E\gﬁf}j, Japan (E\E@ﬁ,ﬂ) and
EU (%ﬁj recognize clinical trials carried out in the UK for icensing spplications.
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Development

Meet the Team
Management Structure
Clinical Trials Unit
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Clatterbridge Centre for
Oncology

Research Hetworks
Training
Documents
Presentations
Useful Links

R & D Collaboration

Funding Opportunities

Research and Development (R & D)
Useful Links
tdany of the links below can also be accessed via the research Handbook

Caldicott Committee Report on the review of identifiable patient information 1937
hitp.frstatic. oxfordradcliffe.netfconfidentialigermsicaldre p. pdf

The Data Protection Act
hittpifiaey opsigoy UKIACTSEcts 199801 9980029 htm

The Human Tissue Act
hitpihwaenee hita. gov.ulk

The Mental Capacity Bill
hitpeifaesns. dea. gov.ukimenincapibill-summarshim

Ethical Approval

Mational Research Ethics Service

NRES website

httgc it nres npsa.nhs uklapplicantsindes btm

Contact Us

The HEC that considers 22ls and single-site research projects for Wirral University Teaching

Hospital MHS Foundation Trust is Cheshire Research Ethics Committee:

Chair: Mr Jonathan Deans & Or Moel Murphy
Co-ordinatar: br Hob Emmett

Fesearch Ethics Office

“ictoria House. Bishop Goss Complex

Fose Place. Liverpool L3 3AN

Telephone; 0151 330 2075, or 0151 330 2051 (Amy Sclater — Administrator)
Email: rob.emmett@weheshirepet nhs uk
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Research and Development (R & D)
Research Networks
The UK Clinical Research Network

The UK Clinical Research Metwork was established to support research and to facilitate the conduct
of clinical trials and other well-designed studies across the UK. Az part of the UK Clinical
FResearch Collaboration, it works towards the development of a world class infrastructure to
support clinical research in the UK.

Wirral University Hospital NHS Foundation Trust has links with the following Fesearch
netwarks - Cancer, Dementias and Meurodegenerative Diseaszes, Diabetes, Medicines for Children,
Primary Care, Stroke.

Employees of the above Research Metwoarks regularly ‘hot-desk' in the The Clinical Trials Linit
(CTLN.

The UK Clinical Research Network aims to develop and strengthen MHS infrastructure to support
the delivery of clinical research in the UK. This is being achieved through the work of Clinical
Reszearch Metwarks.

Click an the links below far further information.

Cancer Kesearch Mebtwork

Cementias and Meurodegenerative Diseases Besearch Metwork (DerDREQM)

Dighetes Besearch Netwark (DEM)

mMedicines for Children Research Metwork (MCREM)

Mental Health BEesearch Metwork (MHER)

stroke Eesearch Metwark (SEM)
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Whatllithe Functiors of the CTU?

e Provide training in research practice
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Wirral University Teaching Hospital Foundation Trust
&
Clatterbridge Centre for Oncology Foundation Trust

Mandatory
Research Training

CERTIFICATE OF ATTENDANCE

This is to confirm that:

Candidate Name

Attended a Morning Training Session on:

ICH—-GCP & Research Governance

At
Education Centre
Arrowe Park Hospital, Wirral

28" September 2007

] Royal College
== f Physicians
Setting higher medical standards

2 Non-clinical CPD Credits

Dr Rod Owen Gill Sims
R&D Manager, WHT R&D Manager, CCO




Institute of Clinical Research:

Official Response to Science Council
‘Careers In Science, 2007’

“There needs to be a blurring of the distinction
between ‘academic’ and commercial research;
IN reality, there Is a continuum between an
Invention and the licensed intervention”

Submitted by Rod Owen FICR: 25/04/2007
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THANK YOU

TO EVERYONE WHO HAS HELPED AND
SUPPORTED THE CTU OVER THESE
FIRST FEW MONTHS
and
TO ALL WHO HAVE CONTRIBUTED TO
OUR ‘RESEARCH DAY’

HAPPY CHRISTMAS & NEW YEAR

Researcn Day 2007 25



