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Introduction 
 
 
 
 
 
 

This is a competency framework for all research staff and includes anyone who contributes to the 

work undertaken by site-based clinical research teams. The purpose of this competency framework 

is to define the knowledge, skills and attributes of research staff in order to enable research staff to: 

 

 Understand more clearly what is required from them 
 Document  their knowledge,  skills, attributes and experience 
 Identify learning needs and interests 
 Provide evidence of achievement to support annual appraisals and to promote fair 

and consistent assessment 
 Demonstrate adherence to Good Clinical Practice (GCP) 
 Recognise the contribution of every member of the research team 

 Identify opportunities for personal development, training and career progression 
 Can be used as evidence for nursing revalidation portfolio 
 May form the basis for progression through NHS gateways (e.g. Agenda for 

Change) 
 

 

What is competency? 
 
A competency is the task or activity which is performed to enable inferences about competence 

to be made. As an individual’s knowledge, skills and confidence in their role increase, they are 

able to demonstrate increasing independence and higher levels of performance. 
 
 

How to use this framework? 
 
 

The Framework consists of four themes within which 16 specific research competencies are 
defined. 
 
The Themes  

 

 

Theme Theme Theme Theme 
 

 

1 
 

 

Background 

to clinical 

research 

2 
 

 

Study 

set-up 

3 
 

 

Study 

conduct 

4 
 

 

Data 

Management 

An essential  level of performance will be defined for each competency, following discussion 

with the individual’s line manager  according to their NHS banding which staff are expected to 

achieve within their first three to six months of being in post (according to previous experience 

and banding). 
 



 
 
 
 

The Competencies 
 
 

Background  
to clinical  
research 

 

        Study  
set up 

 Study  
Conduct 

 Data  
management 

1A  
Guidance and 
Legislation 

 2A  
Study Feasibility 
and Set-up 
 

 3A  
Key Personnel 

 4A  
Data 
Protection 

1B  
Research in 
the NHS  
 

 2B  
Study Set-up 

 3B  
Administration 
and Supplies 

 4B  
Essential 
Documents 

1C  
Study Design  

   3C  
Consent 

 4C  
Data and CRF 
Completion 
 

    3D  
Protocol 
Specific 
 

 4D  
Data Quality 

    3E  
Managing 
Profiles 

 4E  
Safety 
Reporting 
 

      4F  
Storage and 
Archiving  

 
 
 

The Levels 

Each competency is presented with examples of the knowledge, skills and behaviours that will be 

required for competent performance, and examples of how competence may be demonstrated 

based on a detailed review of research roles and responsibilities. However, these are by no means 

exhaustive and should be used as a guide rather than a mandate. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

The Framework is intended to be sufficiently flexible to be of relevance to all research posts, 

although not all themes will be applicable to all research posts and blank Competency Forms and 

Assessment Summaries have been included in the appendix to accommodate this. 

 

The should be used alongside the Framework, and CRN South West Peninsula Induction manual 

provides background reading and links to further resources. 

 

 

Assessment 
 
In order to assess, review and record competency, this booklet provides an assessment framework 
to enable the mentee and their mentor/line manager to review and record their current level of 
performance within each competency and set targets for progression. 
 
Space is provided to record evidence of achievement alongside some, if not all of the following: 
 

 Reflective accounts and discussions 
 Testimonies  from other colleagues,  managers and peers 
 Evidence of everyday performance 
 Questioning/discussion whilst performing activities/during formal reviews 
 Formal assessment 
 Role play e.g. before discussing a trial with a patient, a mentee may wish to 

practice 
 Preparing and/or presenting PowerPoint  presentations to individuals or groups 
 Collection and recording of study data 
 Patient feedback 

 
Evidence must be: 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 



Assessment Schedule 
 
Initial Action Plan Assessment (within the first week) 
The purpose of the assessment is to identify the mentee’s initial learning and development needs. The 
mentee will be introduced to the competency record which gives an indication of the skills and 
knowledge that they are expected to achieve in their new role. 
 
Intermediate Learning and Development Assessment 1 (at 3 months) 
At this assessment, the mentee will review progress with their mentor in relation to the competency 
record. Areas of difficulty or concern will be identified and action plans agreed. 
 
Intermediate Learning and Development Assessment 2 (at 6 months) 
At this halfway point, the mentee should be working with a degree of autonomy and be actively 
involved in research. 
 
Intermediate Learning and Development Assessment 3 (at 9 months) 
By this stage in the course, the mentee should be working fairly independently. 
 
Final assessment (at 12 months) 
The mentee’s final assessment involves an evaluation of their ability to work as a competent entry level 
researcher. The mentee’s mentor will review their experience as documented in the competency record 
and the mentee will also have an assessment of the knowledge that they will have gained. 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 Mentorship in the context of this package   
 
 
 

In order to aid the development of newer and less experienced staff, the expectation is 

that each new employee will be allocated a colleague who agrees to take on this important 

and proactive role. Good mentoring depends on well planned learning opportunities and 

the pro- vision of support and coaching.  

 

The role of a mentor is to act as: 
 

 

Advisor and coach: 
 

 provide advice, guidance, and feedback 
 share their experience and expertise  as appropriate 
 act as a sounding board for ideas and action plans  

 
Champion and cheerleader: 
 

 offer encouragement and support to try new things 
 help mentees move out of their comfort zones 
 celebrate successes 
 help mentees understand when things do not go as planned 

 
Devil’s advocate and “truth-sayer”: 
 

 provide tough feedback that mentees need to hear in order to move 
forward 

 push mentees to take risks when appropriate 
 help mentees consider and weigh potential consequences of decisions  

and actions to avoid the pitfalls and any predictable surprises that may 
occur. 

 
Meanwhile, the mentees have their own responsibilities, including: 

 
 Identify initial learning goals and measures of success for the mentoring 

relationship 
 Be open to and seek feedback 
 Take an active role in their own learning and help drive the process 
 Schedule and attend mentor conversations 
 Follow through on commitments and take informed risks as they try new 

options and behaviours in support of career and development goals 
 

 
Mentors will work with their mentee both on a planned and ad hoc basis, with a specific goal 
in mind. This may be defined as 6 months, a year or longer, depending on the progression 
of the mentee. After they have reached the time limit or achieved the goal, terms can be 
renegotiated. 
 
It is recognised that experiential and ‘on the job’ training is where most learning is acquired, 
reinforced and applied to practice.  Hence the role of the mentor is extremely important in 
supporting mentees to move through these steps towards becoming competent research 
staff. 

 
 

  



 

 
Initial action plan (within first 
week): 

 

 
 

 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Action Plans 



Brief summary of progress and general comments (month 3) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Brief summary of progress and general comments (month 6) 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

 



 
Brief summary of progress and general comments (month 9)  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

 



Final summary (month 12)  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Mentor Signature Date Signature Date Signature Date Signature Date 
3 
months 

        

6  
months 

        

9  
months 

        

12  
months 

        

Background to  

Clinical Research 

Competency 1A – Guidance & Legislation  

Knowledge 

Development of research ethics and governance 

related to clinical research. 

 

Principles of: 

• Declaration of Helsinki 

• Nuremburg Code 

• Good Clinical Practice (ICH GCP) 

• UK Policy Framework for Health & Social Care 

Research (replaced Research Governance 

Framework) 

Relevant UK legislation: 

 

The Human Medicines (Amendment) Regulations 

2017 (legislation.gov.uk) 

• Human Tissue Act 2004 (legislation.gov.uk) 

• Mental Capacity Act 2005 (legislation.gov.uk) 

• Role of MHRA in the regulation of CTIMP and medical 

devices research  

• Serious Breaches ; procedures when breaches of 

protocol are identified or when fraud/misconduct is 

suspected 

 

Skills and Behaviours 

• Attends and maintains GCP training as per Trust/Network policy 

• Applies the principles of GCP to everyday tasks and practices 

• Demonstrates an interest in the background of clinical research 

and identifies the relevance of the regulatory frameworks that 

govern its conduct 

Essential Levels of Performance 

Level 1 

• Attends Introduction to 

GCP course (Certificate 

of Attendance) 

 

• Identifies how the 

principles of GCP are 

implemented using an 

everyday example 

Level 2 

• Discusses how the 

principles of GCP are 

implemented using 

everyday examples of 

their working practices 

 

• Recognises their own 

limitations and 

attends/completes 

relevant training 

Level 3 

• Demonstrates a 

comprehensive 

understanding of the 

regulatory and legal 

frameworks related to 

the planning, delivery 

and closure of clinical 

research studies 

 

• Recognises their own 

limitations and 

attends/completes 

relevant training and is 

supportive in the 

training of others 

Level 4 

• Demonstrates 

leadership by:  

o Providing 

comprehensive 

advice and 

guidance 

 

o Ensuring 

processes, policies 

and standard 

operating 

procedures are in 

place to support 

compliance with 

regulatory 

requirements 

https://drive.google.com/file/d/0B-9tVEC1vOAib09fZkpWRUxsQ0k/view?usp=sharing&resourcekey=0-YaoR8niBeCcshdpY_XMZEg
https://history.nih.gov/display/history/Publications
https://ichgcp.net/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.legislation.gov.uk/uksi/2017/715/contents/made
https://www.legislation.gov.uk/uksi/2017/715/contents/made
https://www.legislation.gov.uk/ukpga/2004/30/contents
https://www.legislation.gov.uk/ukpga/2005/9/contents
https://www.gov.uk/guidance/clinical-trials-for-medicines-apply-for-authorisation-in-the-uk
https://www.ct-toolkit.ac.uk/routemap/gcp-and-serious-breach-reporting/
https://www.nihr.ac.uk/health-and-care-professionals/learning-and-support/good-clinical-practice.htm


 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Mentor Signature Date Signature Date Signature Date Signature Date 
3 
months 

        

6  
months 

        

9  
months 

        

12  
months 

        

Background to  

Clinical Research 

Competency 1B – Research in the NHS  

Knowledge 

Political and strategic developments in clinical research: 

• NIHR & Dept of Health (NHS) Strategy 

• Role of NIHR Clinical Research Networks 

• CRN South West Peninsula 

• Divisional structure 

 

Research in the local NHS trust(s), NIHR Portfolio and 

non-NIHR portfolio research 

Skills and Behaviours 

• Aware of studies taking place in their own Team/Department/Network 

• Aware of the Clinical Research Network in which they work and the 

Network’s role in supporting research in their Trust/Organisation 

• Understands the relevance of historical development of clinical research to 

current research and policy 

Essential Levels of Performance 

Level 1 

• Aware that research is 

important to improve 

patient care 

 

• Aware that research is 

embedded in the NHS 

 

• Attends Introduction to 

GCP course (Certificate 

of Attendance) 

 

• Identifies how the 

principles of GCP are 

implemented using an 

everyday example 

Level 2 

• Demonstrates 

awareness of studies 

in their own team/ 

department & wider 

specialty area/network 

 

• Discusses their 

individual contribution 

to delivering research 

in the NHS 

Level 3 

• Aware of the Clinical 

Research Network in 

which they work and 

can explain the 

Network’s role in 

supporting research in 

their 

Trust/Organisation 

 

• Demonstrates an 

understanding of the 

historical and political 

context in which 

clinical research is 

being undertaken 

Level 4 

Demonstrates leadership by: 

• Providing comprehensive 

information to support 

understanding of the 

political content and 

strategic developments 

which influence research 

in the NHS 

• Championing the role of 

clinical research in the 

development of health 

and social care 

• supporting and 

influencing the 

embedding of clinical 

research in local NHS 

infrastructure/practice 

https://www.nihr.ac.uk/
https://www.nihr.ac.uk/explore-nihr/support/clinical-research-network.htm
https://local.nihr.ac.uk/lcrn/south-west-peninsula/
https://www.nihr.ac.uk/researchers/collaborations-services-and-support-for-your-research/run-your-study/crn-portfolio.htm
https://www.nihr.ac.uk/health-and-care-professionals/learning-and-support/good-clinical-practice.htm
https://www.nihr.ac.uk/health-and-care-professionals/learning-and-support/good-clinical-practice.htm


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Mentor Signature Date Signature Date Signature Date Signature Date 
3 
months 

        

6  
months 

        

9  
months 

        

12  
months 

        

Background to  

Clinical Research 

Competency 1C – Study Design 

Knowledge 

• Clinical research process 

Common acronyms used in clinical research 

• Phases of clinical research 

Preclinical, Phase I, II, III, IV 

• Research study design including: 

protocol design and development 

sample size 

inclusion and exclusion criteria 

randomisation, blinding and unblinding 

 

• CTIMP studies; pharmaceutical industry 

sponsored clinical trials drug discovery process  

and licensing of medicines in the UK and beyond 

• Multi-centre studies 

• Qualitative and quantitative research 

• Role & relevance of  patient & public 

involvement in all stages of the research process  

Skills and Behaviours 

• Identifies the research design and methodology used for 

trials/studies within the research team 

• Seeks opportunities to understand the relevance of the design 

methodology to their role and the wider research team 

Essential Levels of Performance 

Level 1 

• Explains the study that 

they support 

 

• Identifies the type and 

phase of a study which 

they support (e.g. 

CTIMP/non-

CTIMP/Phase I/II/III etc) 

and can explain how they 

know this and why it is 

relevant to know 

Level 2 

Discusses the design of a 

study that they support 

(e.g.‘double-blind’, 

‘randomised’, ‘placebo 

controlled’) and can 

explain what these terms 

mean 

Level 3 

Discusses different 

research designs and 

methodologies, explaining 

their relevance/implications 

for members of the 

research team 

 

 

Level 4 

• Has a comprehensive 

understanding of the 

research designs and 

methodologies used in 

clinical research 

• Demonstrates leadership 

by: 

Providing comprehensive 

advice & guidance for 

staff, researchers, 

patients & participants 

 

Contributing to protocol 

design & review 

https://www.nihr.ac.uk/glossary/
https://www.nihr.ac.uk/documents/learning-and-support-for-patient-and-public-involvement/12249#Summary
https://www.nihr.ac.uk/documents/learning-and-support-for-patient-and-public-involvement/12249#Summary


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Mentor Signature Date Signature Date Signature Date Signature Date 
3 
months 

        

6  
months 

        

9  
months 

        

12  
months 

        

Study Set Up 

Competency 2A – Study Feasibility & Set Up 

Knowledge 

Skills and Behaviours 

Essential Levels of Performance 

Level 2 

• Assists in the 

organisation of trial 

documentation for 

study set-up 

• Advises 

on/establishes trial 

Site Files  compliant 

with research 

governance and GCP 

requirements 

• Participates in 

feasibility 

assessments/meeting

s 

• Identifies research 

Level 3 

• Utilises patient 

pathway planning to 

assess study 

feasibility and identify 

study specific 

processes for 

recruitment/plan study 

schedule 

• Identifies relevant 

training for members 

of the research team 

in relation to the 

requirements of a new 

study protocol 

• Identifies and 

quantifies unmet NHS 

support costs 

Level 4 

• Undertakes risk and 

feasibility assessments 

• Demonstrate leadership 

by: 

Acting as a knowledge 

resource for staff & 

researchers involved in 

assessing feasibility & 

setting-up new studies 

Contributing to the 

supervision and 

educational needs of staff 

involved in site set-up 

Liaising with sponsor 

representatives and 

responding to feedback 

regarding feasibility and/ 

or set-up 

• Feasibility process 

• Costing and funding research 

• Site preparation including site initiation visits 

• Processes for participant recruitment 

 Pathway planning 

 Risk assessment and feasibility 

 Indemnity, financial and contractual agreements 

• Recognises the importance of planning prior to a study opening 

• Identifies opportunities to observe and later contribute to feasibility 

assessments 

• Identifies patients for pre-screening/database searches 

• Attends MDT and/or clinical meetings and/or meetings with 

PIs/research staff- Liaises with 

• R&D/R&I department/support services to arrange set-up meetings 

(e.g. initiation visits) 

Level 1 

• Obtains documents for 

study set-up 

• Assists in the 

organisation and attends 

site initiation visits or 

meets with PIs/research 

staff to discuss study set-

up 

• Assists in the set-up of 

Site Files compliant with 

research governance and 

GCP requirements 

 

• Observes feasibility 

https://rise.articulate.com/share/lRcSPiH-uD7Dz2GEGQ4qXSk-4Jk89Cj2#/
https://rise.articulate.com/share/lRcSPiH-uD7Dz2GEGQ4qXSk-4Jk89Cj2#/


 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Mentor Signature Date Signature Date Signature Date Signature Date 
3 
months 

        

6  
months 

        

9  
months 

        

12  
months 

        

Knowledge 

• Role and responsibilities  of Health Research 

Authority (HRA) including Research Ethics Service 

(RES) and  Research Ethics Committees (RECs) 

• Role and responsibilities  of R&D/R&I departments in 

assessing, arranging and confirming capacity and 

capability to deliver research projects 

• NIHR CRN Study Support Service specific elements 

relating to study set-up 

• Process of applying for an assessment of 
governance and legal compliance and independent 

ethical opinion (e.g. HRA, REC, , MHRA/ 
Confidentiality Advisory Group / Her Majesty's 
Prison & Probation Service) 

 Key documentation required for HRA Approval  

 National policies and procedures related to HRA 

approval including the assessment criteria and 

standards for UK study wide governance 

 Regulatory requirements for protocol 

amendments (substantial and non-substantial) 

termination and/or closure of a trial 

 Regulatory reporting procedures when breaches 

of protocol are identified or when 

fraud/misconduct is suspected 

Skills and Behaviours 

• Recognises the need to ensure that HRA approval , which may include appropriate and proportionate 

ethical opinion, is obtained before any research activities are undertaken in the NHS 

• Understands/utilises systems to apply for HRA approval / REC favourable opinion and other regulatory 

approvals (e.g. IRAS ) 

• Assists with the acquisition/distribution/tracking of relevant trial documentation required for study set-up 

• Recognises the importance of clear, complete and accurate applications to the HRA  and is able to advise 

on this 

Essential Levels of Performance 

Level 1 

• Identifies the regulatory 

approvals that have been 

obtained/or need to be 

obtained for studies 

which they currently 

support 

Level 2 

• Explains the process 

for gaining approval to 

conduct clinical 

research 

 

• Identifies the specific 

regulatory approvals 

required for a new 

study and explains the 

processes by which 

these are obtained 

Level 3 

• Demonstrates familiarity 

with regulatory 

requirements of CTIMP 

and non-CTIMP studies 

and the processes by 

which these approvals 

are obtained 

• Advises on/actively 

contributes to the 

preparation of 

applications for HRA 

approval 

• Discusses the role and 

remit of the HRA in 

England 

Level 4 

• Demonstrates leadership 

by: 

o as a knowledgeable 

resource for staff and 

researchers making 

applications for 

regulatory approvals 

o contributing to the 

supervision and 

educational needs of 

staff involved in the 

preparation of 

regulatory applications 

Study Set Up 

Competency 2B – Study Set Up 

https://www.hra.nhs.uk/
https://www.hra.nhs.uk/
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-ethics-service/
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-ethics-service/
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/flagged-research-ethics-committees/
https://www.nihr.ac.uk/explore-nihr/support/study-support-service.htm
https://www.hra.nhs.uk/
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-ethics-committees-overview/
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/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/prepare-study-documentation/
https://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/hra-approval/
https://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/hra-approval/
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-ethics-committees-overview/
https://www.myresearchproject.org.uk/
https://www.hra.nhs.uk/
https://www.hra.nhs.uk/about-us/what-we-do/
https://www.hra.nhs.uk/about-us/what-we-do/
https://www.hra.nhs.uk/about-us/what-we-do/


 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Mentor Signature Date Signature Date Signature Date Signature Date 
3 
months 

        

6  
months 

        

9  
months 

        

12  
months 

        

Knowledge 

• Roles and responsibilities of Sponsor and Chief Investigator (CI) 

• Site staff & their responsibilities including Principal Investigator PI) , research delivery staff 

& research participants 

• Delegation of duties and documentation of this process 

• The role and remit of sponsor delegates: Contract Research Organisations (CRO);  Clinical 

Trials Unit (CTU) 

• Trial Management, Trial Steering Groups, Data Monitoring and Safety Committees 

Skills and Behaviours 

• Contributes  to the delivery of clinical research protocols as a member of the research 

team 

• Identifies and consistently works within the scope of their own role and delegates 

duties 

• Aware of the limitations  of their own role and seeks help and support appropriately 

• Maintains up-to-date delegation of duties log, records CVs and training 

• Establishes and maintains effective working relationships with relevant individuals and 

organisations 

• Actively contributes to research team meetings 

Essential Levels of Performance 

Level 1 

• Completes the 

delegation log for a 

new trial and 

demonstrates 

understanding of 

delegated duties 

• Consistently seeks help 

and support from 

members of the research 

team 

• Can identify key 

personnel within  the 

clinical research team 

• Attends relevant training 

in relation to the 

requirements of the study 

protocol 

Level 2 

• Able to differentiate 

between the roles and 

delegated duties of key 

personnel within the 

clinical research team 

• Articulates their own 

responsibilities and 

recognises the 

boundaries of their own 

role and when to refer to 

others 

• Consistently works within 

the scope of their own 

role and delegated 

duties; seeks help from 

appropriate  members of 

the team 

• Identifies relevant 

training in relation to the 

requirements of the 

study protocol 

Level 3 

• Consistently works 

within the scope of 

their own role and 

delegated duties 

• Promotes team 

working 

• Demonstrates a 

comprehensive 

understanding of the 

roles and 

responsibilities of key 

personnel within the 

clinical research 

environment 

• Establishes and 

maintains effective 

working relations with 

relevant individuals 

and organisations 

Level 4 

• Ensures comprehensive 

induction is provided  for all 

new staff 

• Demonstrates leadership 

by: 

o contributing to the 

development and 

training of colleagues 

o efficient and effective 

networking  

o proactively monitoring 

and dealing with issues 

appropriately 

Study Set Up 

Competency 3A – Key Personnel 

https://www.hra.nhs.uk/planning-and-improving-research/research-planning/roles-and-responsibilities/
https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/mhra-hra-position-can-act-chief-investigator.pdf
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/roles-and-responsibilities/
https://www.nihr.ac.uk/documents/how-does-nihr-clinical-trials-unit-support-funding-work/20133
https://www.nihr.ac.uk/documents/how-does-nihr-clinical-trials-unit-support-funding-work/20133
https://www.nihr.ac.uk/documents/delegation-of-duties-log/11539
https://www.nihr.ac.uk/documents/delegation-of-duties-log/11539


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

Mentor Signature Date Signature Date Signature Date Signature Date 
3 
months 

        

6  
months 

        

9  
months 

        

12  
months 

        

Knowledge 

• Ordering and maintaining study supplies (e.g. case report forms (CRFs), 

questionnaires, sample kits) 

• Administrative skills: managing telephone enquiries/photocopying/scanning/filing 

• Acquisition and return of clinical records (e.g. Medical records) 

• In-house documentation systems 

• Sponsor documentation systems 

Skills and Behaviours 

• Maintains sufficient stocks of documentation and equipment 

• Manages telephone enquiries including timely and appropriate referral and documentation 

• Demonstrates proficiency with ICT applications: NIHR Google Hub , EDGE , Microsoft Office, relevant 

internal systems 

• Maintains effective  communication using a variety of media including telephone, email, face to face 

meetings etc. 

• Actively manages day to day queries - liaising with team members and documents these appropriately 

Essential Levels of Performance 

Level 1 

• Consistently seeks 

appropriate 

support/referral to 

manage telephone 

enquiries   

• Completes administrative  

tasks efficiently 

• Organises research 

documentation in clinical 

records  

• Completes accurate 

documentation                      

associated with research        

study supplies                          

Level 2 

• Establishes and/or 

maintains in-house 

and sponsor 

documentation 

systems 

• Orders supplies and 

ensures they are 

available when 

required 

• Ensures clear and 

accurate 

documentation is 

maintained on the 

arrival, use and 

disposal of research 

study supplies 

  

Level 3 

• Contributes to the 

effective and efficient 

use of resources 

• Proactively manages 

study supplies and 

ensures that 

necessary staff and 

facilities are available 

(e.g. clinic room) for 

the effective conduct 

of the study 

• Consistently manages 

day to day queries and 

liaise appropriately to 

ensure their effective 

resolution 

Level 4 

• Demonstrates leadership 

by: 

o managing a research 

team with attention to 

skill mix 

o awareness  of the 

financial constraints of 

the funding available for 

a clinical research study 

Study Set Up 

Competency 3B – Administration& Supplies 

https://hub.nihr.ac.uk/
https://www.edge.nhs.uk/Account/Index?ReturnUrl=%2f


 
  

Study Set Up 

Competency 3C – Consent 

Knowledge 

• Principles of informed consent for participation in research - legal and governance 

requirements 

• Information and key components of patient information sheets (PIS) and consent forms 

• Preparation of PIS and informed  consent forms for local use (version control, Trust 

'headed paper' etc) 

• Study specific documentation  -what signatures are required; copies - how many and to 

whom; documenting the process of informed consent 

• Storage of the signed informed consent form 

• Team roles and responsibilities in gaining and maintaining informed consent 

• The need to reaffirm willingness to continue throughout the study 

 

Skills and Behaviours 

• Recognises the need to ensure that informed consent has been obtained and maintained; 

proactively seeks information to support this before undertaking study-related activities 

• Prepares/tracks patient information sheets (PIS) and informed  consent forms with 

attention to version control 

• Assures patient safety by recognising and raising any concerns with the informed consent 

process 

• Understands and administers capacity assessments as appropriate (formal and informal) 

• Attends and maintains valid informed  consent training as per Trust/Network policy 

 

Essential Levels of Performance 

Level 1 

• Acknowledges the need 

for consent in clinical 

research 

• Identifies evidence of the 

consent process in 

source data 

Level 2 

• Provides a brief overview 

of the consent process 

for a specified study and 

can explain who can be 

involved and how 

informed consent is 

documented 

• Can describe their role in 

the process of obtaining 

informed consent 

• Proactively seeks 

documentation to confirm 

informed consent has 

been provided by the 

participant 

• Identifies errors/ 

concerns in documents 

Level 3 

• Clearly articulates their 

role and the roles of other 

team members in the 

informed consent process; 

fulfils but does not exceed 

their delegated duties 

• Reports any concerns with 

informed consent 

processes in a timely & 

appropriate manner; can 

cite examples from 

practice 

• Can identify immediate 

action which may need to 

be taken 

• Applies  capacity 

assessment process on 

each study contact 

Level 4 

• Demonstrates 

leadership by: 

o acting as a 

knowledgeable 

resource and 

role model for 

staff and 

researchers 

regarding the 

contribution of 

research delivery 

staff to the 

informed consent 

process 

o being recognised 

as a staff support 

for valid informed 
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Study Set Up 

Competency 3D – Protocol Specific 

Knowledge 

• Protocol - main sections; extracting information 

• Protocol - study specific requirements including eligibility criteria and schedule of events 

• Randomisation process 

• Awareness of patient pathway planning 

• Screening and eligibility 

• Safe handling of samples, including storage as per protocol (Human Tissue Act ) 

• Ordering couriers, packaging and shipment of samples {handling of dry ice if applicable) 

as per protocol 

• Processes for participant recruitment- screening, randomisation and patient pathway 

• Equipment and supplies including investigational medicinal product 

Skills and Behaviours 

 Understands the rationale behind adherence to 

ethically approved study protocols 

 Verifies inclusion/exclusion criteria of subjects 

recruited into trials and ensures that all relevant 

baseline data has been recorded 

 Randomises / registers patients to trials according to 

the protocol requirements 

 Assists in ensuring protocol required tests/procedures 

are done according to the protocol schedule 

Essential Levels of Performance 

Level 1 

• Explains what the study 

they are working on is 

about 

• Demonstrates an 

awareness of the 

eligibility criteria of a 

protocol(s) 

• Lists content sections of 

chosen protocol(s) 

Level 2 

• Demonstrates effective 

use of protocols by 

referring to appropriate 

sections as required 

• Aware of how to raise 

concerns and report 

instances of suspected 

protocol deviation 

• Plans and implements a 

recruitment strategy to 

ensure recruitment 

adheres to time and 

target 

Level 3 

• Consistently adheres to 

the study protocol 

• Plans patient pathway for 

trial identifying service 

and resource challenges 

• Contributes to the 

development of policies 

and standard operating 

procedures (SOPs) to 

support adherence to 

protocols 

• Identifies and actions 

protocol deviation or 

violation 

Level 4 

• Demonstrates 

leadership by: 

o providing 

comprehensive 

guidance and 

contributing to the 

training and 

development of 

colleagues 

o effective 

networking across 

clinical 

departments 

o corrective action 

planning for any 

deviations or 

violation 
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 Liaises with support services to book 

tests/procedures 

 Plans study visits/follow-up schedules 

 Identifies  protocol schedule of events 

 Develops checklists/workbooks/flowcharts 

 Arranges couriering of samples 

https://www.legislation.gov.uk/ukpga/2004/30/contents


 
 
 

  

Study Set Up 

Competency 3E – Managing Profiles  

Knowledge 

 Prioritising work 

 Planning workload 

 Time management 

 

Skills and Behaviours 

 Identifies workload priorities 

 Plans workload 

 Identifies and alerts team members to expected delays or competing priorities 

 Identifies skills required to complete a task successfully 

 Undertakes appropriate delegation of study responsibilities 

Essential Levels of Performance 

Level 1 

• Undertakes identified 

tasks/activities within 

predefined time frames 

(requires assistance to 

define priorities  and 

time frame) 

Level 2 

• Plans work and identifies  

priorities 

• Seeks support and 

assistance appropriately  

to meet deadlines 

• Anticipates workload 

(e.g. monthly/recurring 

tasks) 

• Aware of need to 

have a recruitment 

strategy 

Level 3 

• Responds flexibly to 

changes in 

workload/priorities 

• Recognises changing 

demands and is able to 

respond efficiently 

• Delegates appropriately 

• Aware  of need to have a 

recruitment strategy and 

why this should be 

amended 

Level 4 

• Demonstrates leadership 

by: 

o -providing 

comprehensive 

advice and guidance 

o delegating tasks 

appropriately and 

providing constructive 

feedback 

o proactively working 

with the research 

team; taking action 

when the recruitment 

strategy is not 

effective 
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 Reviewing and reassessing priorities  and workload 

 Implications of tasks on study timelines and 

workload 
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Data Management  

Competency 4A – Data Protection  

Knowledge 

 Local and national policies and procedures 

relating to data collection, storing and secure 

transfer including: 

Data Protection Act 

Confidentiality NHS Code of Practice 

 Caldicott report and local Caldicott Guardian  

Freedom of Information  

Human Rights Act Information Governance 

GDPR  

 

 Skills and Behaviours 

 Respects participant confidentiality 

 Ensures participant confidentiality is maintained 

 Takes responsibility  for the safe and secure storage of data 

 Raises concerns about poor data storage 

Essential Levels of Performance 

Level 1 

• Understands and 

explains own role in 

maintaining 

confidentiality and 

protecting data 

• Contributes to the safe 

and secure storage of 

data by returning 

documents to their 

storage location after use 

• Aware of risks of sharing 

data as per protocol 

Level 2 

• Identifies and describes 

measures taken to 

maintain confidentiality of 

data 

Level 3 

• Consistently adheres to 

requirements to protect 

confidentiality and data 

• Raises concerns 

when processes to ensure 

confidentiality are not 

adhered to 

Level 4 

• Demonstrates 

leadership by: 

o ensuring 

processes and 

procedures for 

maintaining 

participant 

confidentiality 

are developed 

and adhered to 

by all members 

of the research 

team 

o providing expert 

advice on 

different methods 

for transferring 

 Maintaining confidentiality for patients in 

clinical trials 

 Actions required when data protection 

processes are not adhered to 

https://www.legislation.gov.uk/ukpga/1998/29/contents
https://www.gov.uk/government/publications/confidentiality-nhs-code-of-practice
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1769982/
https://www.legislation.gov.uk/ukpga/2000/36/contents
https://www.legislation.gov.uk/ukpga/1998/42/contents
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Data Management  

Competency 4B – Essential Documents  

Knowledge 

 Title,purpose and storage location of essential documents including: 

Source documents 

Protocol 

Case Report Forms (CRFs) 

Investigator Brochure  

Regulatory approvals 

Patient information literature 

Screening logs 

Participant ID logs 

Contracts 

Reports and Communication 

 

 Version control and document tracking 

 

Skills and Behaviours 

 Establishes trial Site Files that are compliant with  research governance and 

GCP requirements 

 Maintains and updates essential documents in the site file 

 Recognises the importance of accurate and comprehensive documentation 

and source data verification 

Essential Levels of Performance 

Level 1 

• Identifies and discusses 

the purpose of key 

research documents 

(Site Files )CRFs, 

investigator brochure, 

source data) 

• Assists in creating and 

maintaining research files 

according to local 

standard operating 

procedures (SOPs) 

• Raises concerns if 

incomplete, inaccurate or 

misleading 

documentation is 

identified  

Level 2 

• Describes the purpose of 

and provides examples of 

essential documents 

• Raises concerns if 

incomplete, inaccurate or 

misleading 

documentation is 

identified  

• Demonstrates the use of 

correct versions of 

documentation and 

implements document 

tracking according to the 

local SOPs 

Level 3 

• Creates and maintains 

research files according to 

local SOPs 

• Responds to concerns if 

inaccurate or incomplete 

documentation is 

identified  

 

Level 4 

• Demonstrates leadership 

by: 

o Acting as a 

knowledgeable 

resource for staff 

o Meeting the 

supervision and 

educational needs 

research staff 

utilising essential 

documents  

o Ensuring processes, 

policies and SOPs 

are developed and 

reviewed to support 

compliance with 

regulatory 

requirements  

https://rise.articulate.com/share/lRcSPiH-uD7Dz2GEGQ4qXSk-4Jk89Cj2#/
https://rise.articulate.com/share/lRcSPiH-uD7Dz2GEGQ4qXSk-4Jk89Cj2#/
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Data Management  

Competency 4C – Data & CRF Completion  

Knowledge 

 Data media (paper based/web-based/audio/images etc.) 

 Accurate completion  of CRFs (paper and electronic) 

 Source document verification 

 IT systems: Network, Trust and Sponsor specific applications including Microsoft  

Office, NIHR Hub , EDGE and study exclusive databases 

 Importance of submission of recruitment figures to relevant bodies including NIHR 

recruitment data 

 

Skills and Behaviours 

 Transcribes/exports data from medical records to CRF (paper and electronic) 

 Liaises with trial coordinators, research nurses and clinicians to ensure accurate 

and complete data collection 

 Identifies and resolves missing data and/or discrepancies in data 

 Demonstrates proficiency in essential IT skills: store, save and manage 

electronic files & use Trust/Network based IT systems (e.g. patient records; 

EDGE) as well as sponsor specific applications (e.g. CRFs) 

 Recognises the importance of accurate and comprehensive documentation and 

source data verification 

 Shows attention to detail and accurate data recording 

Essential Levels of Performance 

Level 1 

• Evidence of accurate 

data entry 

Level 2 

• Evidence of accurate and 

complete data entry 

• Raises concerns and 

seeks to address 

incomplete, inaccurate or 

misleading data entry 

• Contributes to the 

collection and reporting of 

local recruitment data 

Level 3 

• Undertakes and manages 

the accurate and 

complete collection of 

data, and insertion of data 

into case report forms or 

other research storage 

formats 

• Responds to concerns if 

inaccurate or incomplete 

data entry is identified 

• Manages the collection 

and reporting of local 

recruitment data 

• Responds to concerns if 

inaccurate or incomplete 

documentation is 

identified  

 

Level 4 

Demonstrates leadership by: 

o Undertaking, supervising 

& managing the 

accurate & complete 

collection & transcription 

of data 

o disseminating 

recruitment data 

o strategic planning to 

promote effective 

recruitment in line with 

time and target 

o ensuring that local 

policies and SOPs are 

followed by all 

o members of the 

research team 

o contributing to the 

https://hub.nihr.ac.uk/
https://www.edge.nhs.uk/Account/Index?ReturnUrl=%2f
https://www.nihr.ac.uk/researchers/collaborations-services-and-support-for-your-research/run-your-study/performance-monitoring.htm
https://www.edge.nhs.uk/Account/Index?ReturnUrl=%2f


 

 

  

Data Management  

Competency 4D – Data Quality  

Knowledge 

 Monitoring visits and the role of monitor 

 Audit and inspections 

 Local processes for auditing and monitoring 

study data 

Skills and Behaviours 

 Acknowledges the purpose of monitoring visits and responds to 

recommendations  appropriately 

 Organises and prepares visits by trial monitors {as per protocol) 

 Liaises with Clinical Trials Units/Coordinating Centres regarding data queries 

 Checks and resolves data queries 

 Conducts quality assurance of documentation and/or audit as necessary 

 Recognises the importance of accurate and comprehensive documentation and 

source data verification 

Essential Levels of Performance 

Level 1 

• Prepares documents and 

facilities for monitoring 

visits 

• Contributes to the 

resolution of data queries 

Level 2 

• Identifies errors and 

inconsistencies between 

case report forms {CRFs) 

and source data and 

seeks to resolve these 

• Prepares documents and 

facilities for monitoring 

visits and works with the 

study monitor during visit 

• Responds to data queries 

in a timely manner and 

seeks to resolve them 

• Responds to 

audit/monitoring 

recommendations 

Level 3 

• Proactively manages 

errors/inconsistencies 

between CRFs and 

source data to avoid data 

queries 

• Responds to data queries 

in a timely manner and 

seeks to identify 

patterns/trends in missing 

data to prevent recurrence 

• Participates in the auditing 

and monitoring of 

research studies 

Level 4 

Demonstrates leadership by: 

o Contributes  to the 

auditing & monitoring of 

research studies & 

proposes 

recommendations 

o Undertaking, supervising 

& managing the 

accurate and complete 

collection/ transcription 

of data 

o Contributing to the 

development of & 

ensuring local policies 

and standard operating 

procedures{SOPs) are 

followed by all members 

of research team 

o Proactively monitors the 

frequency and nature of 
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 Data queries 

 Protocol deviation/violation 



 
  

Data Management  

Competency 4E – Safety Reporting 

Knowledge 

 Definition of AE/SAE/SUSAR; timelines for reporting to 

sponsor and host 

 Preparation of safety reports 

 Medical terminology and common acronyms 

Skills and Behaviours 

 Recognises the importance of safety reporting in clinical research 

 Prepares adverse event forms in liaison with clinical staff and recognises 

the importance of ensuring the process continues through to completion 

 Works with the research team to ensure safety reporting timelines are 

adhered to 

 Demonstrates effective  communication with wider clinical teams 

Essential Levels of Performance 

Level 1 

• Is able to discuss the link 

between adverse event 

reporting and patient 

safety 

• Defines the term AEs, 

SAEs, and SUSARs and 

provides an example of 

each 

 

Level 2 

• Describes the  difference 

between AEs, SAEs, and 

SUSARs citing examples 

from practice 

• Consistently takes 

appropriate action (within 

scope of delegated 

duties) when an adverse 

event occurs or is 

discovered, including 

timely and appropriate 

referral 

• Assists in the preparation 

of adverse event reports 

Level 3 

• Identifies and consistently 

takes appropriate actions 

(within scope of delegated 

duties) when an adverse 

event occurs 

• Prepares initial and follow-

up adverse event reports 

in liaison with clinical staff 

• Discusses the principle of 

un-blinding and explains 

local/study specific 

processes 

Level 4 

• Demonstrates a 

comprehensive 

understanding of safety 

reporting requirements in 

clinical trials  

• Demonstrates leadership by: 

o Providing 

comprehensive advice 

and timely guidance 

o Contributing to the 

supervision and 

educational needs of 

research staff involved 

in safety reporting 
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https://www.nihr.ac.uk/glossary
https://www.ct-toolkit.ac.uk/routemap/safety-reporting/


 
  

Data Management  

Competency 4F – Storing & Archiving 

Knowledge 

 Filing systems 

 Site Master File / Essential Documents 

 Storage of trial Site File, Case Report Forms {CRFs) and Investigator 

Brochure 

 Storage of completed informed consent forms 

 Archiving of data following study closure 

 Local Trust and Trial Archiving standard operating procedures {SOPs) 

 Agreed contracts  and costs of archiving 

Skills and Behaviours 

 Ensures secure filing and storage of study documentation in 

accordance with research governance requirements 

 Recognises the importance of maintaining secure storage and retention 

of data 

Essential Levels of Performance 

Level 1 

• Maintains in-house filing 

systems 

• Returns files/data  to 

original storage location 

after use 

Level 2 

• Contributes to study 

closure and preparation 

of documents for 

archiving 

Level 3 

• Plans for the secure 

storage of data at the end 

of study 

• Participates in archiving of 

studies liaising with the 

sponsor and R&D 

Level 4 

• Demonstrates leadership by: 

o Providing 

comprehensive advice 

and guidance 

o Ensuring processes and 

SOPs are in place and 

adhered to 

o Is fully conversant with 

how to recall archived 

data 
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Templates 

& Evidence Forms 



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Theme 1 

Background to clinical research 

Knowledge 

Skills and Behaviours 

Essential Levels of Performance 

Level 1 

 

Level 2 

 

Level 3 

 

 

Level 4 
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Theme 2 

Study Set-up 

Knowledge 

Skills and Behaviours 

Essential Levels of Performance 

Level 1 

 

Level 2 

 

Level 3 

 

 

Level 4 
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Theme 3 

Study Conduct 

Knowledge 

Skills and Behaviours 

Essential Levels of Performance 

Level 1 

 

Level 2 

 

Level 3 

 

 

Level 4 
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Theme 4 

Data Management 

Knowledge 

Skills and Behaviours 

Essential Levels of Performance 

Level 1 

 

Level 2 

 

Level 3 

 

 

Level 4 
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Witness feedback/Testimony 

Links to competencies 

Evidence to support learning 

Evidence  

Witness Statement/Testimony 

 

 

 

Mentee Name 

Location  

Witness Name 

 

Witness 

Mentee 

 

Signature    Date 

 

 

In signing, I confirm that this is a true record of the performance of the above mentee. 

 

 

 



 

What did you learn from this experience? 

What was the nature of the activity and/or event/experience? 

Evidence  

Reflective accounts form 

 

Mentee Name 

Location  

How has your practice changed as a result and how does it link to your 

competences? 


