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Preface to Version 2 – July 2012  
 

In the months following the July 2011 launch of the Induction Framework for Clinical Research 

Staff two things became apparent: 

a) Some of the resources referred to in the document had to be brought up-to-date. 

b) The members of the UKCRF Network Laboratory Managers Workstream felt that the 

Induction Framework should include a theme that would signpost the key aspects of CRF 

laboratory work encountered by many Clinical Research staff.   

The UKCRF Network Education Group agreed to address a) and b) by commissioning a 

representative Subgroup of 4 of its members to work on Version 2 in tandem with the Chair of 

the Laboratory Managers Group, Dr Julie Williams.   

Subsequently, Version 2 now includes Laboratories and Samples as a new induction theme, 

taking its logical place as Induction Framework - Theme 8.  A corresponding Briefing Sheet has 

also been added. 
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Introduction to the Induction Framework for Clinica l 

Research Staff 
 

The Induction Framework has been designed to help Clinical Research Facilities (CRFs) 

develop a comprehensive induction programme for new starters.  It has been developed by the 

UKCRF Education Group and is based on best practice from across a number of established 

CRFs.   

 

This framework recommends a format for induction and is designed so that it can be adapted to 

meet local needs.  It can be used for all potential research roles carried out by staff engaged in 

the conduct of clinical research.  It identifies key areas and themes that should be covered within 

the first three months of a new employee being in post, all or some of which will be applicable 

depending on the individual role.  It is envisaged that the induction process is an introduction to 

engaging staff in local competency frameworks which are designed to support their learning and 

development more specific to their role.   

 

It is intended that the mentor/manager of the new starter(s) will guide the learner through the 

Induction Framework document and mark the levels at which the mentee is meant to work.  We 

also recommend that the mentor/manager crosses out those sections not applicable to their 

mentee.  

 

The framework was originally aimed at new CRFs, but can equally be used by existing CRFs to 

review or update established induction programmes.  Equally, due to its generic components, it 

would be a useful tool that can be adopted by other clinical research organisations. 

 

The introduction of a new member of staff generally covers 3 main areas, each of which are 

considered in the following sections of the framework: 
 

Section A: Orientation 
 

Section B: Identification of the core skills and knowledge to be acquired to ensure that 

                      the conduct of clinical research is safe, robust and ethical. This also 

                   includes gaining an understanding of the significance of the clinical 

                      research support networks  
 

Section C: Locally determined priorities 
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Section A:  Orientation 
 

Orientation to the new staff member’s immediate work environment is a key first stage in any 

induction programme. It is not the intention within this framework to provide a generic orientation 

checklist as these will have to be designed locally based on local knowledge and local needs. 

However, it is usual for an orientation checklist to include the following areas: 
 

• Facility / Departmental welcome e.g. who is who, tour, staff facilities 

• Organisational structure and committees 

• History of the organisation  

• Introduction to CRF specific roles (e.g. Data Manager, QA Manager, Lab Manager) 

• CRF policies and procedures 

• Links with partner NHS Trust and/or University 

• Local networks e.g. local Research Networks 

• General information and administration  

• Locally used abbreviations and terminology explained 

 
 

Section B:  Acquisition of core skills and knowledg e   
 

Everyone involved in the conduct of clinical research must have training to ensure they are best 

prepared to carry out their duties.  This is set out in the following documents and applies for all 

research carried out in the NHS and is law for those people working on clinical trials.  For all 

research in the NHS in:  

 
England :   Research Governance Framework for Health and Social Care:  2nd edition 

      Aug 2005, Department of Health 

 

Scotland :  Research Governance Framework for Health and Community Care:  2nd edition 

                  2006, Scottish Executive Health Department 

    

Wales :       Research Governance Framework for Health & Social Care in Wales:  

       2nd edition 2009, Wales Office of Research and Development for Health and 

       Social Care (WORD) 

 

Republic of Ireland:     No equivalent Research Governance Framework published yet.          

       Available for guidance: 

       Clinical Research Roadmap: May 2010, Irish Clinical Research Infrastructure 

                  Network (ICRIN) and the Action Plan for Health Research: 2009, Department of  

                  Health, Eire 
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The main aim of Section B of the Induction Framework therefore is to:  
 

• Identify the core areas of research knowledge and skill that we would expect all staff  

  working within a research environment to be exposed to over the first three months of  

 being in post.  These will be known as the ‘core themes’. 
 

• Help staff identify the level to which they will be required to develop this research 

knowledge and skill within their role.  It is not intended to assess level of knowledge or 

skill at this stage but  relevance to role.  The acquisition of required knowledge and skill 

is assessed over a much longer period often using local competency frameworks.  
 

• Help staff identify how this knowledge/skill can be acquired. 

 

Core Themes 

The UKCRF Induction Framework identifies 10 key themes  

1. Understanding Clinical Research   

2. Research Governance & Ethics   

3. Consent and Recruiting Participants     

4. Study Management  

5. Resource Management  

6. Information Governance (incorporating data protection and data management)  

7. Quality Control Systems and Quality Assurance in Clinical Research  

8. Laboratories and Samples  

9. Role of the National Institute of Health Research (NIHR) and the National Office of  

      Clinical Research Infrastructure (NOCRI) relevant to research staff employed in England 

10. Role of the UKCRF Network   

 

The acquisition of the required knowledge and skill is meant to be an interactive learning 

experience and learning should be facilitated by either a line manager or assigned 

mentor/buddy.  

Each core research induction theme is set out within the framework in the following tabular 

format for the staff member and their line manager/mentor to work through (see example below).  

In addition there are supporting briefing papers attached within Appendix 1.  
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Example 
 

Theme 2:  Research Governance & Ethics 
 

Objective(s) Key component How this applies to your role 
 

Examples of where you might find 
information to this theme 

 
To gain an 
understanding 
of  the role of 
research 
governance in 
clinical research   

 
2.1 What is research 
      governance? 
      Why is it  
      important? 
 
 
2.2 ICH Good Clinical 
      Practice 

 

 
Identification of how each component applies 
to your role will be determined individually 
and agreed locally in discussion with your 
line manager/mentor. 
 
Level 1 
 

Level 2 
 
Level 3  
 

 
Local resources/ key personnel: 
 
 
 

 
National resources: 
 

 
 

 

Summary of evidence, e.g. resulting from discussion , observation etc 

 

 

 

 

For each core theme there is an overall objective which is then broken down into key 

components. The key components identify more specific areas which relate to the overall 

objective. Some or all of these key components will be applicable depending on the individual’s 

role and this should be agreed with their line manager/mentor. There is then a column which 

outlines examples of where/how staff members may gain information relating to the core theme. 

It is important to note that these examples are not exhaustive and will need to be added to 

locally. Finally the evidence section enables both the staff member ad their manager/mentor to 

record progress and is meant to just include bullet points to reference where and how learning 

has taken place.   Examples of evidence may include 
 

• Observation 

• Discussion 

• Shadowing 

• Reading 

• Attending formal training  

• Reflective practice  
 

Specific local themes can then be added using this format as appropriate. 
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How to use section B of the framework 
 

Initial Assessment  

New staff should receive an initial assessment of their prior training, knowledge and experience 
against the 10 core themes of the framework. This should be facilitated by their 
manager/mentor. 

Where an individual can demonstrate prior knowledge and skill, related key components within 
each research theme can be signed off.  

Key components within each research theme that then need to be worked through, should be 
agreed by the staff member and their manager/mentor and an action plan formed. 

Managers/mentors will then assist new staff to identify the most appropriate training methods 
and resources available locally, regionally and nationally. 

 

Completion of themes within the framework  

New members of staff will then sign off for the key components once they have covered these 

and identify within the evidence section what method was used to meet their learning needs. 

 

Managers will sign off each research theme once completed by the staff member. 

At regular periods the post-holder is encouraged to reflect on what has been learnt and identify 

further learning needs and discuss (suggested monthly) these with their manager/mentor. Both 

the member of staff and manager/mentor should discuss on-going learning needs, identify 

methods to meet these needs and decide a plan of action and time frame to address them.  

 

Managers/mentors need to allocate protected time as part of the induction process to allow new 

staff to work through the framework and attend appropriate training.  

Evidence of the acquisition of relevant knowledge and skill will be collected and will contribute to 

annual reviews / appraisals.    

 

At this point it is worth mentioning that this framework, in its present format, is not meant to be a 

competency assessment tool.  Experienced clinical research staff might recognise some 

affiliation between this framework and the Competency Framework for Clinical Research Nurses 

– Version 2 – October 2011.   The Induction Framework for Clinical Research Staff includes all 

new research staff and not only nurses.  Furthermore, it aims to assist the learner new to clinical 

research for the period between having started new in post until about three months into the 

post.  Some of the learning that has taken place – guided by this Induction Framework and the 

manager/mentor – could and will provide evidence towards the above mentioned ‘Competency 

Framework’.  Appendix 2 displays where the 10 research themes map into the ‘Competencies’.
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Theme 1:  Understanding Clinical Research 

Objective(s)  
 

Key component  How  this applies to your role Examples of where you might find information to thi s theme 

 
Develop a broad 
understanding of 
‘clinical research’ 
and the use of 
different research 
designs 

 
1.1 Basic principles of “research” 
 

      What is “research”? 
 

      What is “clinical research”? 
 
1.2  Difference between clinical audit & 
       clinical research 
 
1.3  Difference between “clinical research 
       study” and “clinical trial” 
 
1.4  What is “evidence-based practice”? 
 

       Using literature search facilities to find 
       the evidence 
 
1.5  Introduction to the process/ cycle of 
       clinical research   
 

       The research question determines 
        the design of the study  
 

       Clinical Trials of Investigational 
       Medicinal Products (CTIMPs) and  
       Non-CTIMPs 
 
       Different types of research design,  
       e.g., Clinical Trials (Phases 0 – IV)       

       Randomised Controlled Trials (RCTs) 
       Observational Studies 
       Epidemiological Studies  
       Experimental Research 
       Translational Research 
 

1.6 Understand the difference between 
      commercial trials and non-commercial 
      trials 
 
1.7 Understanding randomisation 
 
1.8 Clinical research terminology/ glossary 
 
1.9 Fraud and misconduct in clinical  
      research 
 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager/mentor  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/ preparation 
of components of the theme (e.g. advising 
on the development of a research 
protocol) 
 
Level 3    
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. writing a research 
protocol).  
 

 
Local resources/ key personnel  
mentor/manager to advise 
 
Discussion with mentor, colleagues, researchers in your unit  
University/ medical school librarian  
Generic research textbooks locally available at your work place, medical / healthcare libraries  

 
 
National resources : 
 

Using generic textbooks on clinical research, e.g. Trish Greenhalgh (2010) How to read a 
paper – the basics of evidence based medicine 4th edition, Wiley-Blackwell, BMJ/ Books 
 
National Research Ethics Service (2009), Defining Research (leaflet) available online in PDF    
http://www.hpa.org.uk/webc/HPAwebFile/HPAweb_C/1272032326180 
 
UK Clinical Research Collaboration (2007) Understanding Clinical Trials 
http://www.crncc.nihr.ac.uk/Resources/NIHR%20CRN%20CC/PPI/Documents/uct_oct06_fina
l.pdf booklet aimed at general public explaining what Clinical Trials are. 
 
Cancer Research UK (2011) website http://www.cancerhelp.org.uk/trials/types-of-
trials/phase-1-2-3-and-4-trials explains the different phases of clinical trials. 
 
Leeds Teaching Hospital NHS Trust website (2012):  Writing research  protocols - guidance 
for researchers  
http://www.leedsth.nhs.uk/academic/research-development/information-for-
researchers/research-proposal/how-to-write-a-research-protocol/ 
 
NHS Evidence – Search Engine for Evidence in Health and Social Care 
http://www.evidence.nhs.uk 
 
Medical Research Council (MRC)  info on experimental medicine: 
http://www.mrc.ac.uk/Ourresearch/ResearchInitiatives/ExperimentalMedicine/index.htm 
 
For a glossary :  
- Any of the booklets that contain the full set of The ICH Guideline for Good Clinical Practice  
- Online glossary on UKCRF Network Portal 
- Online glossary on the NIHR website 
- Online glossary on the Medical Research Council (MRC)  website 
 
See Appendix 1 - Briefing Sheet No 1: Basic Princip les of Research   
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Theme 1: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Theme 1:  Understanding Clinical Research  

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ………………………
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Theme 2:  Research Governance & Ethics 
Objective(s)  Key components How this applies to your role Examples of where you might find information to thi s theme 

 
 
To gain an 
understanding of : 
 
A) The role of 
research 
governance in 
clinical research    
 
B) The  application 
of research 
governance 
principles in day to 
day practice 
 
C) The role and 
function of ethics 
committees 

 

 
2.1 What is research governance? 
      Why is it important? 
 
2.2 ICH Good Clinical Practice 
 
2.3 Understanding the R&D process and 
      the remit of the Trust or University 
      R&D department 
 
2.4 Local acceptance process for studies 
       to take place in your unit 
 
2.5 Key (essential) research documents  
      (e.g., Clinical Trials Protocol, Trial 
       Master File, Investigator’s Brochure, 
       Case Report Forms (CRFs), Safety  
       Reporting Forms)  
 
2.6 Key research personnel and their  
      responsibilities  
 
2.7 Safety reporting, incident reporting 
 
2.8 The historical development of  
       Research Ethics  
 
2.9 The ethics review process 
 
2.10 The Integrated Research Application 
        System (IRAS) 
 
2.11 The role of Research Ethics 
        Committees  

 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/ preparation 
of components of the theme (e.g. collation 
of documents required to support the 
research application process)  
 
Level 3    
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. submission of ethics 
application, completion of incident report) 
 
 

 

 
Local resources/ key personnel 
 

R&D department/ research office personnel within the Trust / University 
R&D information pages on local Trust website  
Local University  
Local Research Ethics Committee  
 
Other local resources to be determined locally 

 
National resources: 
 

For England: Research Governance Framework for Health and Social Care 2nd edition 2005, 
Department of Health 
 

For Scotland: Research Governance Framework for Health and Community Care  2nd edition 
2006, Scottish Executive Health Department 
 

For Wales: Research Governance Framework for Health & Social Care in Wales 2nd  edition 
2009, Wales Office of Research and Development for Health and Social Care 
 
The following websites will be useful for searching for more info on the suggested key 
components: 
   http://www.dh.gov.uk/health/category/policy-areas/nhs/research 
 

   http://www.dh.gov.uk/health/category/publications/ 
 

   http://www.hra.nhs.uk/hra/     Website of the new  “Health Research Authority”   
                                                  It contains lots of useful info relating to research ethics 

    
Online brochure of ICH Guideline for Good Clinical Practice: 
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC50
0002874.pdf 
 
Essential background documents regarding clinical research ethics and legislation:  

• Nuremburg Code  
• Declaration of Helsinki. 
• EU Directives 2001/2005/2006. 
• Medicines for Human Use (Clinical Trials) Regulations (2004). 

 
 
See Appendix 1 - Briefing Sheet No 2: Good Clinical  Practice (GCP) 
 

See Appendix 1 - Briefing Sheet No 3: Ethics Commit tees and Integrated Research 
                              Application System (I RAS) 
 



 

 9                                                                                         

 

 

Theme 2: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Theme 2:  Research Governance & Ethics 

Date completed and action plan agreed:  ………………………  

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 3:  Consent & Recruiting Participants  

Objective(s)  Key components How this applies to your role Examples of where you might find information to thi s theme 
 

 
A) To gain an 
understanding of 
the information 
needs of patients, 
service users, 
parents and 
families for 
informed decision 
making in research 
 
B) To have a basic 
overview of the key 
issues in informed 
consent including 
legal, good practice 
and communication 
issues 
 
C) To have a basic 
overview of key 
issues when 
gaining consent 
from different 
population groups 
e.g., children 
 
D) To have a basic 
overview of 
recruiting 
participants into 
research studies or 
trials 

 
3.1 The principles of valid Informed 
      Consent? 
 
3.2 The key components of ethically  
      approved consent forms and Patient 
      Information Sheets (adult and child)  
 
3.3 Awareness of the key considerations 
      and legal requirements when taking 
      consent with the following groups in 
      clinical and non clinical trials; 
 

• Capacitated adults 
• Incapacitated adults 
• Vulnerable adults 
• Children & adolescents 

 
3.4 Principles of assessing capacity 
 
3.5 Role and responsibilities of legal 
      representatives (for CTIMPs) and 
      consultees (for non-CTIMPs) 
  
3.6 Role of the investigator & research 
      professional in gaining consent 
  
3.7 Role of the participant & family 
      members in gaining consent 
 
3.8 Awareness of the 20 eligibility 
      components under GCP you need to 
      cover eligibility criteria, risks, benefits 
 
3.9 Patient/investigator withdrawals and 
       the researcher’s role 
 
3.10 Ethical consideration within the 
        informed consent process 
 
3.11 Awareness of recruitment strategies 
        used in research 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/ preparation 
of components of the theme (e.g. 
Development of consent form) 
 
Level 3   
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. receiving informed 
consent) 
 

 
 

 
Local resources: 
Observation of different research personnel obtaining consent for a variety of different study 
designs. 
Role play with manager/supervisor 
Reflective practice with manager/supervisor 
 
Key personnel: 
Chief Investigators, Principal Investigators, Local Investigators,  other research personnel, 
e.g. Research Nurse 
 
 
National Resources 
ICH Harmonised Tripartite Guideline for Good Clinical Practice ICH GCP 1996, Section 4.8 
 
National Research Ethics Service 
www.nres.nhs.uk 
 
The Mental Capacity Act (2005) 
- Adults with Incapacity (Scotland) Act (2000) 
http://www.legislation.gov.uk/ukpga/2005/9/contents 
 
The Medicines for Human Use (Clinical Trials) Regulations (2004) 
http://www.legislation.gov.uk/uksi/2004/1031/contents/made 
 
Royal College of Paediatrics and Child Health (2000) Guidelines for the Ethical Conduct of 
Medical Research involving Children   http://adc.bmj.com/content/82/2/177.full.pdf 
 
Medical Research Council (2004) MRC Ethics Guide – Medical research involving children, 
MRC; London 
 
The Children’s Act (2004) 
www.opsi.gov.uk  
 
NIHR Valid Informed Consent Resources 
http://www.crncc.nihr.ac.uk/NR/exeres/4EEA606C-AA28-4B99-A11E-F4005BCEEF6C 
 
Royal College of Nursing Research Society (2011) Informed consent in health and social 
care research  RCN guidance for nurses 2nd edition, RCN; London  
 
 
See Appendix 1 - Briefing Sheet No 4: Informed Cons ent  
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Continued Theme 3:  Consent & Recruiting Participan ts 

Objective(s)  Key components How this applies to your role Examples of where you might find information to thi s theme 
 

 
See previous page 

 
Continued: 
 
3.12 Awareness of the processes involved 
        in screening potential participants,  
        patients or healthy volunteers 
 
3.13 Understanding of participant or  
        patient confidentiality in research 
 

 

 
 

 

 
 

Theme 3: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
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Theme 3:  Consent & Recruiting Participants 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 4:  Study Management 

Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

 
To gain an 
understanding of 
the principles 
involved in the  
Preparation, 
management and 
closure of clinical 
research trials and 
studies 
 

 

 
4.1 GCP within study management 
 
4.2 Knowledge of the key principles and 
      content of a research protocol 
 

      Understand research protocols that 
      use a variety of study designs 
 
4.3 Understanding on how to maintain and 
      coordinate a Master/Site File 
  
4.4 Identification and knowledge of the 
      essential documents used in research 
 
      Understand the essential documents 
      required before approval (e.g. Ethics,  
      R&D for clinical and non-clinical trials 
      can commence 
 
4.5 Awareness of the procedures involved 
      in conducting a minor and substantial 
      amendment to the protocol or  
      essential documents 
 
4.6 To understand the difference between 
      a protocol deviation and violation and 
      how each should be managed within a 
      research team 
 
4.7 Understanding of the reporting 
      mechanisms of adverse events 
      including SAEs and SUSARs 
 
4.8 Key issues and components 
      associated with the closure of a trial 
      and the archiving of the Master/Study 
      File 
 
4.9 Role of the investigator & key research 
      professionals in the management of a 
     study 

 
Identification of how each component of 
the theme applies to individual roles  - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/ preparation 
of components of the theme (e.g. study 
documents) 
 
Level 3   
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. care of participants) 
 

 

 
Local resources: 
 

Local Standard Operating Procedures 
 
Observation of different research personnel undertaking usual duties in the management of 
studies. 
 
Reading protocols that utilise different research designs. 
 
Mock development of a Master/Study File 
 
Mock CRF completion with manager/supervisor 
 
Reflective practice with manager/supervisor 
 
Key personnel: 
 

Principal Investigator I / Local Investigator 
Regional Research Network Manager. 
Experienced Research personnel. 

 
 
National resources 
 

The International Conference on Harmonisation (ICH) of technical requirements for 
registration of pharmaceuticals for human use. (1996) Guidelines for Good Clinical Practice 
(GCP) http://ichgcp.net/ 
     Especially:    ICH GCP, Section 8, Essential Documents for the conduct of a Clinical Trial 
 
EU Directive 95/46/EC (1995) 
The Data Protection Directive 95/46/EC on the protection of individuals with regard to the 
processing of personal data and on the free movement of such data.  
 
  
Clinical Trials Toolkit 
http://www.ct-toolkit.ac.uk  
http://www.ct-toolkit.ac.uk/_db/_documents/Trial_RA.pdf 
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Continued Theme 4:  Study Management 

Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

 
As on previous 
page 

 
4.10 Care of the patient, participant, family 
         throughout the study 
 
4.11 Understanding the needs of the 
        wider research team 
 
4.12 Have an awareness of professional  
        codes of practice when undertaking 
        research 

 

 
 

 

 
 

 

 
 

Theme 4: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
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Theme 4:  Study Management 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 5:  Resource Management 

Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

 
To gain an 
understanding of 
the financial issues 
related to the 
undertaking of 
clinical research 

 
5.1 Understanding the financial processes 
      of set up, management of and closing 
      of clinical research studies 
 
5.2 Awareness of sources of research 
      funding 
 
5.3 Understanding of financial agreements 
 
5.4 Awareness of contract agreements 
 
5.5 Identification of costs within a study 
      including excess treatment and service 
      support costs in clinical research 
 
5.6 Awareness of costing templates  
 
5.7 Awareness of use the UKCRF  
      Intensity Tool 
 
5.8 Management of patient expenses –  
      setting up an account with finance & 
      budget control 
 
5.9 Understanding of Intellectual Property 
      Rights 
 
 

 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/preparation of 
components of the theme (e.g. providing 
study costs, e.g. lab costs) 
 
Level 3   
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. completing the intensity or 
costing for the full study) 

 

 
Local resources/ key personnel: 
 
NHS Organisations 
 
Universities 
 
Your unit’s Research Operations Manager 
Research & Development Offices 
Commercial Trials Manager 
 
 
National resources: 
 

The Institute of Clinical Research (1996) ICH Harmonised Tripartite Guideline for Good 
Clinical Practice        
1.17 
4.9.6 
5.9 
8.2.4  
 
For research funding search, for example:  
National Health Service website:  www.nhs.uk 
Charitable Organisations such as MRC  www.mrc.ac.uk/index.htm 
Wellcome Trust www.wellcome.ac.uk/ 
Industry and Commercial Organisations 
 
Farrell B (2006) A guide to efficient trial management, UK Trial Management Network; 
London 
 
NIHR Clinical Portal https://portal.nihr.ac.uk   requires membership & registration  
 
UKCRF Intensity Tool  
https://portal.nihr.ac.uk/sites/ukcrf To view this, it is necessary to register with the NIHR 
Clinical Portal for UKCRF Network members  - needs username and password  (see Briefing 
sheet 10 on page 43)  
 
The Comprehensive Clinical Research Network Clinical Research Network Costing Template 
http://www.crncc.nihr.ac.uk/Life+sciences+industry/tools/costing 
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Theme 5: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.)  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Theme 5:  Resource Management  

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 6:  Information Governance – incorporating Da ta Protection and Data Management 

Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

 
A) To gain an 
understanding of 
the underlying 
principles applied 
to data 
management in 
clinical research 
 
 
B) To be able to 
demonstrate 
reliable and 
consistently 
accurate data entry 
into Case Report 
Forms 
 
 
C) To understand 
and correctly apply 
the requirements 
for secure data 
storage, transfer 
and archiving 
 
 
D) Have a basic 
overview of key 
issues involved in 
the accurate and 
complete collection 
and insertion of 
data into Case 
Report Forms 
(CRFs) or other 
storage formats 
 
 
 

 
 

 
6.1 Principles of Data Protection Act 
      1998 
 
6.2 What constitutes ‘research data’? 
 
6.3  Different data types  
       What is “source data”?  
       What is “patient identifiable data”? 
 
6.4 Data capturing systems: 
      a. paper-based data systems 
      b. electronic data systems 
 
6.5 Completion of Case Report Forms  
     (CRF)  
 
6.6 The principles of ‘data protection’     
      relating to management of research 
      data 
      a. annonymised / pseudonymised 
      b. accuracy 
      c. appropriate access 
      d. secure storage during trial 
      e. sharing and transferring research 
          data 
      f. data retention 
 
6.7 Archiving/ Secure Data Storage at end 
      of trial 
 
6.8 Data Protection in Clinical Research 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/ preparation 
of components of the theme (e.g. 
contribute to the developing of data 
systems) 
 
Level 3    
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. data entry in CRF)  

 

 
Local resources:  
Relevant Standard Operating Procedures (SOPs) -  identified for you by your mentor 
 

Each Research Protocol will contain information of the “data” to be collected and instructions 
on how to process it. 
 
Key personnel: 
Data Manager 
Quality Assurance Manager 
Clinical Trials Administrator/ Trials Coordinator 
Feedback given by Trials Monitor 
Patient Records Manager  
 
National Resources: 
ICH GCP guidelines (see Theme 1) 
 
Information Commissioner’s office online: gives brief and clear info on Data Protection 
http://www.ico.gov.uk/for_organisations/data_protection.aspx.  
 
Data Protection Act (1998) 
http://www.legislation.gov.uk/ 
 
Information Governance and Caldicott Principles (last updated March 2012) 
http://www.wales.nhs.uk/sites3/home.cfm?orgid=950 
 
For staff working at a higher level of record manag ement 
Department of Health (2006) Records Management: NHS code of practice  
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidanc
e/DH_4131747    
 
 
See Appendix 1 - Briefing Sheet No 5: Principles of  Data Protection 
 

See Appendix 1 - Briefing Sheet No 6: Case Report F orm (CRF) Completion 
  

See Appendix 1 - Briefing Sheet No 7: Standard Oper ating Procedures (SOPs) 
 

See Appendix 1 - Briefing Sheet No 8: Archiving 
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Theme 6: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Theme 6: Data Management 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 7: Quality Control Systems and Quality Assura nce in Clinical Research  

Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

 
To gain an 
understanding of 
 
A) The role of 
Quality Control 
(QC) Systems and 
Quality Assurance 
(QA) in Clinical 
Research 
 
B) The application 
of Quality Control  
Systems and 
Quality Assurance 
principles in day to 
day practice 
 
 
 
 
 
 
 

 

 
7.1 What are Quality Control Systems? 
 
7.2 Quality orientation programme for new 
      CRF staff 
 
7.3 Evidence of up-to-date staff training 
 
7.4 Good Clinical Practice for Laboratories 
 
7.5 Standard Operating Procedures 
 
7.6 Validated systems - 
      Temperature  
      Monitoring 
      Document control 
      Computer systems  
 
7.7 Calibrated study equipment 
 
7.8 Study specific risk assessments 
 
7.9 Study monitoring – Commercial and 
      non commercial research 
 
7.10 What is Quality Assurance and what 
       does it involve? 
 
7.11 Audit – Internal and External 
 
7.12 The role of the Medicines and 
         Healthcare product Regulatory 
         Agency (MHRA) 
 
7.13 Preparing for MHRA Good Clinical  
        Practice  inspection 
 
7.14 Performance validation of systems 
        used in clinical research 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/preparation of 
components of the theme (e.g. 
contributing or writing an SOP)) 
 
Level 3   
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. involved in preparation for 
an MHRA inspection) 
 

 

 
Local resources/ key personnel: 
 

Research & Development Offices 
 
Quality Assurance Manager or local equivalent 
 
 
 
 
 
National resources : 
 

The Medicines for Human Use (Clinical Trials) Regulations – easily explained: 
http://www.wales.nhs.uk/sites3/home.cfm?orgid=950 
 
ICH Harmonised Tripartite Guideline for Good Clinical Practice  (1996) 
 
Clinical Trials Toolkit 
http://www.ct-toolkit.ac.uk  
www.ct-toolkit.ac.uk/_db/_documents/Trial_RA.pdf 
 
BARQA  
http://www.barqa.com 
 
The chair person of the UKCRF QA Workstream       
(Contact UKCRF Network Operations Manger for name and contact details) 
 
NIHR Clinical Portal (requires registration to view content of portal) 
https://portal.nihr.ac.uk  
 
Medicines and Healthcare Products Regulatory Agency (MHRA) 
http://www.mhra.gov.uk/index.htm 
 
Good Clinical Practice: Standard Operating Procedures for Clinical Researchers (Wiley) 
Pocock, S.J (1983) Clinical Trials: A practical approach 
 
 

Competency Framework for Clinical Research Nurses (version 01.10.2008) 
http://www.rcn.org.uk/development/researchanddevelopment/rs/publications_and_position_st
atements/competencies     Contains full and short version. Designed for nurses in UK 
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Theme 7: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Theme 7: Quality Control Systems and Quality Assura nce in Clinical Research 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 8:  Laboratories and Samples 

Objective(s)  
 

Key component  How  this applies to your role Examples of where you might find information on thi s theme 

 
To develop a broad 
understanding of 
the function of the 
laboratories and an 
understanding of 
key aspects of 
sample handling 

 
8.1 The role of the sample processing 
      facility (‘laboratory’) in studies 
 
8.2 Roles and responsibilities of laboratory 
     staff 
 
8.3  Laboratory health and safety 
 
8.4 Lab accreditation schemes 
 
8.5  An understanding of the different 
       types of samples that may be 
       generated from studies 
 
8.6 Regulations involved in sample 
      handling 
 
8.7 Quality management in the process of 
      sample processing 
 
8.8  An awareness of factors that may 
       interfere with sample integrity 
 
8.9 Documentation required for sample 
      processing and an understanding of 
      input and retention of data for samples 
      and labelling 
 
8.10 Cost implications of sample 
        processing and an understanding of  
        the use of the intensity tool for 
        assessing sample processing 
 
8.11  Basic principles of centrifugation 
 
8.12 An understanding of cold storage, 
        its hazards, temperature monitoring 
        and disaster recovery 
 
8.13 An awareness of transportation 
        regulations 
 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager/mentor  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
Level 2   
The role requires the staff member to be 
involved in the development/ preparation 
of components of the theme (e.g. 
processing basic samples) 
 
Level 3    
The role requires the staff member to be 
involved in the delivery of components of 
the theme (e.g. developing documentation 
such as SOPs).  
 

 
Local resources/ key personnel  
Mentor/manager to advise 
 
Discussion with mentor, colleagues, laboratory staff and researchers in your unit  
University/ medical school librarian  
Generic research textbooks locally available at your work place, medical / healthcare libraries  
Laboratory manual, SOPs, Risk Assessments, COSHH 
See Theme 7 
 
National resources : 
 
MHRA  guidance 
http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodClinicalPrac
ticeforClinicalLaboratories/index.htm  
 
UKCRF Lab managers workstream  - requires registration with NIHR portal 
https://portal.nihr.ac.uk/sites/ukcrf/workstreams/Laboratory%20Related%20Documents/GCP
_for_labs_Oct_2010.pdf  - requires registration with NIHR portal 
https://portal.nihr.ac.uk/sites/ukcrf/workstreams/Laboratory%20Related%20Documents/Form
s/AllItems.aspx - Questions for MHRA inspection 
 
NIHR competency framework for non-clinical staff 
http://www.crncc.nihr.ac.uk/Resources/NIHR%20CRN%20CC/Networks/CCRN/Birmingham
%20and%20the%20Black%20Country/Documents/BBCCLRN_nonclinical_competencyframe
work_FINALv1_Oct2011_pilot_.pdf  
 
Human tissue act guidelines  www.hta.gov.uk 
 
MRC guidance for working with human tissue 
http://www.mrc.ac.uk/Ourresearch/Ethicsresearchguidance/RegulatorySupportCentre/Policyg
uidance/HumanTissue/index.htm  
 
Health and safety www.hse.gov.uk 
 
Chemical safety http://www.hse.gov.uk/coshh/ 
 
Dry ice safety  http://www.dryiceinfo.com/safe.htm 
 
Sample handling guidance     
http://www.ecmcnetwork.org.uk/prod_consump/groups/cr_common/@ecm/@gen/documents/
generalcontent/cr_070921.pdf  
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Continued Theme 8:  Laboratories and Samples 

Objective(s)  
 

Key component  How  this applies to your role Examples of where you might find information on thi s theme 

 
As on previous 
page 

 
 

 
 

 
Continued: 
 
Sturgeon et al National Academy of Clinical Biochemistry laboratory medicine practice 
guidelines for the use of tumor markers.      
http://www.clinchem.org/content/54/11/1935.full.pdf+html  
 
Influences of blood sample processing on low-molecular-weight proteome – Banks et al 
http://www.clinchem.org/content/51/9/1637.long  
 
Sample stability and protein composition of saliva – Esser et al 
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2688372/?tool=pubmed  
 
Transportation regulations  
http://www.mayomedicallaboratories.com/education/online/dangerousgoods/index.html  
 
See Appendix 1 - Briefing Sheet No 9: Formally Agre ed Standards for Laboratories  
   

 
 

Theme 8: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
 
 
 
 
 
 
 
 
 

 

Theme 8: Laboratories and Samples Control Systems a nd Quality Assurance in Clinical Research 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 9: Role of the National Institute for Health Research (NIHR)   

Relevant to research staff employed in England. This theme needs to be amended for staff working outside England 
   

 Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

  
To have an 
understanding of  
the overall  role of 
the NIHR and the 
NIHR Office for 
Clinical Research 
Infrastructure 
(NOCRI)  
 
To be able to 
identify, and where 
relevant, access 
the support 
opportunities 
provided by these 
organizations   
 
 

 

 
9.1 What is the NIHR and why is it 
        relevant to you and other staff  
        working in your organization? 
 
9.2 What is NOCRI and how does it 

relate to your organization? 
 
 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Tick level agreed: 
 
Level 1   
The role requires the staff member to have 
an awareness of the theme 
 
 
Level 2 & 3 do not apply 

 
Local resources/ key personnel: 
- Operations manager of your CRF 
- Communications manager in your local  
   R&D office  
 
English National Resources:  
 
9.1 http://www.nihr.ac.uk/Pages/default.aspx 
 
9.1 http://www.nihr.ac.uk/about/Pages/Briefingdocuments.aspx 
 
9.2 See latest version of the NIHR briefing document on the role of NOCRI 
    http://www.nihr.ac.uk/infrastructure/Pages/NOCRI.aspx 
 
 
 
 
 
See Appendix 1 - Briefing Sheet No 10: NIHR  
 

 
 

Theme 9: Summary of evidence obtained for above key  components (through discussions, observations, att ending training sessions, reading etc.) 
 
 
 
 
 
 

 

Theme 9: Role of National Institute for Health Rese arch 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Theme 10: Role of the UKCRF Network 

Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

 
To gain an 
understanding of  
the role of the 
UKCRF Network 
 
 
 
 
 
 
 

 

 
10.1 What is the UKCRF Network? What  
       does it do?  How does it relate to me? 
  
10.2 Key UKCRF personnel and their 
        roles and responsibilities  
 
10.3 UKCRF strategic planning team – 
        who are they and what do they do? 
 
10.4 UKCRF Network work-streams or 
        groups (can vary) 

 
10.5  The UKCRF Portal and becoming a 
         members to use it 
 

 
Tick as applicable 
 
Level 1    
To have awareness of  
 
Level 2  & 3   
not applicable 
 

 
Local resources : 
 
To be determined locally.  There may be active members of the Network within your facility 
which could be identified here 
 
Key personnel (resources): 
 

UKCRF Director  
UKCRF Operations manager 
UKCRF Network administrator 
UKCRF Strategic Planning Team (SPT) 
Work-stream chairs 
 
National resources: 
 

UKCRF Network newsletters and  
Web-based information Portal (have to register as “member” first because accessible by 
membership only) https://portal.nihr.ac.uk/sites/ukcrf 
 
To register contact the UKCRF Network administrator. 
 
For general information about the UKCRF Network:  http://www.ukcrfnetwork.co.uk 
 
See Appendix 1 - Briefing Sheet No 11: UKCRF Networ k 
 

 
 

Theme 10: Summary of evidence obtained for above ke y components (through discussions, observations, at tending training sessions, reading etc.) 
 
 
 
 
 

 

Theme 10: Role of the UKCRF Network 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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 A blank example for local adaptation  

Objective(s)  
 

Key components How this applies to your role Examples of where you might find information to thi s theme 

 

 
 
 

 

 
Identification of how each component of 
the theme applies to individual roles - The 
level to which each theme applies to an 
individual’s role will be determined and 
agreed locally in discussion with the 
individual and line manager  
 
Insert the criteria you have identified for 
the varying levels to which you staff is 
expected to work 
 
Level 1  
 
 
Level 2   
 
 
Level 3   
 

 
 
 
 
 
 
 
 
 
 

 
Local resources / key personnel: 
 
 
 
 
 
National resources : 
 

 

 

A blank example for local adaptation 

Date completed and action plan agreed:  ………………………    

Signature of trainee: ……………………….     Signature of mentor/manager: ……………………… 
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Section C:  Locally identified themes  

It would be impossible to identify all the knowledge and skills required by individual research 

staff in a national document.  Therefore Section C of the Induction Framework allows you to 

add in local themes that have been identified for the new member of staff. 

 

The same tabular format as Section B can be used for this section, but specific themes will 

need to be developed locally depending on local job requirements and priorities.  

 

These may include for example 

• Finance planning/management 

• Ordering/storing supplies 

• Study specific skills training, depending on studies carried out locally, e.g.,  

            MRI safety, food handling certificate… 

• Study specific equipment training, depending on studies carried out locally 

• Study medication 

 

A blank table is included on the previous page (p26). 
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Appendix 1 
 

Briefing Sheets – additional information on some to pics 

This information is provided merely as a guide to assist staff in their role as clinical research 

personnel.  The UKCRF Education Group advice all staff to ensure they read and enquire 

widely around their role and keep themselves up-to-date with changes in their field of 

practice. 

 

 

 

Briefing Sheet – No 1 

Basic Principles of Research 
 

The term research is much stricter in science than in everyday life.  Often we talk about 

‘conduction internet research’.  In everyday language such use of research is perfectly 

correct grammatically, but in science the term research has a more specific meaning. 

Although there is no universally true definition for research, there are generally agreed 

components of what constitutes research; that research is an active, systematic process of 

enquiry (through collecting and examining information and governed by scientific principles), 

in order to discover, interpret or revise facts, events, behaviour or theories.   
 

 

The basic steps for “doing research” –  The Researc h Process 
  
 

1. Asking a general question/ statement of the ‘problem’  

2. Narrowing down the question 

3. Looking for more information on this question/ carrying out a literature review  

4. Establishing the necessity and feasibility of the research study 

5. Choosing the appropriate methodology to find an answer for the question  

6. Designing of study/ writing a research protocol/ asking experts in the relevant field to 

      review the research ‘proposal’ 

7. Obtaining all necessary ‘approvals’ 

8. Observing / collecting data  

9. Analysing the data – formulating findings/results 

10. Discussion/ Relating the findings/results to the wider picture 

11. Conclusion and presenting/publishing the study 

12. …often this will lead to further, new questions… 
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An even simpler way of summarising the process is that the following is required: 
 

• Questioning   

• Planning                                     

• Gathering              

• Sorting and sifting            

• Synthesizing  

• Evaluating 

• Reporting* 

*This comes after several repetitions of the cycle create sufficient insight.  

 

Following these steps is rarely a linear process and is often illustrated as a circular process. 

 

The scientific principles employed for a research study vary according to the specific science 

or discipline in which the research is undertaken.   

According to the Medical Research Council definition (2005) Clinical Research....  

“…is research on humans, human data or human tissue and is designed to help answer a 

specific question about disease, its causes, diagnosis, treatment, concomitants, outcome, 

prognosis and/or prevention.  The humans involved may be current or former patients, or 

healthy volunteers.” 
 

When the research conducted is on humans, then point 7 about “obtaining all necessary 

‘approvals’ expands to include a considerable range of legally and ethically stipulated 

approvals which are explored in this Induction Framework’s Themes 2 and 3. 
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Briefing Sheet – No 2 

Good Clinical Practice (GCP) 
 

GCP is an international ethical and scientific quality standard for designing, conducting, 

recording and reporting trials that involved the participation of people.  GCP is applicable to 

all clinical research. 

 

Until 1997, there were several documents relating to good clinical practice (GCP).  An 

international committee for the harmonisation of good clinical practice (ICH GCP) was 

formed to produce a standard agreed by the European Union, Japan and the United States. 

These guidelines were implemented in the participating countries, and had the advantage of 

facilitating mutual acceptance of data by the regulatory authorities of those countries. 

The first principle of ICH GCP guidelines is that: 

 

“Clinical trials should be conducted in accordance with the ethical principles that have their 

origin in the Declaration of Helsinki and are consistent with GCP and the applicable 

regulatory requirements.” 

 

The ICH GCP guidelines are very comprehensive and list responsibilities for all involved in 

research activity.  It includes specific sections listing responsibilities of ethics committees, 

Investigators and Sponsors.  There are also sections detailing the format of trial protocols, 

investigator brochures and essential documents required for clinical trials. 

 

The ICH GCP guidelines were an attempt to unify GCP standards, but they were only ever 

guidelines, and lacked the legal status needed to ensure that everyone adopted them.  

Although most sponsor companies adopted the guidelines from the outset, there were some 

that did not.  In particular, academic research units found the workload cost implications were 

too great to implement the guidelines.  Also, some ethics committees were reluctant to 

adhere to the extra requirements that ICH GCP guidelines made of them, since they were 

not legally obliged to do so. 

 

However, in 2000, the European Union issued a clinical trials directive (Directive 

2001/20/EC) that required the ICH GCP guidelines to be adopted in the member states’ law.  

This was to ensure that all parties practicing research would have to adhere to the ICH GCP 

guidelines.    

 

Directive 2001/20/EC was transposed into UK law 1st May 2004. 
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The main principles of GCP 

 
2.1 Clinical trials should be conducted in accordance with the ethical principles that have 

their origin in the Declaration of Helsinki, and that are consistent with GCP and the 
applicable regulatory requirements. 

 
2.2 Before a trial is initiated, foreseeable risks and inconveniences should be weighted 

against the anticipated benefit for the individual trial subject and society.  A trial should 
be initiated and continued only if the anticipated benefits justify the risks. 

 
2.3 The rights, safety and well-being of the trial subjects are the most important 

considerations and should prevail over interests of science and society. 
 
2.4 The available non-clinical and clinical information on an investigational product should 

be adequate to support the proposed clinical trial. 
 
2.5 Clinical trials should be scientifically sound, and described in a clear, detailed protocol. 
 
2.6 A trial should be conducted in compliance with the protocol that has received prior 

institutional review board (IRB)/independent ethics committee (IEC) 
approval/favourable opinion. 

 
2.7 The medical care given to, and medical decisions made on behalf of, subjects should 

always be the responsibility of a qualified physician or, when appropriate, of a qualified 
dentist. 

 
2.8 Each individual involved in conducting a trial should be qualified by education, training 

and experience to perform his or her respective task(s). 
 
2.9 Freely given informed consent should be obtained from every subject prior to clinical 

trial participation. 
 
2.10 All clinical trial information should be recorded, handled and stored in a way that allows 

its accurate reporting, interpretation and verification. 
 
2.11 The confidentiality of records that could identify subjects should be protected, 

respecting the privacy and confidentiality rules in accordance with the applicable 
regulatory requirement(s). 

 
2.12 Investigational products should be manufactured, handled and stored in accordance 

with applicable good manufacturing practice (GMP).  They should be used in 
accordance with the approved protocol. 

 
2.13 Systems with procedures that assure the quality of every aspect of the trial should be 

implemented 
 

For an online copy of the ICH GCP booklet:  

http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC50
0002874.pdf 
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Briefing Sheet – No 3 

Ethics Committees and Integrated Research Applicati on System 

(IRAS) 
 
Why do we have Ethics Committees? 

The World Medical Association in its Declaration of Helsinki states in paragraph B14: 
 

”The design and performance of each research study involving human subjects must be 
clearly described in a research protocol. The protocol should contain a statement of the 
ethical considerations involved and should indicate how the principles in this Declaration 
have been addressed. The protocol should include information regarding funding, 
sponsors, institutional affiliations, potential conflicts of interest, incentives for subjects and 
provisions for treating and/or compensating subjects who are harmed as a consequence of 
participation in the research study. The protocol should describe arrangements for post-
study access by study subjects to interventions identified as beneficial in the study or 
access to other appropriate care or benefits. (2008)” 

 

In the UK, ethical review is one of a series of safeguards intended to protect individuals and 

these are described in the Research Governance Framework for Health and Social Care 

(2001), (second edition in 2005) and (2010 amendment). The key players in this review 

process are the Research Ethics Committees (RECs).   

 

What are Research Ethics Committees? 

All RECs (formerly known as NRES RECs) are established by the Health Research Authority 

(new from Dec 2011) for the purpose of reviewing applications within the Governance 

Arrangement for Research Ethics Committees (GAfREC).  

 

The remit of Research Ethics Committees is described in the Department of Health's 

guidance, Governance Arrangements for Research Ethics Committees (GAfREC).  

 

NHS Research Ethics Committees (RECs) have been established throughout the UK for 

many years.  The primary function of a REC - when considering a proposed study - is to 

protect the rights, safety, dignity and well-being of all actual or potential participants in the 

NHS. 

 

The REC is entirely independent of the researcher and the organisations funding and hosting 

the research. 

 

The members of a REC are specially trained in research ethics and often have the sort of 

experience which will be useful in scrutinising the ethical aspects of a research proposal. 

These include: patients; members of the public; nurses; GPs; hospital doctors; statisticians; 
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pharmacists and academics, as well as people with specific ethical expertise gained through 

a legal, philosophical or theological background. 

Some types of research will require review by a particular Type of Research Ethics 

Committee or one that is specifically qualified to review certain types of project.  There are 

two types of recognised and authorised RECs: 

 

Type 1 RECs: These are recognised for review of phase 1 CTIMPs in healthy volunteers 

only.   

 
Type 3 RECs. These are recognised for review of CTIMPs (other than phase 1 trials in 

healthy volunteers) and all other research taking place in more than one domain anywhere in 

the United Kingdom. They are also authorised to review other research. 

The National Research Ethics Service (NRES) now part of the Health Research Authority 

(HRA) since Dec 2011 

 

The National Research Ethics Service (NRES)   

The NRES is now part of the Health Research Authority (HRA) which was established in 

December 2011. The National Research Ethics Service (NRES) Head Office provides help 

and leadership for RECs (in England) by co-ordinating the development of operational and 

infrastructure arrangements in support of their work. This includes implementing standards to 

ensure national consistency, providing training for REC members and Co-ordinators, 

identifying IT solutions for procedural management and establishing regional REC centres to 

manage RECs. 

 
 
The role of the NRES Head Office: 

• Co-ordinates the development of operational systems for RECs, on behalf of the 

National Health Service (NHS) in England; 

• Maintains an overview of the operation of the National Research Ethics Service in 

England, and alerts the Department of Health and other responsible authorities if the 

need arises for them to review policy and operational guidance relating to the 

National Research Ethics Service; 

• Develops and manages a national training programme for REC members and Co-

ordinators in England; 

• Maintains close contact with officials in the Department of Health with policy 

responsibility for wider issues of research ethics and with colleagues from Northern 

Ireland, Scotland and Wales; 

• Gives appropriate advice, develops, implements and maintains operating procedures 

and standards for RECs that will be consistent across the UK; 

• Establishes and manages regional centres to oversee the activity of RECs; 
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• Provides advice to the Department of Health on the implications and practicalities of 

transposing the European Clinical Trials Directive in the UK.  

NRES in England works closely with colleagues with similar responsibilities in 

Northern Ireland, Scotland and Wales to ensure a UK-wide framework for ethical 

review. 

 
Development of the National Research Ethics Service  in the UK 

There have been considerable developments within the National Research Ethics Service in 

recent years.  The more recent key changes have been: 
 

• The implementation of the EU Clinical Trials Directive 2001/20/EC on 1 May 2004; 

• The establishment of the National Research Ethics Service (NRES) on 1 April 2007, 

which incorporated COREC and NHS RECs (in England) 

• The establishment of the Health Research Authority (HRA) on 1 December 2011.  

This is a newly formed NHS organisation to act as a Special Health Authority. The 

purpose of the HRA is to protect and promote the interests of patients and the public 

in health research.  The NHS REC has transferred to the HRA. 

 
What is the ‘Integrated Research Application System  (IRAS)’? 

A web-based integrated system for research applications was launched in 2008. This system 

has been introduced across the UK in order to streamline permissions and approvals 

application processes, which have often been criticised by researchers for being 

cumbersome and time consuming.  

 

IRAS is a single, integrated research application system that has been designed to capture 

the information needed to be submitted by researchers for the relevant permissions and 

approvals to enable the conduct of health and social care research in the UK. In Scotland the 

scope of IRAS relates to health and community care research. 

 

Rather than having to complete a number of separate application forms for each review 

body, researchers will be able to enter their information once – in IRAS. Using filters, the 

system will ensure that data is collected and collated appropriately to the type of study, 

approvals and permissions required. 

 

IRAS will capture information needed to submit for the relevant approvals for the following 

review bodies:  

• Administration of Radioactive Substances Advisory Committee (ARSAC)  

• Gene Therapy Advisory Committee (GTAC)  

• Medicines and Healthcare products Regulatory Agency (MHRA)–Medicines and Devices  

• Ministry of Justice (National Offender Management Service)  

• NHS / HSC research offices  
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• NRES/ NHS / HSC Research Ethics Committees  

• Patient Information Advisory Group (PIAG)  

 

IRAS builds on the well-established electronic application system already in use for ethics 

and NHS review. Many familiar aspects of the system remain, including helpful features such 

as question-specific guidance, contacts lists and navigation pages. Questions have been 

revised to provide information to more than one reviewing body without duplication.  

 

IRAS is especially noteworthy for the extent of the collaboration involved. Led by the National 

Research Ethics Service and run under the auspices of the UK Clinical Research 

Collaboration, the system is designed for UK-wide use. The initiative is supported by the 

NHS R&D Forum, the major regulatory and governance bodies, the UK Health Departments, 

the UK Clinical Research Network (UKCRN), the Forum of NHS Wales for R&D Management 

in Health & Social Care (FORWARD) and various funders of research. 

 

IRAS is available for researchers to use on a consultation-in-use stage. IRAS is not 

mandatory and existing systems remain in place. Researchers are strongly urged to give 

feedback on the content, design and practical operation of IRAS during this consultation-in-

use stage. User feedback is vital as it will be used to further improve IRAS before all new 

applications must be submitted on IRAS. Transitional arrangements will be in place for 

existing applications at that time.  

 

IRAS website:  www.myresearchproject.org.uk 

 

Recommended reading 

Declaration of Helsinki  http://www.wma.net/en/30publications/10policies/b3/ 
 

The Medicines for Human Use (Clinical Trials) Regulations 2004  

http://www.legislation.gov.uk/uksi/2004/1031/contents/made  
 

GAFREC 

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidan

ce/DH_4005727 
 

IRAS  http://www.nres.npsa.nhs.uk/applications/integrated-research-application-system/  
 

Guidance for Applicants to Research Ethics Committees http://www.nres.nhs.uk/applications/ 
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Briefing Sheet – No 4 

Informed Consent 
 

Within the context of clinical trials, informed consent may be regarded as “the voluntary 

confirmation of a subject’s willingness to participate in a particular trial and the associated 

documentation.” 

It is morally and professionally unacceptable to perform any research related procedure on 

someone without first obtaining their fully informed consent.  The issue of informed consent 

has prompted great discussion and thought, and really is the key issue in clinical research. 

 

When? 

Informed consent should be obtained from subjects prior to any research related procedure 

being performed. 

 
How? 

• An ethics committee approved information sheet and consent form must be used. 

• Informed consent form must be up to date and revised if new information becomes 

   available (must be re-approved by ethics committee if changed). 

• All information sheets and consent forms should also meet local site approval. 

• No coercion of subjects to participate. 

• Language of informed consent should be understandable and not cause subject to waive  

   or appear to waive or release investigator, institution or sponsor from responsibilities. 

• Inform subjects of important information, including risks and side effects. 

• Language should be as non-technical as possible. 

• Allow subject time to review information before signing. 

• Allow time to answer questions and review issues raised by subject. 

• Consent form to be signed and dated by subject or legally responsible person e.g. parent 

   and person obtaining consent. 

• Subject must keep a signed copy of the consent. 

• Subject’s legal rights must be maintained at all times. 

 

It is essential to remember that even once a subject has signed an informed consent, they 

can withdraw from the trial at any time without giving a reason.  It is the duty of the 

investigator to reiterate this and reassure them that they will not compromise their future 

medical care if they decide to withdraw. 

 

Who? 

The issue of who should take informed consent has been debated at length.  The guidance 

of the key GCP documents, although helpful, it is not clear. 



 

37 

 

The Declaration of Helsinki states, “In medical research involving competent human subjects, 

each potential subject must be adequately informed of the aims, methods, sources of 

funding, any possible conflicts of interest, institutional affiliations of the researcher, the 

anticipated benefits and potential risks of the study and the discomfort it may entail, and any 

other relevant aspects of the study. The potential subject must be informed of the right to 

refuse to participate in the study or to withdraw consent to participate at any time without 

reprisal. Special attention should be given to the specific information needs of individual 

potential subjects as well as to the methods used to deliver the information. After ensuring 

that the potential subject has understood the information, the physician or another 

appropriately qualified individual must then seek the potential subject's freely-given informed 

consent, preferably in writing. If the consent cannot be expressed in writing, the non-written 

consent must be formally documented and witnessed.  

 

The ICH GCP guidelines maintain these requirements, but also state, “The INVESTIGATOR, 

or a PERSON DESIGNATED BY THE INVESTIGATOR, should fully inform the subject” 

and… ”the person conducting the informed consent discussion should sign the consent 

forms.” 

 

It is widely acknowledged that other research personnel play a major role in the study team 

and are often considered more approachable than the investigator.  To this end, it would be 

foolish to exclude them from the informed consent procedure/process.  However, although 

other research personnel may take part in the consent process (explaining procedures, 

answering questions etc) however the overall responsibility for enrolling the subject should lie 

with the investigator  

 

The investigator should ensure that subjects have fully understood what they are consenting 

to and sign and date the consent form accordingly.  Any research personnel involved in 

giving information during the informed consent procedure should also sign the informed 

consent form. 

 

This approach meets the criteria of the 3 key documents, and adheres to the Declaration of 

Helsinki.  The argument put forward by some, that the declaration is an old, almost obsolete 

document, is easily refuted by the fact that it has had 8 separate reviews, (most recently 

2008) and the informed consent clause has not been changed and as such is considered 

appropriate. 
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Elements of Informed Consent required by the ICH Gu idelines 

1.  That the trial involves research 

2.  The purpose of the trial 

3.  The trial treatment(s) and the probability for random assignment to each treatment 

4.  The trial procedures to be followed, including all invasive procedures 

5.  The subject’s responsibilities 

6.  Those aspects of the trial that are classified as experimental 

7.  The reasonably foreseeable risks or inconveniences to the subject and when 
applicable to an embryo, foetus, or nursing infant 

8.  The reasonably expected benefits. When there is no intended clinical benefit to the 
subject, they should be made aware of this fact 

9.  The alternative procedure(s) or course(s) of treatment that may be available to the 
subject, and their important potential benefits and risks 

10.  The compensation and/or treatment available to the subject in the event of trial-
related injury 

11.  The anticipated prorated payment, if any, to the subject for participating in the trial 

12.  The anticipated expenses, if any, to the subject for participating in the trial 

13.  That the subject’s participation in the trial is voluntary and that the subject may refuse 
to participate or withdraw from the trial, at any time, without penalty or loss of benefits 
to which the subject is otherwise entitled 

14.  That the monitor(s), the auditor(s), the IRB/IEC, and the regulatory 
authority/authorities will be granted direct access to the subject’s original medical 
records for verification of clinical trial procedures and/or data, without violating the 
confidentiality of the subject, to the extent permitted by the applicable laws and 
regulations and that, by signing a written informed consent form, the subject or 
subject’s legally acceptable representative is authorizing such access 

15.  That records identifying the subject will be kept confidential and will not be made 
publicly available. If the results of the trial are published, the subject’s identity will 
remain confidential. 

 

Recommended Reading 

Department of Health (2001) 12 key points on informed consent: the law in England   
http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digital
asset/dh_075159.pdf 
     
Royal College of Nursing Research Society (2011) Informed consent in health and social 
care research  RCN guidance for nurses 2nd edition, RCN  

Joffe S et al (2001) Quality of informed consent in cancer clinical trials: a cross-sectional 
survey.  The Lancet  358 (9295). 
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Briefing Sheet – No 5 

Principles of Data Protection 
 

Anyone processing personal data must comply with the eight enforceable principles of good 

practice.  They say that data must be: 
 

• Fairly and lawfully processed 

• Processed for limited purposes 

• Adequate, relevant and not excessive 

• Accurate 

• Not kept longer than necessary 

• Processed in accordance with the data subject’s rights 

• Secure 

• Not transferred to countries without adequate protection 

 
Clinical Research staff have a responsibility to their research participants and their employer 

regarding data protection. 
 

• All participant data should be stored in a secure room. 

• All participant data must be locked away if unattended. 

• No one should access participant data unless authorised to do so by research 

personnel and/or data protection officer. 

• Personal data that has the potential to identify research participants should be kept in 

a secure place, separate from the research files 

• Participant confidentiality should be maintained by use of initials/number on research 

material. 

• Electronic data must be password protected - in accordance with the Computer 

Security Policy. 

 
Any concerns relating to data protection issues must be discussed with the relevant data 

protection officer. 

 

All staff should be familiar with the data protection policies of the organisation to which they 

are accountable under NHS governance regulation. 

 

Medical notes must be stored in accordance with each NHS organisation’s policy, e.g. the 

NHS Trust’s policy. 
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Briefing Sheet – No 6 

Completing Case Report Forms (CRFs) 
 
A CRF is a record of all the data and other information on each subject required by the 

research protocol. 

 

The ICH GCP guidelines include strict guidance relating to CRF completion, as they are the 

official documentation of the trial for the authorities. The CRFs, along with source 

documentation would be closely examined in the event of an audit. 

The CRF should collect necessary information about: 
 

• The patients 

• Administration of the study drug 

• Study specific procedures 

• The outcome of any assessments 

• Details of any adverse events 

 
Only those personnel identified by the principle investigator should complete CRFs.  These 

can include: 
 

• Principle Investigator 

• Co-investigators 

• Research nurses, radiographers and data managers 

 
Anyone completing a CRF should have completed the signature log in the Investigator/Site 

file, and provided a copy of their CV. 

 

CRFs should be completed during, or as soon as possible after the associated visit/patient 

assessment, to ensure that the information is up to date and accurate.    

Before any monitoring or audit visits, it is essential to ensure that CRFs are as up to date as 

possible. 

 
Guidelines to CRF completion: 
 

• Always use black ball point pen to complete a CRF. 

• If the CRF is on carbonless duplication paper, ensure that an appropriate separator is 

inserted. 

• Never leave blank spaces.  If a section cannot be completed write, as appropriate: not 

known, not done etc. 

• All entries must be legible. 

• Corrections must be made as follows: 

Cross out incorrect entry with a single line, so that the original entry is still legible 

Enter the correct data 
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Initial and date correction 

If it is not obvious, then give an explanation for alteration 

• Never enter a research subject’s full name on a CRF. 

• The CRF for each patient must be signed off by the Principle Investigator to indicate that 

they believe that they are complete and correct. 

 
CRF completion is one of the most important roles of the research staff, as it is the only 

source of data that will be received by the sponsor company.  Therefore, accurate and 

thorough completion is essential. 
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Briefing Sheet – No 7 

Standard Operating Procedures (SOPs) 
 

Standard operating procedures are defined in the ICH GCP guidelines as “detailed written 

instructions to achieve uniformity of the performance of a specific function.” 

The aims of SOPs are to ensure that any procedure performed as part of a research trial is 

done to a consistently high standard, thus enhancing the quality of the data produced.  SOPs 

are of particular importance when a trial is being run over several sites, and involves a 

number of research personnel. 

SOPs are relevant to all aspects of a research trial.  That is, general study organisation, pre-

study procedures, actual studies procedures and end of study procedures.  As a general 

rule, anything that is done as part of a research trial should have a SOP. 

Before commencing a trial specific procedure, the appropriate SOP should be read. 

SOPs should be written by those performing the procedures, to ensure that they are a 

workable record of what actually happens.  To achieve their purpose, SOPs need to be easy 

to read and implement.  Once they are written, SOPs should be reviewed and updated 

regularly to ensure that they are up to date and relevant to practice.  Staff involved in the 

procedures should carry out the review process so that they can identify any deficiencies that 

may exist.  The principle investigator/network manager/clinical lead should approve the final 

SOP. 

SOPs will normally include: 

• Number and title of procedures 
• Purpose 

• Other related procedures 

• Personnel involved with procedure 
• When and how the procedure should be performed 

• Date of version in use 

• Name of author and approval signature(s) 
 

It is anticipated that there will be a central file of SOPs for research staff to access as and 

when required. 

Research staff will be actively involved in writing, reviewing and developing SOPs. 

 
Recommended reading 
Kolman J (editor), Meng P (editor) & Scott g (editor) (1998) Good Clinical Practice: Standard 
Operating Procedures for Clinical Researchers; Wiley 
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Briefing Sheet – No 8 

Archiving  
 

Introduction 
The documents which individually and collectively allow the evaluation of the conduct of a 

trial and the quality of the data produced, are defines as essential documents according to 

ICH GCP. 

 

These documents demonstrate the compliance of the investigator and sponsor and monitor 

the standards of GCP and applicable regulatory requirements. They should be filed in an 

organised way that will facilitate the management of the trial, audit and inspection. 

 

Essential documents must be retained (archived) for a sufficient period of time (according to 

the sponsor and R&D policies and procedures) to allow for audit and inspection by the 

regulatory authorities.  They should be readily available upon request. 

 

Storage 
Essential records should be maintained in a legible condition. Archiving arrangements should 

be made at the protocol development stage of the research.  Costs and storage should be 

considered.  Adequate and suitable space should be provided for the safe and secure 

storage of all essential records upon completion of the trial. The archiving facility should be 

secure, with appropriate environmental controls and adequate protection from fire, flood and 

unauthorised access.  The documents can be stored by a sub-contractor (e.g. commercial 

archive) but the ultimate responsibility for the quality, integrity, confidentiality and 

retrievability of the documents resides with the sponsor (ICH GCP). 

Access to archives should be restricted to authorised personnel.  An archive log/index should 

be maintained to record all essential documents that have been entered into the archive, and 

to track and retrieve documents on loan from the archive. 

The sponsor should be made aware of the storage arrangements for the documents.  If the 

investigator is no longer able to maintain custody of their essential documents the sponsor 

should be notified in writing and the investigator/institution must make appropriate 

arrangements.  

 

Duration of archive 
The sponsor will need to consider whether the results may or may not be included in a 

marketing authorisation application and should take the appropriate steps to ensure 

appropriate retention of the essential documents. 

Consideration of site specific archiving requirements as detailed by each R&D Department, is 

essential as these may differ from department to department. 
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Destruction of essential documents 
The reason for destruction of essential documents should be documented and signed by a 

person with appropriate authority.  This record should be retained for a further 5 years from 

the date that the essential documents were destroyed. 

The sponsor/someone on the sponsor’s behalf should notify investigators in writing when the 

trial records can be destroyed. 
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Briefing Sheet – No 9 

Formally agreed standards for laboratories  
 

Many standards exist for the laboratory environment, some of which pertain to clinical 
settings and others to quality mechanisms. For the purposes of clinical trials no laboratory 
accreditation system has been agreed by the MHRA. However, guidelines have been 
produced to direct those conducting trials as to how to maintain regulatory compliance within 
a lab.  
 

The guidance provides advice for those responsible for sample handling in how to set up 
systems and processes that maintain the quality of all stages of the process. Additionally the 
expectations of MHRA inspectors are indicated throughout.  
 

The document provided by the MHRA details the essential components of what is required. 
These encompass:  
 

• organisational structure 

• personnel 

• processes in the event of serious breaches 

• contract and agreements 

• study conduct 

• additional work 

• patient safety 

• informed consent 

• sample receipt 

• chain of custody 

• method validation 

• repeat analysis 

• data recording 

• reporting, facilities 

• equipment maintenance 

• computerised systems 

• quality assurance/control processes 

• standard operating procedures/policies 

• (un)blinding 

• retention of data  

• clinical kits 
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The information within the document is designed to encompass a variety of types of 

laboratory but all labs will gain from its implementation in some form.  

Theme 8 of the Induction Framework for Clinical Research Staff – Version 2 has taken its 

basis from this document and incorporated health and safety information.  Additionally, an 

appreciation of how and why to produce good quality samples is included.  The UKCRF 

Network Laboratory Managers Workstream has summarised this document into a teaching 

aid which can be found at     

https://portal.nihr.ac.uk/sites/ukcrf/workstreams/Laboratory%20Related%20Documents/GCP

_for_labs_Oct_2010.pdf  (UKCRF portal membership registration required for access to this) 

 

Other useful reading: 

Good Clinical Practice for Clinical Laboratories:   

http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodClinicalPra

cticeforClinicalLaboratories/index.htm 
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Briefing Sheet – No 10 

National Institute for Health Research (NIHR)  
(relevant for England only)  
(Copied from the NIHR (2011) briefing document 1.1 The National Institute for Health Research) 
 
 

Introduction 

The vision of the National Institute for Health Research (NIHR) is to improve the health and 
wealth of the nation through research. 

Overview 

The Government is committed to the promotion and conduct of research as a core NHS role.  
Research is vital in providing the new knowledge needed to improve health outcomes and 
reduce inequalities.  Research is even more important when resources are under pressure – 
it identifies new ways of presenting, diagnosing and treating disease. It is essential if we are 
to increase the quality and productivity of the NHS, and to support growth in the economy. A 
thriving life sciences industry is critical to the ability of the NHS to deliver world-class health 
outcomes. 

Aim 

The NIHR was set up by the Department of Health to transform research in the NHS. The 
NIHR aims to maintain a health research system in which the NHS supports outstanding 
individuals working in world-class facilities conducting leading edge research focussed on the 
needs of patients and the public. 
 
The NIHR works in partnership with many sectors including academia, charities and industry. 
The following diagram shows the complex NIHR health research system, which puts patients 
and the public at the centre. 
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Documents outlining the different aspects of the NIHR’s work are updated at least every six 
months and can be found on the NIHR website:  http://www.nihr.ac.uk/Pages/default.aspx 
 
The clinical research staff, for whom this Induction Framework has been developed, form 
part of the IHR Infrastructure that is depicted in the above graph.   
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Briefing Sheet – No 11 

The UK Clinical Research Facility Network 
 

The UKCRF Network brings together individuals working in research across the UK and 

supports the aims of the NIHR Office for Clinical Research Infrastructure (NOCRI). 

Our aim is to identify, develop and share effective systems for the better management of the 

UK clinical research and experimental medicine infrastructure. These include: 

• Sharing and dissemination of good practice 

• Creating  a support network for existing and new Clinical Research Facilities, 
Biomedical Research Units and Biomedical Research Centres 

• Developing and facilitating key staff Groups and projects known as Workstreams 

• Oversight and support of the annual UK CRF Conference 
 

We are keen to see the Network continue to grow and expand its activities in response to the 

needs of the membership. As a member, you can access the UK CRF Network portal, a 

bespoke information platform hosted by the NIHR. There you will find document repositories, 

discussion boards, links to research facilities and units, meeting notes, general information, 

news and events. Members are able to upload their versions of key documents such as 

SOPs, job descriptions and management structures, ensuring the site remains current, 

comprehensive and includes expertise and developments throughout the UK.  

Become involved in supportive and engaging Groups and Workstreams, such as for example 

for:  

 Admin Managers, Laboratory Managers and QA Managers Workstreams 

 The Education & Training Group, the ‘Intensity’ Workstream, the Paediatric Forum 

 

For more info contact: the Network Operations Manger, Shane Hoy - see below. 
 

UKCRF Network Director:         helen.pidd@nihr.ac.uk 

UKCRF Network Operations Manager:  shane.hoy@nihr.ac.uk 

UKCRF Network Administrator:          jill.brown@nihr.ac.uk 

 

Direct Line: 0161 906 7509    

www.ukcrfnetwork.co.uk  is the publicly accessible website of the UKCRF Network. It 

provides the information on how to register with the UKCRF Portal to then access UKCRF 

Network membership specific information. 
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Appendix 2 

Mapping to the Competency Framework for Clinical Research Nurses –  
Version 2 – 01 October 2011 
 
 
Competency 1 - To demonstrate understanding of the historical background, political  
                           influence and strategy regarding clinical research in the UK 
 
Competency 2 - To work within the regulation framework 
 
Competency 3 - To understand, apply and promote the principles and practice of obtaining 
                            and maintaining valid informed consent 
 
Competency 4 - To apply professional knowledge and skills to facilitate efficient, safe and 
                            participant focused clinical research 
 
 

 

How the themes of the Induction Framework for Clini cal Research Staff map onto the  
UK Competency Framework for Clinical Research Nurse s 

 
 

Induction Framework for  

Clinical Research Staff   

Version 2 – July  2012 

 

Competency Framework for Clinical Research 

Nurses 

Version 2 – October 2011   
 

Theme 1:   
Understanding Clinical Research 
 

 

Competency 1 
Competency 4.1 and 4.3  

 

Theme 2:   
Research Governance & Ethics 

 

Competency  2.1 and 2.2   
 
Competency  4.1  
 
 

 

Theme 3:   
Consent & Recruiting Participants 
 

 

Competency 3   
 

 

Theme 4:   
Study Management 

 

Competency  4.1, 4.3 and 4.4   
 

 

Theme 5:  
Resource Management 
 

 

Competency 4.2    
 

 

Theme 6:  
Information Governance, Data Protection & 
Data Management 
 

 

Competency 4.4   
 

 

Theme 7:  
Quality Control Systems and Quality 
Assurance in Clinical Research 
 

 

Competency 4.1 and 4.3  

 

Theme 8: Laboratories and Samples 
 

 

Competency 4.2 and 4.3  
 

Theme 9: Role of the UKCRF Network 
 

 

N/A 
 

Theme 10:  
Role of the Institute for Health Research 
(NIHR) relevant to research staff employed in England 
 

 

Competency 4.1 
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Appendix 3  

Members of the UKCRF Induction Framework Project Gr oup - Version 2  
–  July 2012 
 
Kornelia Hathaway  (Chair) 
 

Education & Training Manager, Addenbrooke’s Clinical Research Centre, Cambridge University 
Hospitals NHS Foundation Trust 
 
Michelle Evans  
 

Education Nationalisation Co-ordinator, Wellcome Trust CRF Education Programme, Western General 
Hospital Edinburgh and in Scottish Research Nurses Network 
 
Gail Holmes 
 

Lead Nurse – Research & Innovation, Wellcome Trust CRF Manchester, Central Manchester 
University Hospitals NHS Foundation Trust  
 
Katie Rees  
 

Children's Research Sister, The Somers Clinical Research Facility (CRF), Great Ormond Street 
Hospital For Children NHS Trust, London 
 
Dr Julie Williams  
 

Translational Scientist/Laboratory Manager, Wellcome Trust Clinical Research Facility 
University Hospitals Birmingham NHS Foundation Trust 

 

Members of the UKCRF Induction Framework Project Gr oup – Version 1 
 –  July 2011  
 
Kornelia Hathaway  (Chair) 
 

Education & Training Manager, Addenbrooke’s Clinical Research Centre, Cambridge University 
Hospitals NHS Foundation Trust 
 
Lucy Cooper 
 

Professional Development Research Sister, Wellcome Trust CRF Birmingham Children’s Hospital, 
Birmingham Children’s Hospital NHS Foundation Trust 
 
Gail Holmes 
 

Lead Nurse – Research & Innovation, Wellcome Trust CRF Manchester, Central Manchester 
University Hospitals NHS Foundation Trust  
 
Terese Morley 
 

Nurse Manager, Clinical Research Facility, University Hospital of Wales, Cardiff 
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The UKCRF Network Education Group is part of the UKCRF Network 

NIHR Wellcome Trust Clinical Research Facility  
Manchester Royal Infirmary 

Grafton Street 
Manchester 

M13 9WL 

  Telephone:  0161 906 7509 
Contact details: 

Helen Pidd, Director, Helen.Pidd@nihr.ac.uk  
Shane Hoy, Operations Manager, Shane.Hoy@nihr.ac.uk  
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