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Where did we start?

• Many clinical research nurses, often working alone.

• Professional and clinical isolation.

• Expertise not being used to its full potential.

• Little, if any, career structure.

• No formal training.

• No competencies.

• Often working outside normal ‘boundaries’ (informed consent).



Spring 2007

• Ongoing debate.

• Caroline Humphreys

• Ann McMahon



Working Group i

• Sue Boase, General Practice and Primary Care Unit, Uni of Camb

• Ruth Boyd, Northern Ireland Cancer Clinical Trials Unit

• Kathrine Craig, Cardiff Wellcome Trust CRF

• Carol Dealey, University Hospital Birmingham NHS Trust

• Eileen Dillon, Northern Ireland Cancer Clinical Trials Unit

• Leslie Gelling, Faculty of Health & Social Care, Anglia Ruskin Uni

• Anne Gordon, Edinburgh Wellcome Trust CRF



Working Group ii

• Angela Grainger, King’s College Hospital, London

• Caroline Gunnell, East of England Primary Care Research Network

• Nikki Hale, Skills for Health

• Caroline Humphreys, formerly Cambridge Wellcome Trust CRF

• Sara Jones, Cambridge Wellcome Trust CRF

• Sandra Mulrennan, East of England Diabetes Research Network

• Helen Pidd, Manchester Wellcome Trust CRF



Working Group Meetings

• 5 June 2007 – Wellcome Trust CRF, Cambridge

• 29 October 2007 – University Hospital Birmingham NHS Trust

• 17 March 2008 – Skills for Health, Solihull

• 17 July 2008 – Clinical School, Cambridge

• Consultation

• 9 October 2008 – Wellcome Trust CRF, Manchester



Consultation

• July to September 2008

• Total responses = 119

• Very positive with a large number of useful suggestions

• Thank you.
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Core Competency 1

To demonstrate knowledge and 
understanding of the evolution 
of clinical research.



Core Competency 2

To apply knowledge and skills in the clinical research environment:

• Research studies – design and types of research

• Key personnel

• Financial management

• Practical skills

• Collection of data and completion of study documentation

• Data storage



Core Competency 3

To work within, and adhere to, the requirements of research ethics, 
research governance and legislation:

• Research ethics committees

• Seeking an ethical opinion and governance approval: preparation 
of documentation and submission

• Participant confidentiality



Core Competency 4

To understand the principles and 
practice of obtaining valid 
informed consent.







Where next?

• Publication

• University of Lincoln

• Cambridge University Hospitals NHS Foundation Trust

• Other



1st Revision … December 2009



… Discuss



Thank you   

leslie.gelling@anglia.ac.uk


