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Introduction  

 

The Induction Framework for Clinical Research Staff has been designed to help Clinical 

Research Facilities (CRFs) and other research organisations develop a comprehensive 

induction programme for new members of research staff.  This framework should be used in 

conjunction with local orientation and induction programmes.  It has been developed by the 

UKCRF Network Education & Training Group and is based on best practice from 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 includes engaging 

staff in local or national competency assessments which are designed to support their learning 

and development more specific to their role.  

 

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

experience and learning should be facilitated by line managers, assigned mentors or buddies. It 

is intended that the mentor or manager of the new member of staff will guide the learner through 

the Induction Framework document and determine the appropriate level of knowledge required 

for their role.   

 

This document is not intended as a measure of competence but will provide a framework for 

attaining the initial level of knowledge required during the induction period.  The acquisition of 

required knowledge and skill is assessed over a longer period often using local competency 

documents. 

 

The use of the term ‘Trust’ in the document will be used to reference both NHS Trusts (England, 

Wales & NI) and NHS Boards (Scotland).   
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Acquisition of Core Knowledge and Skills 

 

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

prepared to carry out their duties. This is clearly stated in the UK Policy Framework for Health 

and Social Care Research (2017), which sets out principles of good practice in the management 

and conduct of health and social care research in the UK.  This document is aimed at 

organisations and individuals who have responsibilities for health and social care research 

including funders, sponsors, researchers and their employers, research sites and care providers.  

  

Furthermore, staff engaging with the conduct of clinical trials that fall under The Medicines for 

Human Use (Clinical Trials) Regulations 2004 and Amendments, have a legal obligation to 

follow the points set out therein. 

  

Both documents stipulate that training for clinical research staff to is essential to ensure that they 

can competently perform their required role.  

  

The main aim of the Induction Framework therefore is to: 

 Identify the core areas of research knowledge that new staff working within a research 

environment are required to develop during the induction period.  These will be known as 

the ‘core themes’. 

 Help new staff to identify the level of research knowledge they will require within their 

role.   

 Help new staff identify how this knowledge can be acquired. 
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Core Themes 

The UKCRF Induction Framework – Version 5.1 identifies 12 core themes: 

1. Understanding Clinical Research  

2. Research Governance and Ethics  

3. Informed Consent and Recruiting Research Participants      

4. Study Management 

5. Resource Management 

6. Information Governance, Data Protection and Data Management 

7. Quality Control Systems and Quality Assurance in Clinical Research 

8. Management of Biological Samples and Laboratory Safety  

9. Management of an Investigational Medicinal Product (IMP) 

10. Role of the National Institute for Health Research (NIHR), Chief Scientist Office 

(Scotland), Health and Care Research (Wales) and Health Research Board (Ireland) 

11. Role of the UK Clinical Research Facility (UKCRF) Network 

12. Patient and Public Involvement in Research 

 

Each core theme is set out within the framework in the following tabular format for the new staff 

member and their line manager or mentor to work through (see example below).  In addition, 

there are supporting briefing sheets (attached within Appendix 1) that can be used by the new 

staff member to assist their learning.  

 

PowerPoint presentations on each core theme are also available to the mentor/trainer for the 

delivery of taught induction sessions.  These presentations are available on the UKCRF Network 

Hub or by email request (ukcrf.netwok@nihr.ac.uk).  
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Example core research induction theme 

 

 

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 or mentor. The level indicator may be 

used to guide the new staff knowledge requirement. 

 

There is a column which outlines examples of where or 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 allows the staff member to record 

progress and should only require 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 also be added using this format as appropriate. 
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How to use the Induction Framework 

  

Initial Assessment 

The manager or mentor will assess and agree with the new staff member if each core theme is 

relevant. We recommend that the manager or mentor crosses out those sections not applicable 

to their mentee.  New members of staff should then receive an assessment of their prior training, 

knowledge and experience against each relevant core theme of the framework. This should be 

facilitated by their manager or mentor and would usually be completed one or two themes at a 

time, with sign off before moving onto the next. 

 

The manager or mentor will also guide the level of knowledge required for each theme, 

depending on the role of the new staff member.  The following level indicators may be useful to 

assist this agreement and can be ticked on each theme page. 

  

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 delivery of components of 

the theme (e.g. conducting patient visits as per protocol, site file management, IMP 

accountability). 

  

Level 3:  The role requires the staff member to be involved in the development/ preparation of 

components of the theme (e.g. writing SOPs, document preparation, ethics 

committee member). 

  

 

 

Where an individual can demonstrate prior knowledge and skill to fulfil all theme requirements at 

an appropriate level to their new role, the core 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 or mentor and an action plan formed. 

 

Managers or mentors will then assist new staff to identify the most appropriate training methods 

and resources available locally, regionally and nationally. It is necessary to allocate protected 
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time as part of the induction process to allow new staff to work through the framework and 

attend appropriate training. 

  

Completion of Core Themes within the Framework 

New members of staff will sign off each theme once they have completed the required learning 

and identify within the evidence section which method(s) was used to meet their learning needs. 

  

Managers or mentors will sign off each research theme once satisfied with the knowledge of the 

staff member.  Evidence of the acquisition of relevant knowledge and skill will contribute to 

annual reviews and appraisals.  
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Theme 1: Understanding Clinical Research Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information relating to this 
theme  

Summary of evidence obtained for 
key components 

 
A) Develop a 
broad 
understanding 
of the basic 
principles of 
clinical research  
 
B) Gain insight 
into  different 
research 
designs 

 
1.1 Basic Principles 

 

 What is “evidence-based practice”? 

 What is “research”?  

 What is “clinical research”? 

 What is the difference between clinical 
audit & clinical research? 

 What is the difference between a 
clinical research study, Clinical Trial of 
an Investigational Medicinal Product 
(CTIMP), Advanced Therapy 
Investigational Medicinal Product 
(ATIMP) and clinical investigation of a 
medical device? 

 
1.2 Research Designs 

 

 Randomised Controlled Trials (RCTs) 

 Observational Studies 

 Epidemiological Studies  

 Experimental Research 
 
1.3 Clinical Trial Phases 
 

 Phases of clinical trials (0 – IV) 
 

1.4  Commercial/Non-Commercial 
 

 Understand the difference between 
commercial trials and non-commercial 
trials 

 
See also Briefing Sheet A: Basic Principles of Research 
 
Local resources/ key personnel 
 
Resources to be determined locally  
 
National resources 
 
Trish Greenhalgh (2014) How to read a paper – the basics of evidence-based medicine. 
5th edition. Wiley-Blackwell, BMJ/ Books 
 
Hulley SB et al (2013) Designing Clinical Research. 4th edition. Lippincott Williams & 
Wilkins 
 
Medicines and Healthcare products Regulatory Agency (MHRA) (2012) Good Clinical 
Practice Guide chapter 2, p 48-80, The Stationery Office 
 
http://www.hra-decisiontools.org.uk/research/   
http://www.hra-decisiontools.org.uk/research/docs/DefiningResearchTable_Oct2017-1.pdf    
 
http://www.ukcrc.org/wp-content/uploads/2014/03/iCT_Booklet.pdf     
 
https://www.cancerresearchuk.org/about-cancer/find-a-clinical-trial/what-clinical-trials-
are/phases-of-clinical-trials   
 
https://www.sheffieldclinicalresearch.org/for-researchers/useful-documents/forms-and-
guidance /  
 
http://www.ct-toolkit.ac.uk/glossary/   
 
GCP forum: http://forums.mhra.gov.uk/forumdisplay.php?1-Good-Clinical-Practice-(GCP)  
 
UKCRFN QA forum: 
https://mail.google.com/mail/?tab=wmhttps://plus.google.com/u/0/communities/11620865
9481156714916 (request access my emailing ukcrf.network@nihr.ac.uk) 

 
(Through discussions, observations, attending 

training sessions, reading etc.) 

 

Theme 1: Understanding Clinical Research 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

http://www.hra-decisiontools.org.uk/research/
http://www.hra-decisiontools.org.uk/research/docs/DefiningResearchTable_Oct2017-1.pdf
http://www.ukcrc.org/wp-content/uploads/2014/03/iCT_Booklet.pdf
https://www.cancerresearchuk.org/about-cancer/find-a-clinical-trial/what-clinical-trials-are/phases-of-clinical-trials
https://www.cancerresearchuk.org/about-cancer/find-a-clinical-trial/what-clinical-trials-are/phases-of-clinical-trials
https://www.sheffieldclinicalresearch.org/for-researchers/useful-documents/forms-and-guidance
https://www.sheffieldclinicalresearch.org/for-researchers/useful-documents/forms-and-guidance
http://www.ct-toolkit.ac.uk/glossary/
http://forums.mhra.gov.uk/forumdisplay.php?1-Good-Clinical-Practice-(GCP)
https://mail.google.com/mail/?tab=wmhttps://plus.google.com/u/0/communities/116208659481156714916
https://mail.google.com/mail/?tab=wmhttps://plus.google.com/u/0/communities/116208659481156714916
mailto:ukcrf.network@nihr.ac.uk
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Theme 2: Research Governance and Ethics Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) To develop an 
understanding of the role of 
research governance and 
the application of good 
clinical practice in clinical 
research 
  
B) To develop an 
understanding of the role 
and function of ethics 
committees 

 
2.1  Discuss the importance of Research 

Governance in clinical research 
  
2.2   Demonstrate an appropriate knowledge of 

ICH Good Clinical Practice 
 
2.3   Discuss the historical development of 

Research Ethics 
 
2.4  Discuss the requirement of and process of 

gaining research approval including: R&D, 
Ethics, HRA and MHRA  

 
2.5  Discuss the use of the Integrated Research 

Application System (IRAS) 
  
2.6   Understand the R&D process and the remit of 

the Trust or University R&D department 
 
2.7  Discuss the role of Research Ethics 
 Committees and have an awareness of the 
 ethics review process 
  
2.8    Discuss the role of the Health Research 

Authority (HRA) and the Medicines and 
Healthcare Products Regulatory Agency 
(MHRA) 

  
2.9   Understand the local acceptance process for 

studies to take place in your unit 
 
2.10  Discuss the role of key research personnel 

and their associated responsibilities 
 
  

 
See also Briefing Sheet B and C; Good Clinical Practice (GCP) 
and Ethics Committees and Integrated Research Application 
System (IRAS) 
 
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 

 Local Organogram 

 Local Standard Operating Procedures (SOPs) for safety 
reporting 

  
Other resources to be determined locally 
 
National resources 
  
NIHR GCP Training, see NIHR CRN Learn: https://learn.nihr.ac.uk/  
 
NHS Research Scotland (NRS) GCP Courses: 

http://www.nhsresearchscotland.org.uk/education-and-funding  

Essential background documents regarding clinical research ethics 
and legislation: 
 

 Nuremberg Code 

 World Medical Association Declaration of Helsinki 

 ICH E6 (R2) Guideline for Good Clinical Practice (ICH GCP)  

 Clinical Trials Directive 2001/20/EC 

  Medicines for Human Use (Clinical Trials) Regulations 
(2004) 

 UK Policy Framework for Health and Social Care (2017) 

 The EU Regulation on Medical Devices 2017/745 
  
  

 
(Through discussions, observations, attending training 

sessions, reading etc.) 

 

 

https://learn.nihr.ac.uk/
http://www.nhsresearchscotland.org.uk/education-and-funding
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Theme 2: Research Governance and Ethics (continued) 
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

  
2.11  Understand the importance of essential 

documents (including Clinical Trials Protocol, 
Investigator’s Brochure, Summary of Product 
Characteristics (SMPC), Case Report Forms 
(CRFs), Safety Reporting Forms) in the 
governance of a research/clinical trial 

  
 

 
The following websites will be useful for searching for more 
information on the suggested key components: 
  
http://www.dh.gov.uk/health/category/publications/ is a search 
engine for UK Government publications. 
  
Health Research Authority. It contains useful information relating to 
research ethics: http://www.hra.nhs.uk/  
HRA e-learning resources: https://www.hra.nhs.uk/planning-and-
improving-research/learning/e-learning/   
  
Guidance for Applicants to Research Ethics Committees: 
http://www.hra.nhs.uk/research-community/applying-for-approvals/  
 
Governance Arrangements for Research Ethics Committees 

(GAfREC): 

https://www.hra.nhs.uk/planning-and-improving-research/policies-

standards-legislation/governance-arrangement-research-ethics-

committees/  

About the MHRA: 

https://www.gov.uk/government/organisations/medicines-and-

healthcare-products-regulatory-agency/about  

Guidance for research applications: 

https://www.myresearchproject.org.uk/help/hlpupdates.aspx  

Paediatric Investigation Plan 

https://www.ema.europa.eu/en/human-regulatory/research-

development/paediatric-medicines/paediatric-investigation-plans  

 

 

 

Theme 2: Research Governance and Ethics 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

http://www.dh.gov.uk/health/category/publications/
http://www.hra.nhs.uk/
https://www.hra.nhs.uk/planning-and-improving-research/learning/e-learning/
https://www.hra.nhs.uk/planning-and-improving-research/learning/e-learning/
http://www.hra.nhs.uk/research-community/applying-for-approvals/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/governance-arrangement-research-ethics-committees/
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency/about
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency/about
https://www.myresearchproject.org.uk/help/hlpupdates.aspx
https://www.ema.europa.eu/en/human-regulatory/research-development/paediatric-medicines/paediatric-investigation-plans
https://www.ema.europa.eu/en/human-regulatory/research-development/paediatric-medicines/paediatric-investigation-plans
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Theme 3: Informed Consent, Recruitment and Safeguarding of Participants Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) To develop an 
understanding of the 
processes involved in 
obtaining Informed Consent 
in Clinical Research 
including legal, ethical, good 
practice and communication 
considerations  
 
B) To develop an 
understanding of recruiting 
participants into clinical 
research 
 
C) To have an awareness of 
ethical and legal 
considerations related to the 
consent and recruitment of 
vulnerable participants into 
clinical research     

 
3.1  Have an awareness of the historical context of 

Informed consent in Clinical Research  
 
3.2  Have an awareness of the Legal and Ethical 

Frameworks that underpin valid informed 
consent in research – e.g. Nuremburg Code, 
Declaration of Helsinki, ICH GCP, Statutory 
Instruments and how they are utilised 

 
3.3  Describe the key considerations in developing, 

explaining and utilising ethically approved 
Patient Information Sheets (PIS), Informed 
Consent Forms (ICF) and Paediatric Assent 
Forms.  

 
3.4  Discuss the roles and responsibilities of 

participants, their guardians and/or carers and 
researchers in receiving consent 

 
3.5  Discuss key considerations, both ethical and 

legal, in receiving consent from vulnerable 
groups: 

 

 Children / Adolescents 

 Adults Lacking Capacity 

 Individuals who are unable to read or write 

 Participants involved in emergency 
research 

 Prisoners 
 
3.6  Discuss the importance and requirements of 

documentation in the consent process  
 
3.7  Discuss the importance of keeping consent 
 valid (e.g. by re-confirming consent regularly) 
 and how this should be documented 
 
3.8  Discuss different recruitment strategies used 

in clinical research  

 
See also Briefing Sheet D: Informed Consent 
 
Local resources/key personnel 
 

 Discussion with mentor, colleagues, researchers  

 Standard operating procedures (SOPs) of Clinical Trials 
Unit 

 Attendance at CRF Induction 

 UKCRF Network Consent Competency Document (2017) 
  
Other resources to be determined locally 
 
National Resources 
 
NIHR Valid Informed Consent Training, see NIHR CRN Learn: 
https://learn.nihr.ac.uk/  
 
ICH Harmonised Tripartite Guideline for good clinical practice 
E6(R2) EMA/CHMP/ICH/135/1995  
Section 8, Essential Documents for the conduct of a Clinical Trial: 
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice 
 
The HRA provides good explanations and templates on Consent  
and PIS sheets and references to GDPR:  
http://www.hra-decisiontools.org.uk/consent/principles-general.html  
 
The Mental Capacity Act (2005): 
https://www.legislation.gov.uk/ukpga/2005/9/contents
 
Adults with Incapacity (Scotland) Act (2000): 
http://www.legislation.gov.uk/asp/2000/4/contents    
 
Medical Research Council (2007) MRC Ethics Guide – Medical 
research involving adults who cannot consent, MRC; London:  
 https://mrc.ukri.org/documents/pdf/medical-research-involving-
adults-who-cannot-consent/  
 
 

 
(Through discussions, observations, attending training 

sessions, reading etc.) 

https://learn.nihr.ac.uk/
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice
http://www.hra-decisiontools.org.uk/consent/principles-general.html
https://www.legislation.gov.uk/ukpga/2005/9/contents
https://www.legislation.gov.uk/ukpga/2005/9/contents
http://www.legislation.gov.uk/asp/2000/4/contents
https://mrc.ukri.org/documents/pdf/medical-research-involving-adults-who-cannot-consent/
https://mrc.ukri.org/documents/pdf/medical-research-involving-adults-who-cannot-consent/
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Theme 3: Informed Consent, Recruitment and Safeguarding of Participants (continued) 
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

  
3.9  Discuss processes involved in screening and 

pre-screening patients 
 

3.10  Describe some of the barriers and challenges 
around consent and recruitment and discuss 
how we can prepare for and overcome them  

 
3.11 Have an awareness of the process of  

  participant withdrawal of consent and the 
 researchers role in this 
 
 
3.12 Discuss that participants may need to be 

withdrawn for safety reasons, and this should 
be made clear to them at time of enrolment. 

 
3.13  Discuss importance of monitoring participant 

safety and reporting any important AEs 
directly to the sponsor. 

 
3.14  Discuss the principle of transparency, duty of 

 candour and the need to communicate 
 relevant errors / protocol deviations to 
 participants. 

 
  

 
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: 
https://www.mrc.ac.uk/documents/pdf/medical-research-involving-
children/  
 
Children Act (2004): 
http://www.legislation.gov.uk/ukpga/2004/31/contents  
 
Children (Scotland) Act(1995): 
https://www.legislation.gov.uk/ukpga/1995/36/contents  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

Theme 3: Informed Consent and Recruiting Research Participants 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

 

http://adc.bmj.com/content/82/2/177.full.pdf
https://www.mrc.ac.uk/documents/pdf/medical-research-involving-children/
https://www.mrc.ac.uk/documents/pdf/medical-research-involving-children/
http://www.legislation.gov.uk/ukpga/2004/31/contents
https://www.legislation.gov.uk/ukpga/1995/36/contents
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Theme 4: Study Management Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) To develop an 
understanding of the 
principles involved in 
managing set up, delivery, 
and closure of research 
studies.  

 
4.1    Awareness and application of the GCP 
 principles related to study management 
  
4.2 Understanding of the key principles and 
 content of a research protocol, and the use of 
 this to effectively and safely plan study 
 delivery and participant care 
  
4.3    Demonstrates efficient and timely coordination 

and maintenance of a Trial Master File /  
Investigator Site File 

  
4.4    Awareness of the essential documents used in 
 research, including those requiring before 
 approval (e.g. Ethics, HRA approval) before 
 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    Understanding of the differences between 

protocol deviations, violations (or equivalent 
terms) and serious breaches and how each 
should be managed. 

  
4.7    Understanding of the reporting mechanisms of 
 adverse events including SAEs and SUSARs 
  
4.8   Awareness of the processes involved in 
 closure of a trial and the archiving of the Trial
 Master File / Investigator Site File 
  
4.9   Understanding of the role of the investigator & 
 key research professionals in the 
 management and delivery of a study 
 
 

 
See also Briefing Sheets F, G, H and  I: Data and Law; 
Completing Case Report Forms; Standard Operating 
Procedures; Archiving 

 
Local resources/key personnel 

  

 Local Standard Operating Procedures 

 Local Training programmes 

 Shadowing and observation of different research 
personnel undertaking usual duties in the management 
of studies 

 Reading protocols that utilise different research designs 

 Development and maintenance of a Master/Site File 

 Case Report File completion with manager/supervisor 

 Reflective practice with manager/supervisor 

 Principal investigator or local investigator 

 Regional research network manager 

 Experienced research personnel 

 Regional /Local GCP facilitator  
  

National resources 
  

ICH Harmonised Tripartite Guideline for good clinical practice 
E6(R2) EMA/CHMP/ICH/135/1995  
Section 8, Essential Documents for the conduct of a Clinical Trial: 
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice  
 
NIHR Introduction to Good Clinical Practice E learning: 
https://learn.nihr.ac.uk/course/index.php?categoryid=38    

  
Medicines and Healthcare products Regulatory Agency (2012) Good 
Clinical Practice Guide, The Stationery Office. 

  
Information Commissioner's Office Guide to Data Protection:  
https://ico.org.uk/for-organisations/guide-to-the-general-data-
protection-regulation-gdpr/   

  
 

 
(Through discussions, observations, attending training 

sessions, reading etc.) 

https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice
https://learn.nihr.ac.uk/course/index.php?categoryid=38
https://ico.org.uk/for-organisations/guide-to-the-general-data-protection-regulation-gdpr/
https://ico.org.uk/for-organisations/guide-to-the-general-data-protection-regulation-gdpr/
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Theme 4: Study Management (continued) 
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

  
4.10  Demonstrates safe and effective care of the 
 participant and their family throughout the 
 study  
 
4.11  Understanding of the needs of the wider 
 research team, recognising the importance of 
 effective methods of communication 
  
4.12  Adheres to the relevant Professional codes of 
 practice when undertaking research 

 
NIHR Clinical Trials Toolkit: 
http://www.ct-toolkit.ac.uk  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

Theme 4:  Study Management 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

http://www.ct-toolkit.ac.uk/
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Theme 5: Resource Management   Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information relating 
to this theme 

Summary of evidence obtained for 
key components 

 
 
A) To develop an 
understanding of the 
resources involved and their 
allocation relating to the 
delivery of clinical research 

 
5.1  Understand the resources required to 

meet the needs of the research 
workload including staff, time, 
equipment, materials and finance  

  
5.2   Understand the staffing skill mix within 

the department and understand the 
implication for resource management 

 
5.3   Understand the role of training and 

education in contributing to effective 
and efficient resource allocation  

  
5.4   Understand both local and national tools 

for resource management including the 
UKCRF Intensity tool 

 
5.5 Understand the costs involved in 

delivering a study including excess 
treatment and service support costs in 
clinical research 

 
5.6 Understand the relevant financial 

processes required for study set up, 
management and closing of clinical 
research studies and the implications for 
finance flow and resource allocation 

 

 
See also Briefing Sheet E: Resource Management 
 
Local resources/key personnel 
 

 UKCRF Network 

 NHS Organisations 

 Universities 

 Research Operations Manager and Senior Management Team 

 Research & Development Offices 

 Commercial Trials Manager 
  

National resources 
 
ICH Harmonisation Tripartite Guideline for Good Clinical Practice ICH 
GCP, 2016 (R2). Sections: 
 

 1.17 

 4.9.6 

 5.9 

 8.2.4 
  

UKCRF Network Intensity Tool available on the UKCRF Network Portal 
hosted on the NIHR HUB (requires registration to view content of this 
network portal (see info in Briefing Sheet M) 

  
Trial Managers Network (2014) A guide to efficient trial management, 4th 
edition, UK Trial Management Network;  HMSO;  available online: 
https://cdn.ymaws.com/www.tmn.ac.uk/resource/collection/77CDC3B6-
133F-42E6-9610-F33FF5197D2F/tmn-guidelines-
web_[amended_July_2014].pdf 
  
https://www.tmn.ac.uk/  

 
(Through discussions, observations, attending 

training sessions, reading etc.) 

 

Theme 5: Resource Management 

Date completed: ______________ Signature of trainee: _______________________ 
Signature of manager/mentor: 
_________________________ 

https://cdn.ymaws.com/www.tmn.ac.uk/resource/collection/77CDC3B6-133F-42E6-9610-F33FF5197D2F/tmn-guidelines-web_%5bamended_July_2014%5d.pdf
https://cdn.ymaws.com/www.tmn.ac.uk/resource/collection/77CDC3B6-133F-42E6-9610-F33FF5197D2F/tmn-guidelines-web_%5bamended_July_2014%5d.pdf
https://cdn.ymaws.com/www.tmn.ac.uk/resource/collection/77CDC3B6-133F-42E6-9610-F33FF5197D2F/tmn-guidelines-web_%5bamended_July_2014%5d.pdf
https://www.tmn.ac.uk/
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Theme 6: Information Governance, Data Protection and Data Management Level 1:   Level 2:   Level 3:   
 

 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for 
key components 

 
A) To develop an 
understanding of 
the underlying 
principles applied 
to data 
management in 
clinical research 
  
B) To develop an 
understanding of 
the requirements 
for data entry, 
secure data 
storage, transfer 
and archiving of 
data as part the 
research process 

 
6.1  Discuss the importance of good data management in clinical 

research and its direct and indirect impact on research 
outcomes and patient safety  

 

6.2  Define what is meant by the terms: ‘identifiable data’, 
‘personal data’, ‘confidential information’ and ‘anonymisation’  

 

6.3  Have awareness of the legal responsibilities of data handling 
in relation to The Duty of Confidentiality, The EU General 
Data Protection Regulation and Data Protection Act 2018 

 

6.4  Describe what is meant by ‘source data’ and discuss its 
importance 

  
6.5  Have awareness of different data capturing systems 

including: 

 paper-based data systems 

 electronic data systems 
  

6.6  Discuss the importance of, and demonstrate accurate, 
consistent and complete data entry and GCP compliant data 
corrections in source documents and Case Report Forms 
(CRF)  

 
6.7  Understand the role and purpose of quality control and 

monitoring as part of the data management process 
  
6.8  Discuss the following in relation to local policy: 

 appropriate access to data (including providing access 
for external monitors, auditors and inspectors) 

 secure data storage during trial 

 sharing and transferring data 
 

6.9   Have an awareness of archiving/ secure data storage 
procedures at end of trial 

 
See also Briefing Sheets F, G, H and I: Data and Law; Completing 
Case Report Forms; Standard Operating Procedures; Archiving 

 
Local resources/key personnel 
 

 Relevant local policies and 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. 

 Data Manager 

 Quality Assurance Manager 

 Clinical Trials Administrator/ Trials Coordinator 

 Feedback given by Trials Monitor 

 Data Protection Officer  

 Patient Records Manager 
  

National resources 
 

ICH Harmonised Tripartite Guideline for good clinical practice E6(R2) 
EMA/CHMP/ICH/135/1995  
Section 8, Essential Documents for the conduct of a Clinical Trial: 
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice  

 
Data Protection Act (2018):https://www.gov.uk/data-protection    

 
Medicines and Healthcare products Regulatory Agency, 2012. Good 
Clinical Practice Guide, chapter 8, p 264-310, The Stationery Office 

  
Information Commissioner’s office online outlines the legal 
responsibilities of data protection: https://ico.org.uk/   

 
Medical Research Council (MRC) GDPR resources focusing on clinical 
research: https://mrc.ukri.org/research/facilities-and-resources-for-
researchers/regulatory-support-centre/gdpr-resources/   

 
(Through discussions, observations, attending 

training sessions, reading etc.) 

 

Theme 6:  Information Governance, Data Protection and Data Management   

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice
https://www.gov.uk/data-protection
https://ico.org.uk/
https://mrc.ukri.org/research/facilities-and-resources-for-researchers/regulatory-support-centre/gdpr-resources/
https://mrc.ukri.org/research/facilities-and-resources-for-researchers/regulatory-support-centre/gdpr-resources/
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Theme 7: Quality Control Systems and Quality Assurance in Clinical Research Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) Develop an 
understanding of the 
function, application and 
impact of quality control and 
quality assurance in clinical 
research 

 
7.1  Understand the difference between quality 

control (QC) and quality assurance (QA) in 
clinical research, and how they can impact on 
patient safety and data integrity, both directly 
and indirectly. 

       
7.2 Understand the importance of Standard 

Operating Procedures (SOPs) and other written 
procedures, and know where local SOPs can be 
accessed. 

 
7.3 Understand the internal processes in place for 

quality control including temperature monitoring, 
document control, QC checking of data, 
computer systems validation and equipment 
calibration / maintenance. 

        
7.4 Understand the training tools available to 

support quality in clinical research including local 
SOPs, competencies (e.g. UKCRF Network 
informed consent competency, UKCRF Network 
laboratory competency), GCP training and study 
specific training. 

 
7.5 Understand staff training requirements and the 

importance of training records. 
 
7.6 Understand quality assurance in relation to 

sponsor monitoring, internal and external audit, 
and inspection by regulatory authorities (e.g. 
MHRA, FDA). 

 
7.7 Understand the importance of transparency, 

who to contact for QA/QC queries and reporting 
of protocol deviations, incidents and serious 
breaches of GCP. 

 

 
See also Briefing Sheets G, I & L: Standard Operating 
Procedures; Formally Agreed Standards for Laboratories; 
UK Clinical Research Facility Network 
 
Local resources/key personnel 
  

 Research & Development Offices 

 Senior management team 

 Quality Assurance Manager or local equivalent 
  
National resource 
 
Medicines and Healthcare Products Regulatory Agency (MHRA): 
https://www.gov.uk/government/organisations/medicines-and-
healthcare-products-regulatory-agency 
 
MHRA (2012) Good Clinical Practice Guide, chapter 14, p 440-461, 
The Stationery Office. 
 
MHRA GCP forum: http://forums.mhra.gov.uk/forumdisplay.php?1-
Good-Clinical-Practice-(GCP) and the UKCRFN QA forum: 
https://mail.google.com/mail/?tab=wmhttps://plus.google.com/u/0/co
mmunities/116208659481156714916 
 
MHRA (2018) ‘GXP’ Data Integrity Guidance and Definitions: 
https://www.gov.uk/government/publications/guidance-on-gxp-data-
integrity   
 
ICH Harmonised Tripartite Guideline for good clinical practice 
E6(R2) EMA/CHMP/ICH/135/1995  
Section 8, Essential Documents for the conduct of a Clinical Trial: 
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice 
 
NIHR Clinical Trials Toolkit: http://www.ct-toolkit.ac.uk  
 
Research Quality Association https://www.therqa.com/  
 
 

 
(Through discussions, observations, attending 

training sessions, reading etc.) 

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/publications/guidance-on-gxp-data-integrity
https://www.gov.uk/government/publications/guidance-on-gxp-data-integrity
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice
http://www.ct-toolkit.ac.uk/
https://www.therqa.com/
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Theme 7: Quality Control Systems and Quality Assurance in Clinical Research (continued) 
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

  
7.8 Understand the concept and importance of 

quality improvement, including management of 
corrective and preventative actions (CAPA).  

 
7.9  Understand the concept of risk-based quality 

management, including study specific risk 
assessment, and the impact on QC / QA 
measures. 

 
7.10  Understand quality assurance in context of 

wider research governance and 
responsibilities of site, sponsor and external 
institutions (e.g. HRA, MHRA, NRES etc.). 

 

 
European Medicines Agency (2013) Reflection Paper on Risk Based 
Quality Management in Clinical Trials: 
https://www.ema.europa.eu/documents/scientific-guideline/reflection-
paper-risk-based-quality-management-clinical-trials_en.pdf  
 
Kolman J, Meng P & Scott G (1998) Good Clinical Practice: 
Standard Operating Procedures for Clinical Researchers, Wiley 
 
NIHR Hub (requires registration):  
https://hub.nihr.ac.uk/  
 
The UKCRF Network Portal – hosted via the NIHR HUB contains a 
range of useful QA guidance documents 
https://www.ukcrfnetwork.co.uk/ukcrfn-portal/  
 
The chairperson of the UKCRF Network QA Theme Group (Email 
ukcrf.network@nihr.ac.uk for name and contact details) 
 
UKCRFN QA forum 
https://mail.google.com/mail/?tab=wmhttps://plus.google.com/u/0/co
mmunities/116208659481156714916 (email 
ukcrf.network@nihr.ac.uk for access) 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

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

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

 

https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-risk-based-quality-management-clinical-trials_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-risk-based-quality-management-clinical-trials_en.pdf
https://hub.nihr.ac.uk/
https://www.ukcrfnetwork.co.uk/ukcrfn-portal/
mailto:ukcrf.network@nihr.ac.uk
https://mail.google.com/mail/?tab=wmhttps://plus.google.com/u/0/communities/116208659481156714916
https://mail.google.com/mail/?tab=wmhttps://plus.google.com/u/0/communities/116208659481156714916
mailto:ukcrf.network@nihr.ac.uk
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Theme 8: Management of Biological Samples and Laboratory Safety Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) To gain an understanding 
of the principles involved in 
the safe handling, 
processing and storage of 
biological samples. 

 
8.1  Understand the legislation and regulations 
 applicable to processing biological samples 
 

 Legislation - GCP 

 Health and safety 

 Risk assessment  
  
8.2  Safety precautions in the laboratory 
 

 Personal Protection Equipment 

 Equipment maintenance 
 
8.3  Understand research protocol instructions and 
 laboratory manuals for processing biological 
 samples 
 

 Pre analytics 

 Use of the centrifuge 

 Pipetting of samples 
 
8.4 Understand the importance of appropriate 

storage and accurate tracking of samples 
 

 Storage of samples  

 evidence the chain of custody of samples 
coming into, through and out of the 
laboratory  

 
8.4  Awareness of the Dangerous Goods 
 Regulations 
 

 Transportation regulations 

 Use of dry ice 
 

 
See also Briefing Sheets J: Management of Biological Samples and 
Laboratory Safety 
 
Local resource/key personnel 
 

 Generic research textbooks locally available at your 
workplace, medical/ healthcare libraries, 

 Laboratory manual, SOPs, Risk Assessments, COSHH 

 Discussion/shadowing with mentor, colleagues, laboratory 
staff and researchers 

   
National resources 
  
UKCRF Network documents on the UKCRF Network Hub – hosted on 
the NIHR HUB (requires registration to view content of this network 
portal.  See Briefing Sheet M) 

 Guidance for Delivering Laboratory Skills Training to Clinical 
Research Staff (2017) 

 GCP for labs training guide (2010) 

 MHRA inspection questions for laboratory (2013) 

 Laboratory competencies for Clinical Research Staff (2015)  
 
Human Tissue Authority guidelines:  www.hta.gov.uk 
Health & Safety: www.hse.gov.uk  
Chemical safety: www.hse.gov.uk/coshh/  
Dry ice safety:  www.dryiceinfo.com/safe.htm  
 
Transport regulations 
https://www.gov.uk/guidance/moving-dangerous-goods  
 
 

 
(Through discussions, observations, attending 

training sessions, reading etc.) 

 

Theme 8:  Management of Biological Samples and Laboratory Safety 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

http://www.hta.gov.uk/
http://www.hse.gov.uk/
http://www.hse.gov.uk/coshh/
http://www.dryiceinfo.com/safe.htm
https://www.gov.uk/guidance/moving-dangerous-goods
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Theme 9: Management of an Investigational Medicinal Product (IMP)  Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) To develop an 
understanding of the key 
aspects of managing 
Investigational Medicinal 
Products (IMP) 

 
9.1  Definition of an Investigational Medicinal 
 Product 
 
9.2 Safety considerations for study participants 
 and the research team of administering an 
 IMP as part of a clinical trial  
 
9.3 Drug accountability in clinical trials, including 
 ordering and receipt of supply, storage and 
 accountability at site, and reconciliation of 
 returned IMP  
 
9.4  An awareness of the principles of Good 

Manufacturing Practice in relation to the 
reparation, dispensing and administration of 
IMP 

 
9.5 Randomisation process for allocating IMP to 
 participants as part of a trial e.g. IWRS/IVRS 
 
9.6 Study blinding; maintaining blinding and the 
 emergency unblinding procedure 
 
9.7  The process of, and documentation involved 
 in dispensing and/or administering IMP to a 
 study participant: 
 

 To take home 

 In the hospital/clinical setting 
 
9.8 The importance of participant education: 
 

 Correct use /administration of IMP 

 Risks and side effects  

 Compliance  

 Safety reporting and emergencies 

 Returning IMP 
 

 
See also Briefing Sheets K: Management of an Investigational 
Medicinal Product 
 
Local resources/key personnel 
 

 Local medicines management training is mandatory before 
administering IMP 

 Local Organisation’s medicines code, or policy 

 Local policy and procedure for prescribing medication to 
patients 

 Local unblinding procedure  

 Standard operating procedures (SOPs) 

 Clinical Trial protocols that involve handling a IMP 

 Local Research Training opportunities and competency 
assessment in administering IMP where available 

 Shadowing/observation of mentor, colleagues, researchers, 
clinical trial monitor 

 Clinical Supervision by appropriately trained member of 
research personnel  

 
National resources 
  
Medicines and Healthcare products Regulatory Agency, 2012. Good 
Clinical Practice Guide, chapter 6, p 185-232, The Stationery Office. 
  
Definition and guidance on IMP: 
http://ec.europa.eu/health/files/eudralex/vol-10/imp_03-2011.pdf  
 
Good Manufacturing Practice (GMP) Annex 13: 
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
4/2009_06_annex13.pdf  
 
HRA Current Applicable Legislation in Clinical Trials of Investigational 
Medicinal Products (CTIMPS): 
https://www.hra.nhs.uk/planning-and-improving-research/policies-
standards-legislation/clinical-trials-investigational-medicinal-products-
ctimps/    
 
 
 
 

 
(Through discussions, observations, attending training 

sessions, reading etc.) 

 

http://ec.europa.eu/health/files/eudralex/vol-10/imp_03-2011.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/2009_06_annex13.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/2009_06_annex13.pdf
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/clinical-trials-investigational-medicinal-products-ctimps/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/clinical-trials-investigational-medicinal-products-ctimps/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/clinical-trials-investigational-medicinal-products-ctimps/
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Theme 9: Management of an Investigational Medicinal Product (IMP) (continued) 
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

  
9.9  Awareness of the emerging clinical trials using 
 advanced therapy investigational medicinal 
 products 

 
ICH Harmonised Tripartite Guideline for good clinical practice 
E6(R2) EMA/CHMP/ICH/135/1995  
Section 8, Essential Documents for the conduct of a Clinical Trial: 
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice 
 
The Health & Safety Executive (HSE) Safe handling of cytotoxic 
drugs in the workplace: http://www.hse.gov.uk/healthservices/safe-
use-cytotoxic-drugs.htm  
 
Professional Code of Conduct 
 
EU Regulation on Advanced Therapies 
https://www.ebmt.org/ebmt/news/eu-regulation-advanced-therapies  
 
Pharmacy Institutional Readiness for Marketed CAR-T Therapy 
https://www.sps.nhs.uk/articles/pharmacy-institutional-readiness-for-
marketed-car-t-therapy-guidance-for-chief-pharmacists/     
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

Theme 9:  Management of an Investigational Medicinal Product (IMP) 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice
http://www.hse.gov.uk/healthservices/safe-use-cytotoxic-drugs.htm
http://www.hse.gov.uk/healthservices/safe-use-cytotoxic-drugs.htm
https://www.ebmt.org/ebmt/news/eu-regulation-advanced-therapies
https://www.sps.nhs.uk/articles/pharmacy-institutional-readiness-for-marketed-car-t-therapy-guidance-for-chief-pharmacists/
https://www.sps.nhs.uk/articles/pharmacy-institutional-readiness-for-marketed-car-t-therapy-guidance-for-chief-pharmacists/
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Theme 10: Role of the National Institute for Health Research (NIHR), 

Chief Scientist Office (Scotland), Health and Care Research (Wales) 

and Health Research Board (Ireland) 

   

Level 1:   Level 2:   Level 3:   

 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) To have an 
understanding of  the overall 
role of the NIHR and the 
NIHR Office for Clinical 
Research Infrastructure 
(NOCRI), Chief Scientist 
Office (CSO) and Health & 
Care Research Wales 

 
10.1   The role of NIHR in health care research in 
 England 
  
10.2   The role of NIHR and its relevance to you and 
 other staff working in your organisation 
  
10.3   The role of NOCRI and its relationship to your 
 organisation 
 
10.4   The role of the Chief Scientist Office 
 (Scotland) and its relevance to you and other 
 staff working in your organisation. 
 
10.5   The role of NHS Research Scotland (NRS) 
 and support for clinical research. 
 
10.6   The role of Health and Care Research Wales 
 and its relevance to you and other staff in your 
 organisation. 
 
10.7   Can identify, and where relevant, access the 
 support opportunities provided by these 
 organisations 

 
See also Briefing Sheets L: National Institute for Health Research 
(NIHR), Chief Scientist Office (CSO), Health and Care Research 
Wales 
 
Local resources/key personnel 
 

 Operations manager of your CRF/research organisation 

 Communications manager in your local R&D office  
 
English national resources 
 
https://www.nihr.ac.uk/explore-nihr/ 
https://www.nihr.ac.uk/explore-nihr/support/experimental-medicine.htm  
https://www.nihr.ac.uk/partners-and-industry/industry/  
 
Scottish national resources 
 
https://www.cso.scot.nhs.uk/  
https://www.nhsresearchscotland.org.uk/  
 
Welsh national resources 
 
https://www.healthandcareresearch.gov.wales/  
 
Irish national resources 
 
https://www.hrb.ie/  
 
 

 
(Through discussions, observations, attending 

training sessions, reading etc.) 

 

Theme 10: Role of the National Institute for Health Research (NIHR) (England), Chief Scientist Office (Scotland) and Health & Care Research (Wales)   

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

https://www.nihr.ac.uk/explore-nihr/
https://www.nihr.ac.uk/explore-nihr/support/experimental-medicine.htm
https://www.nihr.ac.uk/partners-and-industry/industry/
https://www.cso.scot.nhs.uk/
https://www.nhsresearchscotland.org.uk/
https://www.healthandcareresearch.gov.wales/
https://www.hrb.ie/
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Theme 11: Role of the UK Clinical Research Facility (UKCRF) Network Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) To gain an understanding 
of the role of the UKCRF 
Network 
 

 
11.1      The role of the UKCRF Network 
  
11.2      Key UKCRF Network personnel and their 
 roles and responsibilities 
  
11.3      The UKCRF Network Senior Management 
 Team 
  
11.4      UKCRF Network Theme Groups  
  
11.5  The UKCRF Network Hub 
 

 
See also Briefing Sheets M: UK Clinical Research Facility (UKCRF) 
Network    
 
Local resources / key personnel 
 

 To be determined locally.   

 There may be active members of the Network within your 
facility. 

 
National resources 
 
http://www.ukcrfnetwork.co.uk   
 
https://www.nihr.ac.uk/explore-nihr/support/experimental-medicine.htm  
 
UKCRF Portal: 
https://sites.google.com/a/nihr.ac.uk/ukcrfn/  
To request access: https://www.ukcrfnetwork.co.uk/ukcrfn-portal/  
 
 
 
 
 
 
 
 
 
 
 

 
(Through discussions, observations, attending 

training sessions, reading etc.) 

 

Theme 11: Role of the UK Clinical Research Facility (UKCRF) Network  

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

http://www.ukcrfnetwork.co.uk/
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https://www.ukcrfnetwork.co.uk/ukcrfn-portal/


 

                                                                                                                                                                                                                                  

23                                                                                          

 

Theme 12: Patient & Public Involvement in Research Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information relating 
to this theme 

Summary of evidence obtained for key 
components 

 
A) To describe what is 
meant by Patient and Public 
Involvement and why it is 
important to research 
  
B) To differentiate between 
involvement, 
engagement and 
participation and give 
examples 
 
C) To explain the NIHR 
commitment to PPI in 
research 
  
D) To identify points in the 
research cycle where CRFs 
can add value to the clinical 
research process for 
investigators, patients, 
parents, carers, and 
members of the public. 
  
E) To demonstrate 
awareness and give 
examples of how Children 
and Young People can be 
involved in research. 
  
F) To state the challenges 
and benefits of including 
people from a wide variety 
of backgrounds in research. 
 

 
12.1  The benefits that PPI brings to 
 health and social care 
 
12.2 Access support and training that is 
 available to patients /members of 
 the public 
 
12.3  Difference between Involvement, 
 participation and engagement 
 
12.4  How to get the best from a PPI 
 Panel, Steering Committee, Focus 
 Group or Patient Research 
 Ambassadors (PRA’s) 
 
12.5 How to make PPI opportunities 
 available to all 
 
12.6 Understand current national PPI 
 strategies. 
 
12.7  Access information on your local 
 PPI payment/ reimbursement 
 policies 
  
12.8  Identify points of the research cycle 
 suitable for PPI 
 
12.9  Understand how to signpost and/or 
 involve children and young people 
 in research. 
  
12.10 Demonstrate and understand the 
 barriers and facilitators to the 
 optimum involvement of diverse and 
 hard to reach communities. 

 
See also Briefing Sheets N: Patient & Public Involvement in Research   
 
Local resources/key personnel 
 

 Local CRF PPI Lead 

 PPI Panel 

 PPI Officer(s) 

 Communications team 

 Local PPI strategy 

 Other resources to be determined locally 
  
National resources 
 
UKCRF Network / UKCRF Network Portal 
UKCRF Network PPI Theme Group via NIHR Hub   
(NIHR email address needed to access hub. Please email UKCRF 
Network Operations Team for access; ukcrf.network@nihr.ac.uk) 
 
http://www.invo.org.uk  
 
NIHR Central Commissioning Facility PPIE:  
https://www.nihr.ac.uk/about-us/our-contribution-to-research/how-we-
involve-patients-carers-and-the-public.htm  
 
National PPI strategies and Standards Development Partnership: 

 Going the extra mile: https://www.nihr.ac.uk/documents/about-
us/our-contribution-to-research/how-we-involve-patients-carers-
and-the-public/Going-the-Extra-Mile.pdf     

 National standards for public involvement:  
http://www.invo.org.uk/posttypepublication/national-standards-
for-public-involvement/  

 
PPI cost calculator: 
http://www.invo.org.uk/resource-centre/payment-and-recognition-for-
public-involvement/involvement-cost-calculator/  
 
 

 
(Through discussions, observations, attending training 

sessions, reading etc.) 

mailto:ukcrf.network@nihr.ac.uk
http://www.invo.org.uk/
https://www.nihr.ac.uk/about-us/our-contribution-to-research/how-we-involve-patients-carers-and-the-public.htm
https://www.nihr.ac.uk/about-us/our-contribution-to-research/how-we-involve-patients-carers-and-the-public.htm
https://www.nihr.ac.uk/documents/about-us/our-contribution-to-research/how-we-involve-patients-carers-and-the-public/Going-the-Extra-Mile.pdf
https://www.nihr.ac.uk/documents/about-us/our-contribution-to-research/how-we-involve-patients-carers-and-the-public/Going-the-Extra-Mile.pdf
https://www.nihr.ac.uk/documents/about-us/our-contribution-to-research/how-we-involve-patients-carers-and-the-public/Going-the-Extra-Mile.pdf
http://www.invo.org.uk/posttypepublication/national-standards-for-public-involvement/
http://www.invo.org.uk/posttypepublication/national-standards-for-public-involvement/
http://www.invo.org.uk/resource-centre/payment-and-recognition-for-public-involvement/involvement-cost-calculator/
http://www.invo.org.uk/resource-centre/payment-and-recognition-for-public-involvement/involvement-cost-calculator/


 

                                                                                                                                                                                                                                  

24                                                                                          

Theme 12: Patient & Public Involvement in Research (continued) 
 

Objective(s) Key component Examples of where you might find information relating to this theme 
Summary of evidence obtained 

for key components 
  

 

Induction and training 
 
INVOLVE PPI induction materials: http://www.invo.org.uk/resource-centre/learning-and-
development/whats-on-this-site/get-started/induction-materials-for-research-staff-new-to-
public-involvement/  
 
INVOLVE learning for involvement interactive training website: 
http://learningforinvolvement.org.uk/  
 
Research Design Service-Handbook for researchers: https://oxfordbrc.nihr.ac.uk/wp-
content/uploads/2017/03/RDS-PPI-Handbook-2014-v8-FINAL-2.pdf  
  
Public and patient signposting 
 
INVOLVE interactive course for members of the public who review with the NIHR: 
http://www.invo.org.uk/resource-centre/learning-and-development/public-reviewing-with-the-
national-institute-for-health-research-nihr/  
 
INVOLVE Starting Out Guide (the basics of Public Involvement for Members of the Public): 
https://www.invo.org.uk/posttypepublication/starting-out/ 
 
INVOLVE Jargon Buster: https://www.invo.org.uk/resource-centre/jargon-buster/ 
 
INVOLVE Guidance for Public Members who are research co-applicants: 
https://www.invo.org.uk/posttypepublication/public-co-applicants-in-research-guidance-on-
roles-and-responsibilities/ 
 
How to join a funding committee: https://www.nihr.ac.uk/patients-carers-and-the-public/i-
want-to-help-with-research/join-a-funding-committee.htm  
 
How to join as a Research Champion: https://www.nihr.ac.uk/patients-carers-and-the-
public/i-want-to-help-with-research/research-champions.htm  
 
People in Research website: https://www.peopleinresearch.org/   
 
NIHR CED payment policy for public contributors: https://www.nihr.ac.uk/documents/centre-
for-engagement-and-dissemination-recognition-payments-for-public-contributors/24979 
  

 

 

Theme 12: Patient & Public Involvement in Research 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

http://www.invo.org.uk/resource-centre/learning-and-development/whats-on-this-site/get-started/induction-materials-for-research-staff-new-to-public-involvement/
http://www.invo.org.uk/resource-centre/learning-and-development/whats-on-this-site/get-started/induction-materials-for-research-staff-new-to-public-involvement/
http://www.invo.org.uk/resource-centre/learning-and-development/whats-on-this-site/get-started/induction-materials-for-research-staff-new-to-public-involvement/
http://learningforinvolvement.org.uk/
https://oxfordbrc.nihr.ac.uk/wp-content/uploads/2017/03/RDS-PPI-Handbook-2014-v8-FINAL-2.pdf
https://oxfordbrc.nihr.ac.uk/wp-content/uploads/2017/03/RDS-PPI-Handbook-2014-v8-FINAL-2.pdf
http://www.invo.org.uk/resource-centre/learning-and-development/public-reviewing-with-the-national-institute-for-health-research-nihr/
http://www.invo.org.uk/resource-centre/learning-and-development/public-reviewing-with-the-national-institute-for-health-research-nihr/
https://www.invo.org.uk/posttypepublication/starting-out/
https://www.invo.org.uk/resource-centre/jargon-buster/
https://www.invo.org.uk/posttypepublication/public-co-applicants-in-research-guidance-on-roles-and-responsibilities/
https://www.invo.org.uk/posttypepublication/public-co-applicants-in-research-guidance-on-roles-and-responsibilities/
https://www.nihr.ac.uk/patients-carers-and-the-public/i-want-to-help-with-research/join-a-funding-committee.htm
https://www.nihr.ac.uk/patients-carers-and-the-public/i-want-to-help-with-research/join-a-funding-committee.htm
https://www.nihr.ac.uk/patients-carers-and-the-public/i-want-to-help-with-research/research-champions.htm
https://www.nihr.ac.uk/patients-carers-and-the-public/i-want-to-help-with-research/research-champions.htm
https://www.peopleinresearch.org/
https://www.nihr.ac.uk/documents/centre-for-engagement-and-dissemination-recognition-payments-for-public-contributors/24979
https://www.nihr.ac.uk/documents/centre-for-engagement-and-dissemination-recognition-payments-for-public-contributors/24979
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Theme 12: Patient & Public Involvement in Research (continued) 
 

Objective(s) Key component Examples of where you might find information relating to this theme 
Summary of evidence obtained 

for key components 
  

 

 
Children and young people in research  
 
GenerationR Alliance: https://generationr.org.uk/  
 
NIHR Involve Working with children and young people: https://www.invo.org.uk/current-
work/involving-children-and-young-people/ 
 
Report on Involving Children and Young People in Research 
(https://www.invo.org.uk/posttypepublication/report-on-involving-children-and-young-people-
in-research/)  
 
 
Further Reading  
 
The James Lind Alliance: http://www.jla.nihr.ac.uk/  
 
Derek C Stewart Blog: https://blogs.bmj.com/bmj/2018/09/13/derek-c-stewart-what-does-
being-research-active-mean-for-clinicians-and-their-patients/  
 
Research involvement article library: https://researchinvolvement.biomedcentral.com/  
 
Journal- What do stakeholders expect from patient engagement: Are these expectations 
being met? https://onlinelibrary.wiley.com/doi/full/10.1111/hex.12797  
  

 

 

Theme 12: Patient & Public Involvement in Research 

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 

https://generationr.org.uk/
https://www.invo.org.uk/current-work/involving-children-and-young-people/
https://www.invo.org.uk/current-work/involving-children-and-young-people/
https://www.invo.org.uk/posttypepublication/report-on-involving-children-and-young-people-in-research/
https://www.invo.org.uk/posttypepublication/report-on-involving-children-and-young-people-in-research/
http://www.jla.nihr.ac.uk/
https://blogs.bmj.com/bmj/2018/09/13/derek-c-stewart-what-does-being-research-active-mean-for-clinicians-and-their-patients/
https://blogs.bmj.com/bmj/2018/09/13/derek-c-stewart-what-does-being-research-active-mean-for-clinicians-and-their-patients/
https://researchinvolvement.biomedcentral.com/
https://onlinelibrary.wiley.com/doi/full/10.1111/hex.12797
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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 etc. 

 Study specific equipment training, depending on studies carried out locally 

 

A blank example for local adaptation Level 1:   Level 2:   Level 3:   
 

Objective(s) Key component 

Examples of where you might find information 
relating to this theme 

Summary of evidence obtained for key 
components 

 
A) 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 

 
Local resources/ key personnel: 
 
 
 
 
 
National resources: 

 

 
(Through discussions, observations, attending training 

sessions, reading etc.) 

 

Theme   

Date completed: ______________ Signature of trainee: _______________________ Signature of manager/mentor: _________________________ 
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Appendix 1: Briefing Sheets 

 

Briefing Sheets are provided as an adjunct to the guidance and information resources 

provided in the Key Components.  They are introductory in nature and a good place to start 

engaging with the Key Component you are evidencing.  Reading the Briefing Sheets is not 

sufficient to evidence a component, but they are a good starting point from which mentors 

and mentee’s can explore current knowledge, gaps in knowledge and relevant components 

within each competency. 
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Briefing Sheet A: Basic Principles of Research  
 

The term research is commonly used in modern vernacular and generally refers to seeking 

information.  In the NHS, public health and social care setting research has developed and 

grown to become a core part of business.  Although multiple definitions exist, there is general 

agreement that research is an active, systematic process of enquiry (governed by scientific 

principles) that results in new knowledge or a revision of previously accepted knowledge.  

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

or discipline in which the research is undertaken.  In ‘Clinical Research’ human illness is the 

focus as defined by NIHR (https://www.invo.org.uk/posttypejargon/clinical-research/) 

 

The conduct of Clinical Research is not only governed by scientific principles but a range of 

legal, quality, safety and ethical frameworks (see Themes 2 & 3).  Broadly, Clinical Research 

is a process or cycle, as exemplified by the NIHR (https://www.nihr.ac.uk/patients-and-

public/how-to-join-in/the-research-cycle/, accessed June 2019): 

 

https://www.invo.org.uk/posttypejargon/clinical-research/
https://www.nihr.ac.uk/patients-and-public/how-to-join-in/the-research-cycle/
https://www.nihr.ac.uk/patients-and-public/how-to-join-in/the-research-cycle/
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Briefing Sheet B: Good Clinical Practice (GCP)  
 

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

recording and reporting trials that involve the participation of human subjects. GCP is 

applicable to all clinical research. Compliance with this standard provides public assurance 

that the rights, safety and wellbeing of research participants are protected and that research 

data is reliable and accurate. 

 

A brief outline of how research governance has developed over the years: 

 

 

 

 

  

The Nuremburg Code  

Drafted as a response to the Nuremburg trials that investigated wartime 

atrocities. 20 Doctors were amongst those accused of performing medical 

experiments without the subjects consent. The Nuremberg Code contains 

10 principles and is one of the first documents to uphold voluntary consent 

and the rights of the individual as fundamental in research with humans. 

 

 

 

 

 

The Declaration of Helsinki  

Details the fundamental ethical principles to safeguard subjects involved in 

medical research including: informed voluntary consent, appropriate 

qualified persons to conduct trials and considering risks and burdens versus 

foreseeable benefits. It is written by the World Medical Association and is 

updated roughly every 4 years. 
 

  

 

 

 

International Conference on Harmonisation Good Clinical Practice 

(ICH-GCP) now known as International Council for Harmonisation of 

Technical Requirements for Pharmaceuticals for Human Use   

Regulators from America, Japan and Europe convened the first 

international conference on Harmonisation in 1990. The first task was to 

develop a global standard for GCP. This is where we get our definition of 

GCP. The principles of GCP are embedded in all our regulations. 
 

A standard for the design, conduct, performance, monitoring, auditing, 

recording, analyses and reporting of clinical trials that provides assurance 

that the data and reported results are credible and accurate, and that the 

rights, integrity and confidentiality of trial subjects are protected (ICH 1996) 

 

1996 

 

1964 

 

1947 
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European Clinical Trials Directive  

Direction issued by the European Parliament and the Council on the laws, 

regulations and administrative provisions the Member States should 

implement within their country.  The directive provides guidance on the 

implementation of GCP in the conduct of clinical trials of investigational 

medicinal products for human use. Aimed at facilitating the internal market 

in medicinal products within the EU, while at the same time maintaining an 

appropriate level of protection for public health. It seeks to simplify and 

harmonize the administrative provisions governing clinical trials in the 

European Community, by establishing a clear, transparent procedure. 
 

   

The Medicine for Human Use (Clinical Trials) Regulations  

The EU Clinical Trials Directive transposed into UK law. The regulations 

outline the how we work in the UK when conducting Clinical Trials of 

Investigational Medicinal Products (CTIMP). The principles for GCP laid 

down in UK law are transposed from EU Directives (2001/2005). 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2017 

The UK Policy Framework for Health and Social Care Research (2017) 

replaces the Research Governance Framework for Health and Social Care 

(2005). It sets out the principles which underpin high quality research in the 

UK and outlines the responsibilities of key organisations and individuals. If 

ICH GCP and the Medicines for Human Use (Clinical Trials) Regulations 

are already in place, why do we need this? 

The Policy Framework requires that all research conducted in the NHS and 

social care is done to the same high standard, no matter what the focus of 

methodology. This policy relates both CTIMPS and non-CTIMPs.  

Credible research outcomes are the basis on which care treatments and 

services are improved in the NHS and beyond. It is essential to ensure that 

participants are protected and the research science is robust. 

 

 

 

 

2001 

 
2004 



 

 

 

31 

The Principles of GCP 

  

The conditions and principles that apply to all CTIMPs as UK law are outlined in the 

amended version of the Medicines for Human Use (Clinical Trials) Regulations (2006): 

  

1. The rights, safety and well-being of the trial subjects shall prevail over the interests of 

science and society. 

2. Each individual involved in conducting a trial shall be qualified by education, training 

and experience to perform his tasks. 

3. Clinical trials shall be scientifically sound and guided by ethical principles in all their 

aspects. 

4. The necessary procedures to secure the quality of every aspect of the trial shall be 

complied with. 

5. The available non-clinical and clinical information on an investigational medicinal 

product shall be adequate to support the proposed clinical trial. 

6. Clinical trials shall be conducted in accordance with the principles of the Declaration of 

Helsinki. 

7. The protocol shall provide for the definition of inclusion and exclusion of subjects 

participating in a clinical trial, monitoring and publication policy. 

8. The investigator and sponsor shall consider all relevant guidance with respect to 

commencing and conducting a clinical trial. 

9. All clinical information shall be recorded, handled and stored in such a way that it can 

be accurately reported, interpreted and verified, while the confidentiality of records of 

the trial subjects remains protected. 

10. Before the trial is initiated, foreseeable risks and inconveniences have been weighed 

against the anticipated benefit for the individual trial subject and other present and 

future patients. A trial should be initiated and continued only if the anticipated benefits 

justify the risks. 

11. The medical care given to, and medical decisions made on behalf of, subjects shall 

always be the responsibility of an appropriately qualified doctor or, when appropriate, of 

a qualified dentist. 

12. A trial shall be initiated only if an ethics committee and the licensing authority comes to 

the conclusion that the anticipated therapeutic and public health benefits justify the 

risks and may be continued only if compliance with this requirement is permanently 

monitored. 
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13. The rights of each subject to physical and mental integrity, to privacy and to the 

protection of the data concerning him in accordance with the Data Protection Act 1998 

are safeguarded. 

14. Provision has been made for insurance or indemnity to cover the liability of the 

investigator and sponsor which may arise in relation to the clinical trial. 

 

Details of the laws which govern clinical trials in the UK can be found on the MHRA’s 

website: https://www.gov.uk/guidance/good-clinical-practice-for-clinical-trials 

 

In addition to the standards that govern research, there are other guidelines and laws that 

protect patients and participants. These may include: 

 Children’s Act (2004) 

 Children (Scotland) Act (1995) 

 Data Protection Act (2018) 

 Freedom of Information Act (2000) 

 Mental Capacity Act (2005) 

 Adults with Incapacity (Scotland) Act 2000 

 Human Tissue Act (2004) 

 Human Tissue (Scotland) Act 2006 

 Ionising Radiation Medical Exposure Regulations (IRMER) (2000) 

 Local Trust Policies 

 

Therefore, there is not a single document that will provide a standard or law to conduct a 

trial. Instead we have an interwoven set of laws, guidelines and frameworks that govern the 

set-up and conduct of clinical research. 

https://www.gov.uk/guidance/good-clinical-practice-for-clinical-trials


 

 

 

33 

Briefing Sheet C: Integrated Research Application System (IRAS), 

Ethics Committees and Health Research Authority (HRA) Approval 

 

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

IRAS is a web-based, 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. It is a 

mandatory system for all researchers applying for study approval. To use IRAS, you must 

have an account which can be created using the link on the IRAS website: 

www.myresearchproject.org.uk  

 

Rather than completing a number of separate application forms for each review body, 

researchers enter their information once via IRAS. Using filters, the system ensures 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) 

 Confidentiality Advisory Group (CAG) 

 Gene Therapy Advisory Committee (GTAC) 

 Health Research Authority (HRA) for projects seeking HRA Approval 

 Medicines and Healthcare products Regulatory Agency (MHRA) 

 NHS / Health and Social Care Research & Development offices 

 NHS / Health and Social Care Research Ethics Committees 

 Her Majesty's Prison and Probation Service (HMPPS) 

 Social Care Research Ethics Committee 

 

The Research Ethics Service (RES) 

Research is a core part of the NHS and other cares services, however it can involve a 

degree of risk and may also involve additional burdens or intrusions exceeding those 

involved in normal care. Therefore, all researchers must ensure that any proposed research 

is both ethical and worthwhile. The RES is a core function of the Health Research Authority, 

protecting the rights, safety, dignity and well-being of research participants. It provides a 

robust ethical review through Research Ethics Committees (RECs), ethical guidance, quality 

http://www.myresearchproject.org.uk/
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assurance and training programmes. All of which facilitate and promote ethical research that 

will be of benefit to participants, science and society (HRA website).  

 

The Declaration of Helsinki (World Health Organisation, 2013) is regarded as the most 

important document in the history of research ethics. It states in paragraph 22: 

 

“The design and performance of each research study involving human subjects must be 

clearly described and justified 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 information regarding provisions for 

treating and/or compensating subjects who are harmed as a consequence of 

participation in the research study. 

 

In clinical trials, the protocol must also describe appropriate arrangements for post-trial 

provisions.” 

 

Since this, there have been considerable developments within the RES, including the 

following key changes: 

   

1 May, 2004: The implementation of the EU Clinical Trials Directive 2001/20/EC  

1 April 2007: The establishment of the National Research Ethics Service (NRES) which 

incorporated COREC and NHS RECs (in England) 

1 December 2011: The establishment of the Health Research Authority (HRA) - a newly 

formed NHS organisation to act as a Special Health Authority, with the RES (formerly NRES) 

at the core of this NHS organisation.   

October 2017: The implementation of the UK Policy Framework for Health and Social Care 

Research (HRA and the UK Health Departments). 

15 June 2018: The Governance Arrangements for Research Ethics Committees (GAfREC) 

(Department of Health) https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/  

 

https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/
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The Research Ethics Service in Scotland is part of the UK-wide national service supported 

by the HRA and is also supported by the Chief Scientist Office (CSO). For further information  

about Research Ethics Committees in Scotland visit: 

http://www.nhsresearchscotland.org.uk/services/research-ethics    

 

MHRA approval 

The MHRA regulates medicines, medical devices and blood components for transfusion in 

the UK. MHRA is an executive agency, sponsored by the Department of Health. Clinical Trial 

Authorisation (CTA) from the MHRA is required before a Clinical Trial of an Investigational 

Medicinal Product (CTIMP) can commence. In addition, prior to submission to the MHRA, 

every CTIMP needs to be registered on the European Clinical Trials Database and be given 

a EudraCT number. 

 

The Health Research Authority (HRA)  

The formation of the HRA came as a result of reorganisation of the National Health Service 

(NHS) in England outlined in the Health and Social Care Act 2012, and took on the functions 

of the National Research Ethics Service. Originally established as a Special Health Authority 

on 1 December 2011, it became a non-departmental public body on 1 January 2015 under 

the Care Act 2014. It provides a unified national system for the governance of health 

research. 

 

In March 2016, HRA Approval was introduced as the process for applying for project-based 

research in the NHS led from England. As of April 2018, this has been extended to include all 

research in the NHS in England and Wales and is referred to as ‘HRA and HCRW Approval’ 

(HRA and Health and Care Research Wales). This approval process brings together the 

assessment of governance and legal compliance, with the independent REC opinion 

provided through the UK Research Ethics Service. 

 

http://www.nhsresearchscotland.org.uk/services/research-ethics
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Applications are normally accompanied by supporting documents. The documents that are 

required will depend on the application and the type of research activity that is planned. 

Documents that may be included are listed below: 

 

Non-Commercial Studies Commercial Studies 

Copy of IRAS form Copy of IRAS form 

Protocol and amendments Protocol and amendments 

Participant information and consent forms Participant information and consent forms 

Statement of Activities and Schedule of Events 
templates 

Model Clinical Trial Agreement (mCTA) or 
Clinical Research Organisation model Clinical 
Trial Agreement (CRO-mCTA) 

Model non- commercial agreement (mNCA) Costing template 

 Delegation Log template 

CVs (Chief and Principal Investigators, 
Academic Supervisors) 

CVs (Chief and Principal Investigators, 
Academic Supervisors). 

REC favourable opinion (if issued) REC favourable opinion (if issued) 

Copy of HRA Initial Assessment letter and HRA 
Approval letter (if issued) 

Copy of HRA Initial Assessment letter and HRA 
Approval letter (if issued) 

 

Other documents may include a pharmacy manual, Investigator Brochure/SmPC, an imaging 

manual and radiotherapy manual - all of which will be dependent on the study design. 

https://www.hra.nhs.uk/planning-and-improving-research/best-practice/nhs-site-set-up-in-

england/  

Note: HRA approval is not required in Northern Ireland or Scotland. 

 

Study amendments 

Amendments are changes made to a research project after approval from a review body has 

been given and are termed as substantial or non-substantial. It is the Sponsor’s responsibility 

to decide which category the amendment falls into and ensure that they are approved by the 

appropriate review bodies. Guidance is provided on the HRA website: 

https://www.hra.nhs.uk/approvals-amendments/amending-approval/  

  

https://www.hra.nhs.uk/planning-and-improving-research/best-practice/nhs-site-set-up-in-england/
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/nhs-site-set-up-in-england/
https://www.hra.nhs.uk/approvals-amendments/amending-approval/
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Substantial amendments significantly affect one of the following: 

 The safety or physical or mental integrity of trial subjects 

 The conduct or management of the trial 

 The scientific value of the trial 

 The quality or safety of any Investigational Medicinal Product (IMP) used in the trial. 

 

Any substantial amendments need to be approved by ethics, any regulatory bodies and R&D 

before implementing. Implementation prior to approval can only take place if the amendment 

is required to offset an immediate hazard, retrospective approval would then be sought. 

 

Non-substantial amendments involve: 

 Changes to the conduct of the clinical trial that does not have a significant impact on 

the safety of the subjects or the scientific value of the study. 

 Extension of study beyond period specified in application 

 Administrative changes or updates of the investigator’s brochure (unless there is a 

change to the risk/benefit assessment for the trial); 
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Briefing Sheet D: Informed Consent in Clinical Research    
 

Within the context of clinical trials, informed consent may be regarded as “a process by 

which a subject voluntarily confirms his or her willingness to participate in a particular trial, 

after having been informed of all aspects of the trial that are relevant to the subject's decision 

to participate.”  (ICH Harmonised Guideline, Guideline for Good Clinical Practice E6 (R2), 

2016). 

 

Abuses of consent in research during the 20th century have shaped current legislation 

relating to clinical trials. 

 

When? 

Informed consent should be obtained from participants prior to any research related 

procedure being performed. Informed consent is a process, not just a signature on a form, 

and ongoing consent should be evidenced throughout the participant’s involvement in 

research. 

 

What constitutes informed consent? 

For consent to be considered both legal and ethical it must be: 

 Given by a person with capacity; 

 Voluntarily given, with no undue influence; 

 Given by someone who has been adequately informed; 

 A fair choice 

 

How is informed consent obtained?  

 The consent process outlined in the research protocol and all supporting materials 

must be approved by the Research Ethics Committee. This approved process must 

be followed and the most up-to-date versions of the consent form and participant 

information sheet (PIS) used. 

 The individual receiving consent needs the adequate training and skills to facilitate 

the consent process. They also need to be familiar with the study protocol, have an 

understanding of other available treatment options and allow time for a full discussion 

with the participant. They must also be authorised by the Principal Investigator (PI) on 

the delegation log to receive consent and adhere to local trust policy regarding 

consent.  
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 The Informed Consent process will begin with an initial discussion about the 

research. The participant will also be given a Participant Information Sheet (PIS) 

outlining the necessary information required to be able to make an informed decision 

about taking part in the research.  

 The language used in discussions and in the PIS must be understandable, non-

technical and should avoid jargon.    

 The participant must be given sufficient time to review and consider the information 

given to them. This length of time will be stipulated in the protocol and will vary 

according to the complexity/sensitivity of the research.  

 A second discussion will normally then be held to allow time for the participant to ask 

questions and raise any concerns or queries. This discussion also allows the 

individual obtaining consent to check the participants understanding of the research 

and provide more information where required.  

 Each statement on the consent form should be discussed during the consent 

conversation and initialled by the participant. Both the participant and individual 

receiving consent must write, sign and date their own names.  

 A copy of the consent form should be given to the participant and the original should 

be filed in the study site file. 

 There should also be a copy filed in the participant’s health record along with a record 

of the consent process, as per local policy and guidelines.  

 Ongoing consent should be checked at each subsequent contact with the participant 

and documented in the participant’s health record. 

 

It is essential to remember that even once a participant has signed a consent form, they can 

withdraw from the research 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 can receive consent? 

Informed consent is the responsibility of the PI however they may delegate the task of 

obtaining consent to members of the research team. The PI must ensure that the delegated 

persons have the appropriate skills, experience and training to obtain consent competently 

and that they are listed on the delegation log to obtain consent for that specific research 

study.   
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Vulnerable groups 

Individuals who are unable to give consent are described as ‘vulnerable groups’ as they 

require an extra level of protection and safeguarding during the consent process. In a 

research context, vulnerable groups include:  

 Children and adolescents 

 Adults who lack capacity  

 Adults who are unable to read or write 

 Participants involved in emergency research 

 Prisoners 

 

Vulnerable groups are protected by legislation relating to research type and/or the devolved 

nation that the research is being conducted.  

 

Children and adolescents 

There are specific legal and ethical principles that need to be considered when involving 

children and adolescents in research. Legislation varies across the UK regarding involving 

children in research, when they can consent for themselves and who can consent on their 

behalf. For further information about differences in child consent across the UK visit:  

http://www.hra-decisiontools.org.uk/consent/principles-children.html 

 

It is important to note, the legislation across the UK for CTIMPs clearly states that a child is 

anyone under the age of 16 and in order for them to participate in such trials, consent must 

be received by someone who has parental responsibility for that individual. 

 

Often, consent will need to be sought from an individual who has parental responsibility for 

the child. Parental responsibility differs according to where the child’s birth was registered in 

the UK. For further information: https://www.gov.uk/parental-rights-responsibilities/who-has-

parental-responsibility  

 

Even if a child is not legally able to consent for themselves, or they are deemed not to be 

competent to do so, it is still essential that the child is involved in the consent process. The 

research should be explained in a way that is understandable to them, including the potential 

risks and benefits of taking part. The child or young person’s wishes about their involvement 

in the research should always be considered and, where practical and appropriate, their 

assent should be sought before including them in the research.   

http://www.hra-decisiontools.org.uk/consent/principles-children.html
https://www.gov.uk/parental-rights-responsibilities/who-has-parental-responsibility
https://www.gov.uk/parental-rights-responsibilities/who-has-parental-responsibility
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Adults who lack capacity 

Special considerations need to be in place when research involves adults who do not have 

the capacity to consent for themselves. Again, legislation and guidance varies according to 

the type of research and which area of the UK it is being undertaken. The Medical Research 

Council (MRC) has published guidance highlighting these differences: 

https://mrc.ukri.org/documents/pdf/medical-research-involving-adults-who-cannot-consent/  

 

It is important that the adult, despite not being deemed competent to give their consent, is 

still involved in the consent process where practicably possible. The research should be 

explained to their level of understanding and their wishes to take part or not carefully 

considered.  

 

Adults who are unable to read or write 

For individuals who are unable to read or write, an impartial witness (to the research) must 

be present during the consent process. All written material should be read to the participant 

and the witness will sign and date the consent form on the participant’s behalf. The consent 

form should then be annotated/a file note written explaining the reason for the witness’ 

signature.  

  

Local policy should be followed when a patient is unable to read and write in English as an 

official translator service may be required.  

  

Participants involved in emergency research  

Some research involves interventions that need to be delivered in a short time frame 

following an emergency situation. In such cases, there may not be the time to follow the 

normal consent process and retrospective consent may be sought instead.  As with all 

clinical research, the consent process will be detailed in the protocol, be scrutinised by a 

Research Ethics Committee and will need full approval before the study commences.  

 

Prisoners 

Her Majesty’s Prison and Probation Service (HMPPS) has a National Research Committee 

(NRS) that reviews and approves applications of research before anyone in their custody can 

be involved in research.   

https://mrc.ukri.org/documents/pdf/medical-research-involving-adults-who-cannot-consent/
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Briefing Sheet E: Resource Management  

 

Resource management is essentially the effective and efficient use of key elements to 

provide a service.  As per the UK Trial Managers’ Network, clinical research shares many 

resource management features found in business and project management.  These features 

include but are not limited to: 

 Effective team working 

 Working to a timescale 

 Equipment and Material Management 

 Budget oversight 

 

Resource management requires: 

 A process for setting objectives, timelines and prioritising workload 

 A structure for clear risk assessment, audit and reporting 

 Clear lines of responsibility and accountability  

 Systems and processes in place to respond to the changing and dynamic 

environment of research 

 The flexibility to be able to redistribute resources according to need 

 

Tools 

There are national tools that can be used in combination with local tools to predict and 

manage the research environment to ensure that a wide range of studies can be managed 

from set up to archiving. The UKCRF Intensity tool provides an accurate measurement of 

both nurse and admin time required for the delivery of individual studies (training in the use 

of the UKCRF Intensity tool is available through the NIHR).  

 

Electronic Quality Management systems (such as Q-Pulse) can enhance equipment and 

material management as well as demonstrate that the team in place has the necessary 

qualifications to undertake any assigned tasks. 

 

Training and education teams contribute to resource management by having an ongoing 

programme to ensure the clinical delivery team have the right skills to deliver a range of 

research studies. Identifying the training requirements of individual studies at an early stage 

means staff are ready for delivery prior to the approvals being given.  
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Having a team that is responsive to the demands of the research environment also 

contributes to building research capacity and capability and helps to secure new and 

additional research funding by providing an efficient service to patients, sponsors and 

investigators. 

 

All staff has accountability for resource management from ordering of stock to ensuring 

finance flow by having an efficient data entry and data queries process in place which can 

meet timelines.  
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Briefing Sheet F: Data and the Law 

 

Clinical research requires the collection, processing and storing of data relating to 

individuals. All those involved in data handling must adhere to principles outlined in UK law, 

specifically: The Duty of Confidentiality (Common Law) and The Data Protection Act 2018 

incorporating the EU General Data Protection Regulation (GDPR). 

 

Identifiable data 

UK law is relevant to any data that is deemed identifiable. This includes data that could 

identify an individual directly or, data that can identify an individual when combined with other 

information that the data handler may have access to (e.g. a cipher or knowledge of the 

sample group).  

 

Key identifiable information could include: 

 participant’s name, address, full postcode, date of birth; 

 pictures, photographs, videos, audiotapes or other images of participants; 

 CHI/NHS number and local participant identifiable codes; 

 anything else that may be used to identify a participant directly or indirectly. For 

example, rare diseases, drug treatments or statistical analyses which have very small 

numbers within a small population may allow individuals to be identified. 

 

The Duty of Confidentiality 

The Duty of Confidentiality is Common Law and dictates that anyone who receives 

information must respect its confidentiality and not disclose it without consent or strong 

justification. This applies to confidential information about the living and deceased, i.e. 

information which is:  

 Not in the public domain 

 Sensitive (e.g. medical and psychological information, sexuality, religion, political 

beliefs etc.) 

 Provided with the expectation of being kept confidential 

 Identifiable 

 

However, maintaining confidentiality is not the same as keeping a secret. The Duty of 

Confidentiality allows the sharing of confidential information as can be reasonably expected 

by the individual. For example, if a patient is admitted to hospital, it is reasonable for that 
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patient to expect their confidential information to be shared with all those who require it to be 

able to deliver their care. Here an unspoken ‘Duty of Confidence’ is established that allows 

this appropriate sharing of the patient’s information. Research teams may or may not be 

considered to be included in this ‘Duty of Confidence’ and depends on whether the patient 

can reasonably expect research teams to have access to their records. This may be 

achieved in some organisations by raising the visibility of research activity in clinical areas 

and therefore inform patient expectation.  

 

The Duty of Confidentiality may impact the way researchers are able to screen potential 

participants. The patient’s clinical team may have to seek permission from the patient to 

share their information with research teams. This will vary across different departments and 

organisations and will be reflected in local policy and Standard Operating Procedures.  

 

The Data Protection Act 2018 and GDPR 

This legislation relates to structured personal data, i.e. identifiable data relating to living 

people held by organisations. Its overarching purpose is:  

 To protect privacy  

 To give individuals greater control over their personal data 

 To only allow organisations who have legitimate reasons to use personal data to have 

it 

 

The Data Protection Act 2018 principles state that data must be:  

 Processed lawfully, fairly and in a transparent manner 

 Collected for specific, explicit and legitimate purposes 

 Adequate, relevant and limited to what is necessary 

 Accurate and up to date 

 Kept in an identifiable form no longer than necessary 

 Processed securely, maintaining integrity and confidentiality 

 

Transparency is a key component of this legislation. In research it is essential that 

participants are provided with adequate information about how their data will be used, shared 

and stored and also what their rights are in relation to their data.  
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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 

 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 local policy 

  

The Data Protection Act 2018 is a relatively new piece of legislation and as such there are 

myths circulating about what can and cannot be done with data in relation to GDPR. 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. 

 

 

 
 



 

 

 

47 

Briefing Sheet G: Completing Case Report Forms (CRFs) 

 

A CRF is a record of all the data and other information on each participant required by the 

research protocol.  They are study specific and relevant to individual protocols. 

  

The ICH GCP E6 R2 (2016) 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 will be closely examined in the event of an audit, monitoring and 

inspection. 

 

The CRF should collect necessary information about: 

 The participant 

 Study procedures 

 Study interventions 

 Administration of the study drug 

 The outcome of any assessments or tests 

 Details of adverse events 

 Concomitant medications 

  

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

can include: 

 Principal Investigator 

 Co-investigators 

 Research nurses, radiographers and data managers 

  

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

File, and have provided a copy of their CV and GCP certificate. CRFs should be completed 

during, or as soon as possible after the associated visit/participant 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 up to date. CRFs can be paper based or electronic.  

 

 Guidelines to paper 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. 
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 Never leave blank spaces.  If a section cannot be completed write, as appropriate: 

not known, not done etc. and annotate, if applicable, to explain why an entry is 

incomplete. 

 All entries must be legible. 

 Corrections must be made as follows: 

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

legible 

o Enter the correct data 

o Initial and date the correction 

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

 Never enter a research participant’s full name, or other directly identifiable data, on a 

CRF. 

 Certain pages of the CRF, depending on the study, must be signed off by the 

Principal Investigator to indicate that they believe that they are complete and correct. 

 

Electronic CRFs 

 These are completed on a computer or electronic device and may be a web based 

application. 

 They will be password protected, with users given specific permissions.  

 They can be highly sophisticated and can automatically detect nonsensical data, 

promoting correct data entry first time and reducing data queries.  

 They should have full audit capabilities with the ability to trace when and which user 

entered / changed data.  

  

Data queries 

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

of data that will be received by the sponsor company.  Before data can be statistically 

analysed it first has to be ‘cleaned’ i.e. checked for inconsistencies, gaps and errors. Any 

findings will be sent back to the investigating site as ‘data queries’ to be followed up and 

clarified.  Trying to retrospectively retrieve data in response to these queries can be a difficult 

and lengthy process. Therefore, accurate and thorough completion of the CRF in the first 

instance is essential. 
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Briefing Sheet H: Standard Operating Procedures (SOPs)  

 

Standard operating procedures are defined in the ICH GCP E6 (R2) (2016) guidelines as 

“detailed written instructions to achieve uniformity of the performance of a specific function”, 

and are an essential tool for quality management in clinical research. The aim of SOPs is to 

ensure that research study procedures and supporting activities are performed consistently, 

and to a high standard, thus enhancing the quality and reliability of the data produced and 

helping to ensure the safety and well-being of participants. SOPs are of particular importance 

when uniformity of a process is required, especially when a trial is being run over several 

sites and/or involves a number of research personnel. 

 

SOPs may be specific to a particular study or applied across a number of studies. They are 

relevant to all aspects of a research trial, including general study organisation, pre-study 

procedures, actual study procedures and end of study procedures. As a general rule, any 

procedure that is done as part of a research trial should have an SOP if how that procedure 

is performed matters. However, an SOP may not be required if the procedure is described in 

sufficient detail in the study protocol or other study document. In addition, routine clinical 

procedures will often be performed according to normal clinical practice and relevant local 

policies. 

 

An organisation may also have SOPs to describe general facility management and research 

support activities, such as maintenance / calibration of equipment, staff training and 

governance review and approval procedures.   

 

Development of standard operating procedures 

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

should be written by, or in collaboration with process experts (i.e. those performing the 

procedures), to ensure that they are practical and accurately reflect what actually happens.  

To achieve their purpose, SOPs should be clear and concise, as they need to be easy to 

read, understand and implement.  Once written, an appropriately qualified person should 

approve the final SOP.  
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SOPs will normally include: 

 Number, title and version 

 Effective date and scheduled review date 

 Name of author  

 Purpose 

 Scope 

 Responsibilities of personnel involved with procedure 

 When and how the procedure should be performed 

 Other related procedures, references, forms and templates 

 Approvals (usually signatures of author and approver) 

 Revision history / summary of changes. 
  

 

Review and management of standard operating procedures 

SOPs should be reviewed and updated in response to changes to the procedure or 

regulatory requirements, and at regular intervals (e.g. every 2 years) to ensure that they 

remain up to date and relevant to current practice.  Staff involved in the procedures should 

carry out the review process so that they can identify any deficiencies that may exist, and the 

updated SOP should be approved by a qualified person.  

 

Managing version control is important to ensure that all staff are working to the most up-to-

date document. It is anticipated that there will be a central SOP filing or management system 

for research staff to access as and when required. This may be a paper file or an electronic 

system, but whatever the format, the SOPs should be secure and protected from 

unauthorised amendment or deletion. Each facility will have its own local process for 

controlling and managing SOPs, including approval, dissemination, review and version 

control, and responsibility for these processes is often given to an individual or team of 

individuals, e.g. the QA Manager or equivalent. 
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Staff responsibilities 

Before commencing any trial specific procedure or support activity that is covered by an 

SOP, staff members should ensure that they have read and understood and/or have 

received appropriate training on the relevant SOP. Evidence of this, including the version of 

the SOP and the date of reading/training, should be documented, either in a central system 

or in individual training records. This applies equally to new versions of an SOP, and it is 

common for a short training period to be implemented before an update becomes effective, 

to allow staff time to read and sign off the changes before they are applied.  
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Briefing Sheet I: Archiving 

 

Essential documents are defined as “Documents which individually and collectively permit 

evaluation of the conduct of a study and the quality of the data produced” (ICH GCP E6 (R2), 

2016). These documents demonstrate the compliance of the investigator and sponsor, and 

are used to 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 archived for a sufficient period of time (according to regulatory 

requirements the sponsor and local R&D policies and procedures) to allow for audit and 

inspection by the regulatory authorities.  They should be readily available upon request. Trial 

documentation within medical records are considered essential documents and therefore 

these records must also be available during the specified retention period. 

  

Storage 

Essential documents should be maintained in a legible condition. Archiving arrangements 

should be made at the protocol development stage of the research, when costs and storage 

also needs to 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 E6 (R2), 2016). 

 

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. 
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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 local R&D 

Department, is essential as these may differ from department to department.  

 

Destruction of essential documents 

The reason for destruction of essential documents should be documented and signed by a 

person with appropriate authority.  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 J: Management of Biological Samples and 

Laboratory Safety 

 

A biological sample for research is collected from a study participant as required by the study 

protocol. These may include such samples as; blood, plasma, serum, urine, faeces, tissues 

and cells. 

 

Correct sample collection, handling and subsequent laboratory analysis has a significant 

contribution to research data, and impacts on patient safety during research trials.   Accurate 

processing will guarantee that the quality, integrity and viability of a sample remain 

unaffected at any point during the study. Different samples require different processes and 

poor or unsafe handling techniques can impact on research study results. It is therefore 

essential that research samples are acquired, processed and analysed accurately, by 

appropriately trained staff.  

  

Legislation and regulations 

There are legislation and regulations that we must follow to safely process biological samples 

in a laboratory setting.  These include: 

 Health and Safety at Work etc. Act (HSWA) (1974) 

 Management of Health and Safety at Work Regulation (1999) 

 Control of Substances Hazardous to Health (COSHH) Regulations (2002) 

 Personal Protective Equipment at Work Regulation (1992) 

 IATA Dangerous Goods Regulations (2019) 

 Local Policy, e.g. infection control, SOPs 

 

 In addition, there is research guidance and legislation: 

 Good Clinical Practice 

 Good Laboratory Practice 

 Good Clinical Laboratory Practice 

 

Risk assessment 

The legal responsibility for health and safety in the laboratory rests primarily with the 

employer. This involves assessment of the risks, development of policies, and 

implementation and monitoring of those policies.  Effective management can only be 
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achieved through involvement of staff involved and ultimately each employee has a duty to 

take care of their own health and safety and that of others who may be affected by actions at 

work. Employees must work in accordance with training, policies and guidance given by their 

employer and report any situations they believe to be unsafe. 

 

A risk assessment identifies sensible measures to control the risks. A laboratory risk 

assessment requires careful examination of what may cause harm and identifies where 

control measures are required. Sample handling and processing may expose those involved 

to a multitude of different risks, for example, risk of infection, handling of dry ice or liquid 

nitrogen, manual handling of loads, ionising radiation, fire hazards, lone working and slips, 

trips or falls. 

  

Safety in the laboratory 

The laboratory setting (or equivalent) can be considered a “high-risk” area due to the nature 

of the work and of the biological samples being handled. This may pose a health risk to staff, 

therefore it is important that staff are trained and observe precautions to protect themselves 

and others. 

 

The following preventative precautions are required: 

 It is important that staff working in a laboratory setting consider their personal safety. 

 Appropriate PPE must be worn, generally a lab coat and gloves but this will depend 

on the task being undertaken and will be outlined in the relevant Risk Assessment. 

Goggles and face masks should be worn when appropriate, for example where there 

is a risk of splashing. 

 When working in the laboratory all cuts and grazes should be adequately covered to 

prevent contamination. 

 Hand-mouth contact should also be limited, for example applying cosmetics or use of 

a mobile phone. Correct hand washing technique should be carried out, both before 

and after sample processing and after removing gloves or leaving the laboratory. 

 Hair should be tied back to prevent the risk of entrapment, for example in moving 

parts of a centrifuge.                           

 Appropriate footwear covering the entire foot should be worn to protect from injury or 

damage from hazardous substances. 
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 Ideally entry to the Laboratory should be limited and visitors should not be in the area 

unnecessarily. Safety signage should be displayed to highlight that this is a high risk 

area and that PPE should be worn when working there. 

 Staff must be familiar with relevant Risk Assessments, Standard Operating 

Procedures and local policies. 

 First Aid equipment should be available in the area and, if a possible, a member of 

the team competent in First Aid. 

  

Pre-analytics 

The pre analytical phase of sample process can be defined as “all determining 

factors/processes which influence the specimen material before it is analysed in the 

laboratory are part of pre analytics”. 

 

There are several elements which may affect blood samples. 

 Patient variables – e.g. fasting, exercise restriction, alcohol/caffeine restrictions 

 Site preparation – suitable vein, tourniquet time, appropriate cleansing 

 Sample collection – expiry of blood tube, draw order, fill tolerance, mixing 

 Sample processing – temperature of blood tube/centrifuge, time to processing 

 

It is essential that staff responsible for blood collection and sample processing follow the 

protocol and any relevant Standard Operating Procedures as this will ensure the integrity of 

the sample and safety of the participants.   

  

Centrifugation 

Centrifugation allows researchers to separate biological samples allowing for accurate 

analysis. A centrifuge is used to separate particles according to their size, shape, density, the 

viscosity of the medium and the rotor speed. The centrifuge spins around a central rotor and 

the force applied to the sample moves the cells and particles at different rates, separating the 

blood into the red and white cell pellet and the plasma or serum.  It is usually the plasma or 

serum that is analysed in research studies. 

 

While being a vital piece of equipment in the lab, if used incorrectly can cause serious injury.  

 

The following must be adhered to: 

 All buckets must be in the rotor during spin. 
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 Loads must equal the weight of the opposing bucket. 

 Opposing samples must be arranged diametrically (i.e. If you twist the centrifuge 

around 180o the layout should be the same on each side.) 

 Tubes of water can be used to make up even numbers. 

 

Setting the centrifuge correctly is imperative for the integrity of the sample. Temperature, 

time and rotor speed must all be set as per study protocol. It is important to be aware of the 

units of the rotor speed as it can be given in revolutions per minute (RPM) or relative 

centrifugal force (RCF or g-force).  RPM does not equal RCF and must not be used 

interchangeably. Incorrect centrifugation may lead to incorrect separation and contribute to 

erroneous results. 

 

Pipetting 

A pipette is a lab instrument which is used to dispense a measured volume of liquid. A 

pipette works by creating a vacuum above the liquid-holding chamber and selectively 

releasing this vacuum to draw up and dispense liquid. Usually this is used to move the 

plasma or serum from a centrifuged blood sample into an aliquot for analysis. 

 

Tracking and storage of research samples 

In order to guarantee high quality, robust data collection and integrity of samples whilst 

maintaining the confidentiality of study participants, it should be made certain that any study 

sample can be traced from its point of origin, through processing and analysis to its final 

storage place or destruction. 

 

 Accurately labelled - Correct labelling enables logging and tracking of samples from 

start to finish. Individual samples should be clearly, accurately and concisely labelled 

to allow unambiguous identification.  Confidentiality should be maintained at all times 

so that the safety and rights of any participant are not compromised. 

 Sample requisition form – A sample requisition form will accompany a blood sample 

to the laboratory for analysis.  This may be a local Laboratory Request Form if the 

sample is being analysed at the local hospital laboratory or a study specific form if the 

sample is being sent to a central laboratory. 

 Tracking - There should be an audit trail of a sample from acquisition to final 

analysis/storage or destruction. 
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 Storage - Freezer logs should be kept and updated when samples are received into 

the storage facility/laboratory. 

  

Dangerous goods regulations 

By law, any person who is involved with shipping dangerous goods by air, road, sea, rail, or 

inland waterway, must receive training for this appropriate to their role.  The IATA Dangerous 

Goods Regulations details these training requirements and the requirements for the transport 

of Dangerous Goods. They are based on the International Civil Aviation Organization (ICAO) 

Technical Instructions for the Safe Transport of Dangerous Goods by Air. There are also 

similar regulations for transport of goods safely by road, rail and sea and the differences for 

air transport. 

 

Dangerous goods are defined as those goods which meet the criteria of one or more of the 

nine UN hazard classes and, where applicable, to one of the three UN packing groups. They 

are capable of posing a risk to health, safety, property or the environment. 

Dangerous goods can be transported safely provided certain principles are strictly followed. 

Packaging is the essential component in the safe transport of dangerous goods, with 

regulation stipulating layers of packaging and required markings and labelling on the outer 

packaging.   

 

Often dry ice is required to maintain the samples in a frozen state during transport.  Dry ice is 

solid carbon dioxide, CO2, and is -78 o C. It poses hazards of: 

 Asphyxiation - In high concentrations sublimed vapour may cause asphyxiation.  10kg 

of dry ice sublimes into about 5.4 m3 of carbon dioxide gas 

 Extreme cold - Contact with dry ice can cause cold burns and frostbite 

Precautions must be taken when handling dry ice: 

 Do not handle dry ice with bare hands as it can cause severe cold burns and 

frostbite. Dry ice should always be handled with protective gloves. 

 Store in a well ventilated area until use 

 Dispose of in a well ventilated area – allow to sublime naturally 

 

Dry ice is also subject to dangerous goods regulations with regards to packaging and 

labelling.  
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This induction framework does NOT constitute Dangerous Goods Training.   

Further training should be undertaken by staff who will be packing biological 

substances for transport. Proof of this training is usually required by Sponsors. 

 

Further training materials are available from the UKCRF Network: 

 Guidance for Delivering Laboratory Skills Training to Clinical Research Staff is 

available for trainers and contains more information on the above subjects, including 

activities and workshops for learners. It also has an adaptable competency record: 

Safe Sample Processing within Research Laboratories 

 A comprehensive competency document is also available from the UKCRF: 

Laboratory Competencies for Clinical Research Staff.  
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Briefing Sheet K: Management of an Investigational Medical 

Product (IMP)  

 

Definition 

The Directive 2001/20/EC, Article 2 (d), states that an Investigational Medicinal Product 

(IMP) is: 

 

“a pharmaceutical form of an active substance or placebo being tested or used as a 

reference in a clinical trial, including products already with a marketing authorization but 

used or assembled (formulated or packaged) in a way different from the  authorised 

form, or when used for an unauthorised indication, or when used to gain further 

information about the authorised form.” 

 

In other words, it is a new drug, a new form of a drug, or an old drug being used in a new 

way, that is being tested on humans. Trials involving IMPs are designed to investigate: 

  clinical, pharmacological or pharmacodynamic effects of the IMP 

 absorption, distribution, metabolism, and excretion of IMP, with the object of 

ascertaining the safety or efficacy 

 adverse reactions of the IMP 

 

Management of an IMP 

It is necessary to understand the importance of accurate management of the IMP. 

The Principal Investigator of the study has overall responsibility for the IMP.  The storage and 

dispensing of the IMP are usually delegated to the clinical trials pharmacist and it is stored in 

the clinical trials pharmacy. Here it will be managed to the same standards as licensed 

medicines in a temperature controlled environment. Requirements for storage of the IMP are 

usually provided in the study protocol. 

 

In some studies it may be necessary to randomise the participant to a treatment before the 

IMP can be dispensed.  Each trial will have a specific method of doing this, but it is usually 

done by an automated telephone system (Interactive Voice Response System, IVRS), or 

through a web-based application (Interactive Web Response System, IWRS).  The system 

will provide details of the randomisation which may include a number that needs to be 
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documented on the prescription form. Details of how to do this should be available in the 

Investigator Site File, protocol and/or pharmacy manual.  

 

A clinical trial involving an IMP will have a study specific drug prescription form.  They differ 

for each study, but they will always have space for the participants’ full name, not just study 

number and initials, as it is important to be able to identify the participant accurately.  There 

will also be a space for the randomisation number/study number which will allow the 

pharmacy to identify which drug to dispense to the participant.  An authorised prescriber’s 

signature (on delegation log) and date needs to be on the prescription in order to dispense 

the IMP.  

 

Important considerations when preparing to administer the IMP include: 

 The route of administration of the IMP 

 Prophylaxis required  

 Rescue or emergency medications 

 Dosing schedule 

 Dose modifications 

 Known drug interactions 

 Permitted and restricted concomitant medication 

 Restrictions (i.e. dietary restrictions and contraception options for both male and 

female subjects) 

 PPE required by staff handling the IMP 

 

Information should be available in the study protocol, the investigator brochure and/or the 

summary of product characteristics for licensed drugs. 

 

On dispensing or administering the IMP, the research personnel is responsible for carrying 

out several checks: 

 Confirm participant details are correct on IMP packaging 

 Check and document expiry date and batch number/bottle or pack number 

 Count and document number of tablets/IMP units to be dispensed 

 Ensure and document that the participant understands how to take/administer IMP 

 Provide advice to the participant on possible side effects  

 Provide contact details of the research team in case of adverse events 
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Documentation of dispensing and administering the IMP needs to be in the participant’s 

notes and where applicable, on the case report form. Any packaging and unused IMP should 

be returned to the pharmacy from which it was dispensed, unless alternative storage 

arrangements have been decided locally, or appropriate disposal at site has been requested 

by the study sponsor. 

 

Additional considerations when dispensing IMP to a patient to take home 

Once the drug is ready to be collected from the clinical trials pharmacy it will usually be 

collected by research personnel and dispensed straight to the participant. It is important to 

ensure that the participant understands how to take or administer the IMP at home, and is 

aware of the possible side effects. These may need to be recorded in a diary, which should 

be given to the participant before they go home, and brought to every study visit. 

 

On returning for their next visit the participant must return any unused IMP and all empty 

packaging.  This is to verify compliance and ensure safe disposal of any unused IMP.  The 

research nurse should count and document returned drugs.  Any missed doses also need to 

be documented along with reasons why they were missed.  If this occurs regularly it is 

necessary to re-educate the participant on the correct dosing regime and attempt to offer 

solutions to any barriers to taking the IMP.  

 

Additional considerations when administering IMP to a patient in a hospital setting 

The IMP will either be collected from the clinical trials pharmacy by research personnel or 

delivered to the research department for appropriate storage before administration. An 

accountability log should be kept to document the storage and dispensing of IMP outside of 

the clinical trials pharmacy. 

 

In addition to protocol requirements, local policy and procedure should be followed when 

prescribing and administering medication to participants in a hospital setting, including the 

provision of relevant skills training for staff to administer medication and to use infusion 

devices. The IMP should be administered to participants in a suitable clinical setting with 

access to emergency equipment and support if required. The setting is usually decided when 

a study is set up, depending on the risks identified and the phase of the trial. Clinically 

trained staff may be needed to cover the duration of the study visit if additional monitoring is 

required following administration of the IMP (blood tests, vital signs, ECG etc.).  
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Documentation in the participant’s health records will include all study assessments, study 

treatments and care delivered during their time in hospital. In addition to this, a robust 

handover process should be used to ensure that all teams involved in the participant’s 

clinical care are aware of the clinical trial, IMP and can contact the research team for 

information at any time. 

 

Study blinding and emergency unblinding 

Some clinical trials require the IMP to be blinded. This means that the participant (single 

blind) or both the participant and researcher (double blind) are unaware what is being 

administered. Some participants may receive the IMP, and some a placebo or an alternative 

treatment. Although the study protocol will outline the method used to blind the treatment, it 

is important to consider how the blind will be maintained in practice with participants and 

members of the research team. It may be unavoidable for those preparing, dispensing and 

administering the IMP to know what is being given (they are unblinded) and subsequently 

they cannot be involved in the care of the participant during other parts of the trial. Some 

study assessments will require staff to be blinded to treatment, so they cannot be involved in 

preparing or administering the IMP. It is important to consider how this will work locally when 

a study is set up, before participants are recruited to the trial, so that the blind can be 

maintained. 

 

If a participant becomes unwell or has an untoward reaction it may be necessary to unblind 

the treatment so that clinical staff know what the participant has been given, and can treat 

them accordingly. The study protocol should specify the procedure for emergency unblinding, 

and there should be a local policy and procedure for this in the department/organisation. It is 

important to be aware of the procedure and who is responsible for carrying this out, 

especially out of hours. Emergency unblinding should only be used to unblind the participant 

for valid medical or safety reasons and where possible, members of the research team 

should remain blinded. 
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Briefing Sheet L: Role of the National Institute for Health Research 

(NIHR), Chief Scientist Office (Scotland), Health and Care Research 

(Wales) and Health Research Board (Ireland) 

 

The National Institute for Health Research (NIHR) is funded through the Department of 

Health to improve the health and wealth of the nation through research. The NIHR is a large, 

multi-faceted and nationally distributed organisation. Since its establishment in April 2006, 

the NIHR has transformed research in the NHS. It has increased the volume of applied 

health research for the benefit of patients and the public, driven faster translation of basic 

science discoveries into tangible benefits for patients and the economy, and developed and 

supported the people who conduct and contribute to applied health research. 

  

The Health and Social Care Act (2012) places a statutory duty to promote research, and 

powers to support it, on the Secretary of State and on all levels of the NHS including 

NHS England and Clinical Commissioning Groups. The NIHR provides a key means through 

which the Secretary of State discharges this duty.  

 

The NIHR plays a key role in the Government’s strategy for economic growth, attracting 

investment by the life-sciences industries through its world-class infrastructure for health 

research. Together, the NIHR people, programmes, centres of excellence, and systems 

represent the most integrated health research system in the world. 

  

Aims 

The NIHR provides a health research system in which the NHS supports outstanding 

individuals working in world-class facilities, conducting leading-edge research focused on the 

needs of patients and the public. It aims to: 

 Establish the NHS as an internationally recognised centre of research excellence. 

 Attract, develop and retain the best research professionals to conduct people-based 

research. 

 Commission research focused on improving health and social care. 

 Strengthen and streamline systems for research management and governance 

 Increase the opportunities for patients and the public to participate in, and benefit 

from, research. 

 Promote and protect the interests of patients and the public in health research. 
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 Drive faster translation of scientific discoveries into tangible benefits for patients. 

 Maximise the research potential of the NHS to contribute to the economic growth of 

the country through the life sciences industry. 

 Act as a sound custodian of public money for the public good. 

 Establish the NHS as an internationally recognised centre of research excellence. 

 Attract, develop and retain the best research professionals to conduct people-based 

research. 

  

The NIHR works in partnership with many sectors including the public and service users, the 

NHS, public health, other Government funders, the academic and third sectors and industry. 

  

Structure 

The NIHR manages its health research activities through four main work strands: 

 Infrastructure: providing the facilities and people for a thriving research environment. 

 Faculty: supporting the individuals carrying out and participating in research. 

 Research: commissioning and funding research. 

 Systems: promoting faster, easier clinical research through unified, streamlined and 

simple systems for managing ethical research and its outputs. 

  

The following diagram shows the NIHR health research system, with the interests of patients 

and the public at its heart. 
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 NIHR (July 2015) www.nihr.ac.uk/ 

  

Further and different aspects of the NIHR’s work are updated at least every six months and 

can be found on the NIHR website:  https://www.nihr.ac.uk/about-us/  

 

Chief Scientist Office (Scotland) 

The Chief Scientist Office (CSO) is part of the Scottish Government Health Directorates. The 

vision of the CSO is to support and increase the level of high-quality health research 

conducted in Scotland, encouraging industry funded research and fostering a research 

culture in NHS Scotland.  

 

This is for the health and financial benefits of the population so that Scotland is recognised 

globally as a ‘come to place’ for health science 

 

The CSO awards grants and fellowships to support research in Scotland, fund research units 

and supports all research in NHS Scotland through NHS Research Scotland (NRS).  The 

CSO contributes to the UK-wide research programmes managed by NIHR Evaluation, Trials 

& Studies Co-ordinating Centres (NETSCC). 

https://www.nihr.ac.uk/about-us/
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NHS Research Scotland (NRS) 

NHS Research Scotland (NRS) is a partnership involving Scottish NHS Boards and the Chief 

Scientist Office (CSO) of the Scottish Government who work to ensure that NHS Scotland 

provides the best environment to support clinical research.  This is achieved through the 

application of best practice and processes that can support efficient working, as well as 

providing the solid infrastructure that is need to support all research undertaken in the NHS 

for patient benefit.    

 

NHS Research Scotland promotes and supports excellence in clinical and translational 

research in Scotland so that patients can benefit from new and better treatments. 

 

The role of NRS: 

 Help deliver high quality studies in the NHS across a spectrum of disease and clinical 

need 

 Provide a solid infrastructure to deliver trials to time and target 

 Work across Scotland supporting all NHS boards 

 Connect NHS, industry and academia to accelerate the development of new 

treatments, devices and diagnostics to tackle complex healthcare needs 

 Help involve patients and the public in research 

 Provide advice, support and performance monitoring 

 

Health and Care Research Wales 

Health and Care Research Wales is a national organisation funded and overseen by the 

Welsh Government’s Research and Development Division. It provides an infrastructure to 

support and increase capacity in research and development, runs a range of responsive 

funding schemes and manages the NHS R&D funding allocation.  

 

Health and Care Research Wales support and develop excellent research which has a 

positive impact on the health, wellbeing and prosperity of the people in Wales, with the vision 

for Wales to be internationally recognised for excellent health and social care research that 

has a positive impact on the health, wellbeing and prosperity of the people in Wales.  

http://www.nhsresearchscotland.org.uk/research-in-scotland/facilities
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The aim of Health and Care Research Wales is to: 

 ensure public involvement and engagement is central what they do and visible in all 

elements 

 ensure the work is aligned to Welsh Government policy and has real impact 

 fully integrate the infrastructure and programmes 

 invest in areas in which Wales excels and is unique 

 increase capacity in health and social care research In Wales 

 develop ways of working that ensure excellent delivery and maximise use of 

resources 

  

Health Research Board (HRB) (Ireland) 

The Health Research Board is the lead funding agency for health research in Ireland. It 

oversees a €45 million investment in health research activity each year.  The agency is 

funded mainly by the Department of Health, and its Board members are appointed by the 

Minister for Health. 

 

HRB Vision: Healthy people through excellent research and applied knowledge 

 

HRB Mission: To improve people's health and to enhance healthcare delivery 

 

To achieve these aims, the HRB leads and supports excellent research, generates relevant 

knowledge and promotes its application in policy and practice. 

 

The research funded and the work conducted by the HRB: 

 delivers real benefits for people's health  

 transforms the way healthcare is delivered  

 provides information and evidence that informs decisions about health care 

 advances health research and data infrastructure 

 promotes excellent training in health research 

 generates economic returns through healthcare innovation and economic 

development 

 
The HRB funds a range of clinical research infrastructure in Ireland including clinical 

research facilities in Dublin, Cork and Galway as well as programme funding that enhance 

Ireland’s capacity to conduct high quality clinical research. 
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Briefing Sheet M: UK Clinical Research Facility (UKCRF) Network    

 

Clinical Research Facilities (CRFs) are supported by the UKCRF Network, which shares best 

practice, guidance and tools with CRFs to ensure delivery of clinical trials to the highest 

standard. The UKCRF Network is funded by the National Institute of Health Research (NIHR) 

and the Chief Scientist Office of Scotland. The Network continues to grow and expand its 

activities in response to the needs of the membership and requirements of the wider UK 

clinical research and experimental medicine infrastructure. 

The UKCRF Network vision is to develop, share and implement excellence in CRF 

operations to ensure the efficient and effective delivery of studies. Realisation of the UKCRF 

Network vision requires delivery of four interdependent and mutually enhancing strategic 

objectives: 

 Achieving operational excellence to deliver early translational, experimental medicine 

(EM) studies 

 Facilitating coordination and accelerated delivery of trials 

 Developing and sharing best practice for staff education, training and development 

 Delivering collaborative and coordinated public involvement, engagement and 

participation (PPI/E) 

 

The Team 

The UKCRF Network is led by its Director, Helen Pidd with day to day operational delivery by 

an Operations Team (Project Manager and Membership Coordinator). 

 

The Senior Management Team (SMT) lead the delivery of the work programme and are 

made up of CRF and stakeholder representatives. A number of SMT members are also 

Theme Leads, and are responsible for the successful delivery of the individual objectives. 

Theme Leads deliver projects with the involvement of Delivery Teams (Theme Groups) made 

up of expert practitioners in the relevant research area.  
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Annual Conference 

Every year the UKCRF Network hosts an Annual Conference giving CRF staff the 

opportunity to network with colleagues, and present and share best practice in the delivery of 

experimental medicine studies.   

 

UKCRF Network Portal 

The UKCRF Network Portal is a key tool for information exchange where members are able 

to access CRF related documents (e.g. best practice guidelines, standard operating 

procedures, job descriptions and management structures), discussion boards, links to 

research facilities and units, meeting notes, general information, news, events and many 

other features. 

 

Access to the NIHR Hub is by registration only, available by contacting the UKCRF Network 

Operations Team at ukcrf.network@nihr.ac.uk. 

 

Contact Details:  

Email: ukcrf.network@nihr.ac.uk 

Twitter: @NIHR_UKCRFN 

Website: www.ukcrfnetwork.co.uk 

mailto:ukcrf.network@nihr.ac.uk
http://www.ukcrfnetwork.co.uk/
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Briefing Sheet N: Patient & Public Involvement in Research  

 

Why involve patients and members of the public in research? 

To improve the quality, relevance and impact of health research and support the broader 

democratic principles of citizenship, accountability and transparency. 

 

Democratic principles 

It is a core democratic principle that people who are affected by research have a right to 

have a say in what and how publicly funded research is undertaken. Patient and public 

involvement is an intrinsic part of citizenship, public accountability and transparency. 

 

Providing a different perspective  

Patients and members of the public provide lived experience or knowledge of specific health 

conditions and are able to provide invaluable insights to researchers.    

 

Interests of research funders and research organisations 

Increasingly funding and approval bodies require grant/project applicants to identify their 

plans for patient and public involvement in their research. This improves transparency and 

accountability.  

 

Terms and Meanings 

Involvement 

Research which is done with or by patients and the public rather than to, for or about 

them. Examples of active partnership could include: 

 Involvement in defining the research question and setting priorities; 

 Helping to design research studies; 

 Joining a project advisory or steering group; 

 Developing patient information leaflets, consent forms, questionnaires, data collection 

tools or other research materials; 

 Undertaking interviews and surveys with research participants; 

 Collaborating with researchers to evaluate the research process. 
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Participation 

Where people are recruited to take part in a research study or clinical trial. 

 

Engagement 

Where information and knowledge about research is provided and disseminated. This may 

include: 

 Promoting research at public events such as Science Festivals and Open Days; 

 Presenting research findings at patient/public forums;  

 Promoting research through social media, TV and publications newspapers. 

 

Why involve children and young people in research? 

Children and young people have a unique perspective and it is imperative that they are 

provided with the same opportunities as adults to help shape research. In recognition of this 

the GenerationR alliance was formed. This is a growing national network of Young Person’s 

Advisory Groups (YPAG’s) based across the UK. The main remit of the YPAG’s is to support 

the design and delivery of paediatric research in the UK. Other local groups have also been 

set up to ensure the voices of children and young people are heard. 

 

https://generationr.org.uk/
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Appendix 2:  UKCRF Network Induction Framework Delivery Team 

 

Members of the UKCRF Induction Framework Delivery Team - Version 5 – June 2019 

 

Shona McDermott (Chair) 

Education & Quality Lead, Glasgow Clinical Research Facility, NHS Greater Glasgow & Clyde, Glasgow  

 

Sophie Black 

Membership Coordinator, UKCRF Network Operations Team, Manchester 

 

Zoe Boult 

Senior Nurse, Research Education & Training, Cardiff & Vale Research Delivery Team, University Hospital of 

Wales, Cardiff 

 

Jenny Green 

Clinical Research Development Nurse, NIHR Clinical Research Centre at Cambridge University Hospitals NHS 

Foundation Trust, Addenbrooke's Hospital, Cambridge Biomedical Campus, Cambridge 

 

Annabel Grinberg 

Senior Clinical Educator, NIHR Birmingham Clinical Research Facility, University Hospitals Birmingham NHS 

Foundation Trust, Birmingham 

 

Naomi Hickey 

Clinical Educator, Glasgow Clinical Research Facility, NHS Greater Glasgow & Clyde, Glasgow  

 

Beverley Kilner 

Training and Education Lead, NIHR Sheffield Clinical Research Facility, Royal Hallamshire Hospital, Sheffield  

 

Jo Merrifield 

Education Programme Manager, Edinburgh Clinical Research Facility Wellcome Trust CRF, the University of 

Edinburgh, Western General Hospital, Edinburgh  

 

Katie Rees 

Paediatric Clinical Research Educator, Evelina London Children’s Hospital Paediatric Research, Guys & St 

Thomas’ Hospital,  London 

 

Caroline McMahone 

Patient and Public involvement Lead, NIHR Clinical Research Centre at Cambridge University Hospitals NHS 

Foundation Trust, Addenbrooke's Hospital, Cambridge Biomedical Campus, Cambridge 
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Caroline Saunders 

Director of Clinical Operations, NIHR Clinical Research Centre at Cambridge University Hospitals NHS 

Foundation Trust, Addenbrooke's Hospital, Cambridge Biomedical Campus, Cambridge 

 

Paula Darroch 

Education Lead, NIHR Clinical Research Facility at Guy’s and St Thomas’s NHS Foundation Trust, London 

 

 

Members of the UKCRF Induction Framework Delivery Team - Version 4, June 2016 

 

Kornelia Hathaway (Project Lead) 

Education & Training Manager, NIHR/Wellcome Trust Clinical Research Facility, Cambridge University Hospitals 

NHS Foundation Trust, Cambridge 

 

Faye Forsyth 

Clinical Research Development Nurse, NIHR/Wellcome Trust Clinical Research Facility, Cambridge University 

Hospitals NHS Foundation Trust, Cambridge 

 

Justine Hill 

Patient & Public Involvement Lead for National Institute Health Research: Rare Diseases and the Clinical 

Research Facility, NIHR/Wellcome Trust Clinical Research Facility, Cambridge University Hospitals NHS 

Foundation Trust, Cambridge  

 

Kate Sonpal 

Public and Patient Involvement Officer, NIHR/Wellcome Trust Clinical Research Facility, University Hospital 

Southampton NHS Foundation Trust 
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Members of the UKCRF Induction Framework Delivery Team - Version 3, July 2014 

 

Shona McDermott (Chair) 

Assistant Director: Education, Glasgow Clinical Research Facility, Western Infirmary, Glasgow 

 

Naomi Hickey 

Education and Training Officer, Glasgow Clinical Research Facility, Western Infirmary, Glasgow 

 

Susan Caddy 

Education Lead, Southampton NIHR WT Clinical Research Facility, Southampton General Hospital, Southampton 

  

Kornelia Hathaway  

Education & Training Manager, NIHR/Wellcome Trust Clinical Research Facility, Cambridge University Hospitals 

NHS Foundation Trust, Cambridge 

 

Members of the UKCRF Induction Framework Delivery Team - 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 
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Members of the UKCRF Induction Framework Delivery Team - 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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