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Preface

Foreword

This last decade has seen major developments in research, which have changed completely the
landscape of clinical research. Landmark policies, which have influenced and resulted in these
changes, include the Research Governance Framework for Health and Social Care (March 2004) and
Best Research for Best Health (2006), in association with European directives which have been
translated into UK law. These polices and law, have provided us for the first time, with a defined
infrastructure for the governance, delivery and implementation of clinical research, and resulted in
enhanced engagement across the numerous disciplines within our health services.

Research is vital to the health and wealth of the population, and as such remains essential to the
coalition Governments objectives for research in the NHS.

The result of these collective changes has been that research has now become a front-line, core
service of the NHS. Inherent within these changes has been the role of the research nurse. Where
the work of the research nurses is vital in delivering the vision for research in the United Kingdom.
Consequently the number of clinic nurses who are involved and working in research has increased,
(although overall numbers still remain low). The Clinical Research Nurse is now seen as an emerging
nursing speciality.

In today’s NHS, the scope and opportunities available for nurses in clinical research, are exciting and
varied; although myths and misconceptions remain. Clinical research is a new and emerging
discipline for nurses, which means that clarity on the role and responsibilities expected for nurses
working in this discipline, and at different bands, needs to be provided.

This Competency Framework brings together the knowledge and skills of Clinical Research Nurses .
It is designed to be comprehensive, giving an overview of the current expectations of the work of a
Clinical Research Nurse, and at various levels of seniority. It consequently also provides clear
structure for career development. One of the strengths of this documents is that it is adaptable to
meet local requirements within all research settings.

The Competency Framework draws upon the expertise of numerous research nurses, working in a
variety of different research settings. By pooling their wealth of experience and knowledge, this
comprehensive document has been developed, accurately reflecting the work of Clinical Research
Nurses.

We warmly congratulate this group in providing much needed guidance and structure to this new
nursing discipline. We highly recommend this documents as an invaluable resource for all clinical
researchers.

The CLRN Lead Research Nurses




Introduction to second edition

The planning, undertaking, closure and reporting of high quality clinical research is dependent upon
the knowledge, skills and competence of the many individuals involved in making research possible.
These attributes are developed through formal training, through supervision and mentorship,
through ongoing personal development and through experience gained in practice. Together these
contribute to the development of research practitioners who possess the competences required to
help to guard against poor clinical and research practice and promote participant safety. This
document offers the large and growing number of Clinical Research Nurses (CRNs) a framework
which could help in the development of the skills, behaviour, knowledge and understanding required
to support clinical research and to develop a career in research.

The initial preparation and subsequent revision of this Framework has highlighted the fact that CRNs
in various clinical and geographical settings are involved in the different aspects of clinical research
in different ways, taking different levels of responsibility and focusing their efforts on different parts
of the research endeavour. For this reason it has not been possible to present an off-the-shelf set of
competencies that would be relevant and meaningful to all CRNs. Rather, it is hoped that this
document might offer a useful starting point for those developing local Competency Frameworks.

The future of clinical research in the UK is dependent on engagement with the NHS at all levels so it
is hoped that this Framework will also be of use to clinical staff who support or line manage research
nurses by helping to define the contribution and responsibilities of nurses involved in clinical
research.

The development of the first edition of the Competency Framework began in the summer of 2007.
After more than a year and after considerable effort by the members of the Working Group, the
Competency Framework finally took shape and was published in December 2008. In undertaking
this revision, the complexities of the roles of CRNs have again generated considerable challenges and
much debate.

This is the second edition of what is anticipated will continue to be a regularly revised and updated
Framework document that will evolve alongside changes in the context in which clinical research
studies are planned, undertaken and reported. To help facilitate future revision, all suggestions,
comments and examples of how this Framework has been amended and used should be sent to
leslie.gelling@anglia.ac.uk.

W

Dr Leslie Gelling PhD MA BSc(Hons) RN FRSA - Chair, Competency Framework Working Group
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What is a competency?
For the purposes of this document, a competency is defined as:

“The ability to demonstrate the application of knowledge, understanding, practical and
thinking skills to achieve effective performance in a professional or occupational role. This
involves problem solving and being sufficiently flexible to meet changing demands.”

The purpose of this competency framework is to enable an individual to:

e Understand more clearly what is expected of them,
e Identify personal development needs,
e Provide evidence of achievements to support career development and progression.

Competencies are the essential building blocks that shape nursing work in all clinical and practice
settings. As practitioners acquire skills, knowledge, understanding and confidence in their field of
practice they are able to demonstrate how they meet increasingly challenging levels of competence.
For example, a nurse practising at Band 5 could be expected to participate in clinical research but at
Band 7 they would be expected to manage studies and to offer expert advice to colleagues,
researchers and others.

How to use this framework

In preparing this Competency Framework, the Working Group was keen to provide a framework that
was sufficiently flexible to be of use to the many nurses working in clinical research. It is important
to remember that these competencies may need to be adapted to meet local needs. In particular, it
might be possible to amend the:

e  Skills and behaviours

e Knowledge and understanding

e Band examples

e Additional reading, contextual information and websites

In adapting these competencies for local use, it is advised that interpretation and revision should not
result in deviation from the core focus of these competencies. That is to support CRNs in the
acquisition of the knowledge and practical skills required to fulfil their CRN role.

It should also be noted that the competencies presented in this document focus only on those skills
unique to the role of CRNs. Clinical skills are assessed through different processes. There will, of
course, be some overlap. For example, although effective communication is important to CRNs, it is
not a competence unique to this role.




Explanatory notes

A ‘Clinical Research Nurse’ (CRN) refers to any nurse who is ‘employed principally to undertake

research within the clinical environment’ [1]. This can include a variety of nursing roles but they all
share the common feature that research is a central part of their employment.

‘Skills and behaviours’ describe the skills and behaviours that will be demonstrated in performing

each competence.

‘Knowledge and understanding’ describes the essential knowledge and understanding required to

demonstrate competence. Some examples of the knowledge and understanding that might be
required to achieve a competence are given. This should not be considered an exhaustive list and
should be amended to meet local needs.

The ‘Knowledge and Skills Framework’ (KSF) refers to a key part of the NHS agenda for personal

development, career progression and pay. This document is produced as a tool to link the
acquisition of appropriate knowledge and skills and to demonstrate competencies in a number of
key tasks and concepts required to undertake the CRN role.

‘Band’ refers to the pay NHS band on which nurses are contracted to work. The majority of CRNs

will be employed on Bands 5 to 8. It is accepted that some centres might not employ CRNs at Band 5
or Band 8. This again emphasises the need to amend these competencies for local use. The
presentation of competencies for CRNs at Band 8 were not included in the first edition of the
Framework but have been added to this second edition.

It is also acknowledged that there are a significant number of CRNs working in organisations other
than the National Health Service (NHS) for whom Banding may have no relevance. CRNs or nurses
working in these organisations will need to amend the Framework to meet their own needs and to
reflect their own terms of employment and can use this Framework to demonstrate progression..

‘Additional reading, contextual information and websites’ will include specific reference to

information pertinent to the area of practice within which the competence will be used. Where
possible, reference is made to the different legislation in the devolved UK administrations. It should
be noted that the list of additional information is not an exhaustive list but the content is offered as
guidance to some of the key information and should be amended for local use.
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Assessment

A suggested means of assessment has been included to enable CRNs to review and record their
current level of performance within each competence. This process of assessment will best be
achieved under the guidance of mentors or supervisors.

Evidence of achievement

Level 1

Is competent with assistance
and supervision

S pueg

Level 2

9 puegd

Is competent with supervision.

Level 3

o]
Is competent and autonomous =
with minimal assistance and S
supervision.
Level 4+

Supports, trains and supervises
others.

8 puegd

Space is provided to record evidence of achievement. This evidence can include (but is not limited
to):

e Evidence of everyday performance.

e Result of questioning whilst performing activities, at a review meeting or as a result of a
formal assessment.

e Reflective practice journals.

e Supporting evidence from managers, colleagues, peers and clients.

e Publication and presentation.




Evidence must be:

e Valid. The evidence must relate directly and appropriately to the competence.
e Sufficient. The evidence should not be a one-off event but must demonstrate consistent
achievement.

e Authentic. The evidence must be the CRN’s own work or demonstrate the CRN’s significant
role in collaborative work.

e Current. The evidence must demonstrate currency and should not be reliant on work
undertaken in the past.

This evidence should be collected and presented to demonstrate achievement of the performance
criteria for each Band. For example, it is expected that a nurse performing at Band 7 would be able
to demonstrate competence at the preceding Bands (5 and 6).

It is not necessary to demonstrate achievement of all the competencies at one Level before
progressing to the next Level. For example, a CRN might progress rapidly through some
competencies but might find others more challenging.
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Competence 1:

To demonstrate understanding of the historical background, political influence and strategy regarding clinical

research in the UK

Skills and behaviours Knowledge and understanding KSF
e Understands the relevance of the historical development of e History of ethics related to clinical research [2-18]. C1
clinical research to current research and policy. e Development of research ethics and governance [19-23]. C2
e Understands the current political context and relevant policy. e Methodological developments in clinical research [24-27]. c3
e Champions the role of clinical research to the development of e Political and strategic developments in clinical research [19, 28- C5
health, social care and the wealth of the nation. 34]. G5
e Supporting and influencing the embedding of clinical research in
NHS infrastructure / practice.
Examples:
Band 5 Band 6 Band 7 Band 8

Recognises the importance of
acknowledging the historical context
with in which clinical research is
undertaken.

Articulates the significance of major
historical events, publications and
policy developments in the evolution
of clinical research, including
political imperatives and
government strategies.

Demonstrates comprehensive
knowledge and understanding of the
historical context, political influence
and strategic developments relating
to the evolution of clinical research.

Takes a leading role in supporting
understanding of the historical and
political context in which clinical
research has developed and is
currently being undertaken.




Assessment:

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 pueg

[ pueq

Level 4+
Supports, trains and supervises
others.

g pueq
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Competence 2: To work within the regulation framework

2.1 Understands the role and remit of research ethics committees in the UK

Skills and behaviours Knowledge and understanding KSF
Recognises the need to ensure that appropriate ethical opinions and Structure and policy for the regulation of research [41-42]. c1
governance approvals are obtained before any research activities are Roles and responsibilities of RECs [19, 31-32, 43-47]. C2
undertaken. Structure and organisation of RECs and their membership [19, 41- c3
Articulates understanding of regulatory requirements. 44]. c5
G5

Undertakes relevant educational activities [35-40].

Structure and organisation of R&D Departments, their membership
and their roles and responsibilities [31-32].

Processes for the submission of applications and their review [19, 29,
43-44, 46, 48-51].

Local policies and procedures related to ethical review and research
governance [29, 31-32, 48].

Local and national policy developments [52-54].

Roles and responsibilities of investigators and other members of the
research team [31-32].

Knowledge of procedures when breaches of protocol are identified
or when fraud and misconduct is suspected [29, 39, 46, 48-49].
Actions required when processes to protect participant
confidentiality are not followed.




Examples:

Band 5

Band 6

Band 7

Band 8

e Understands the need for
favourable ethical opinion and
research and governance
approval to be obtained before
commencing research activities.

e Has an awareness of the
structure, roles and function of
RECs and R&D Departments.

e Knows how to raise concerns
and report instances of protocol
deviation.

Contributes to the development
of research protocols.

Has knowledge and
understanding of structure, roles
and function of RECs and R&D
Departments.

Has Knowledge of local R&D
policies and procedures.

Has familiarity with regulatory
requirements.

Act as a knowledgeable resource
and advisor to staff and
researchers.

Contributes to supervision and
meeting educational needs of
staff.

Provides comprehensive advice
and guidance on matters relating
to research ethics and
governance.

Act as a resource to staff and
contributes to the professional
and educational development of
staff.

Leads on the development and
updating of local policies and
procedures.

Leads on the professional and
educational development of
staff.

Demonstrates leadership by:

Act as an expert resource to staff
and researchers.

Leading on the professional and
educational development of
staff.

Ensuring appropriate reporting
at the organisation executive
board level.
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Assessment

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 puegd

[ pueq

Level 4+
Supports, trains and supervises
others.

g pued




2.2 Contributes to the preparation of submissions for regulatory reviews

Skills and behaviours Knowledge and understanding KSF
e Aware of application processes and requirements for document e RECand R&D application processes (IRAS) [19, 44, 55-57]. C1
management. e  Other centralised permissions [58].
e Leads or contributes to the preparation of paperwork and submission of e Key documentation required to support REC and R&D submissions [19, 56]. | C2
applications. e Protocol development.
e Local review and reporting of research studies [59]. a
e Clinical Research Agreements [60-61].
e Risk assessment and feasibility. =
e Local and national policy developments. 5
e Research sponsorship and researcher roles [31-32, 48, 56].
e Professional responsibilities and potential for conflict with research role HWB2
[62].
Examples:
Band 5 Band 6 Band 7 Band 8

e Articulates the importance of clear,

complete and accurate submissions.

e  Familiar with application processes.

e Act as a knowledgeable resource for
staff and researchers making
applications for regulatory
approvals.

e Raises concerns and seeks to
address incomplete, inaccurate or
misleading documentation.

e Contributes to supervision and
meeting the educational needs of
staff.

e Act as expert resource for staff and
researchers preparing submissions
for regulatory approval.

e  Prepares, or makes significant
contribution to the preparation of

applications for regulatory approval.

e  Contributes to the professional and
educational development of staff
and researchers.

Demonstrates leadership by:

Ensuring that all processes, policies
and standard operating procedures
are in place.

Contributing to quality assurance.
Leading and taking responsibility for
research in position of Pl or CI.
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Assessment

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 puegd

[ pueq

Level 4+
Supports, trains and supervises
others.

g pued




Competence 3: To understand, apply and promote the principles and practice of obtaining and maintaining valid

informed consent

Skills and behaviours Knowledge and understanding KSF
e Assures the provision of an environment conducive to obtaining valid e Principles of informed consent for participation in research [18, 63-65]. C1
informed consent. e Roles of researchers, including Cl and PI, in gaining and maintaining
e  Contributes to policy and practice development. informed consent [31-32]. C2
e Aware of and is responsive to factors contributing to decision making e Role of research nurses [31-32, 40, 66-69].
during the consent process. e Role of the REC [19, 42-43, 70-71]. c3
e Assures patient safety by proactively managing any breaches of the e Key information required in PIS and CF [19, 72-75].
informed consent process. e Ongoing nature of informed consent. c4
e Legal requirements related to gaining and maintaining valid informed
consent, especially when participants lack capacity [76-80]. 6
e Local policies and procedures relating to gaining and maintaining valid 6
informed consent.
HWB2

HWB3
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Examples:

Band 5

Band 6

Band 7

Band 8

e Effectively engages with research
participants to ensure
understanding of information about
the research.

e Demonstrates an awareness of the
factors contributing to a
participant’s autonomous decision
making during the consent process.

e  Complies with the informed consent
processes as described in the
approved protocol, including use of
approved versions of PIS and CF.

e Raises any concerns about the
informed consent processes.

e Recognises own learning needs and
takes responsibility for maintaining
up to date knowledge.

e Provides evidence of training and
understanding.

e  Recognises that informed consent is
an ongoing process.

e Demonstrates a sound
understanding of the need to
identify issues which may impact on
the process of gaining valid
informed consent. Plans and
implements actions to resolve these
issues.

e Receives informed consent when
appropriate and as agreed in the
approved protocol.

e Supports participants through the
consent process.

Act as an expert resource to provide
in-depth knowledge on aspects
pertinent to acquiring and
maintaining informed consent.
Contributes to the mentorship and
monitoring of consent procedures.
Responsible for the reporting of
poor consent processes that
compromise patient safety and the
study protocol.

Demonstrates leadership by:

Attending and reporting to
corporate boards regarding
governance, policy and service
development related to research.
Holding responsibility for the
training and monitoring of correct
consent processes in research.
Developing systems to ensure that
correct procedures are adhered to.
Contributing to the professional
development and education of
clinical research staff in the
organisation.




Assessment

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 puegd

[ pueq

Level 4+
Supports, trains and supervises
others.

g pued
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Competence 4: To apply professional knowledge and skills to facilitate efficient, safe and participant focused clinical

research

4.1 Contribute to the development and facilitation of clinical research

Skills and behaviours Knowledge and understanding KSF
e Has an understanding of the research designs and methodologies used in e The role of the National Institute of Health Research (NIHR) [48, 52, 81]. C1
clinical research. e The need for Quality Assurance [82-83].
e Understands the implications for practice of the regulatory and legal e  Phases of clinical research [84-85]. C2
frameworks related to the planning, delivery and closure of clinical research | ¢  Different research study designs: including protocol design and
studies. development; sample size and power; inclusion and exclusion criteria; a
e Has a comprehensive knowledge and understanding of the regulatory and randomisation; blinding and unblinding [49, 81, 86-88].
legal frameworks related to the planning, undertaking and closure of e Translational research [89-90]. ¢
clinical research studies. e  Multi-centre studies.
e Encourage, appreciate and value the contribution of study participantsin all | e  Management processes, from feasibility to closure [49, 91]. G5
areas of research activity. e Pharmacovigilance [92-93].
e local, national and international dissemination of clinical research findings

[94-97].

Relevant UK legislation [76, 98-103].

e Professional codes of practice [62].

e Roles of licensing authorities and the licensing of investigational products
[29, 104-105].

e Local requirements, policies and procedures.




Examples:

Band 5

Band 6

Band 7

Band 8

e  Consistently adheres to the study
protocol design.

e Raises concerns if design conflicts
with regulatory frameworks and
legal requirements or if research
activities deviate from the study
protocol.

e  Recognises own limitations and
attends/completes relevant training
(including GCP). Is supportive in the
training of others.

e Demonstrates an awareness of the
need for patient and public
involvement (PPI) in clinical
research. This could include their
involvement in any aspect of the
research process.

e Act as a knowledgeable resource for
staff, researchers, research
participants and patients.

e Contributes to the training and
supervision of staff and researchers.

e Contributes to the development of
local policies related to all parts of
the clinical research process.

e Promotes and facilitates PPl in all
aspects of clinical research.

e  Contributes to nurse led research.

e Act as an expert resource for staff,
researchers, research participants
and patients.

e Demonstrates a detailed knowledge
and understanding of different
research designs and methodologies
and the regulatory and legal
frameworks related to clinical
research studies.

e Leads on the training and ensuring
the appropriate supervision of staff.

e Leadingrole in the development
and updating of local policies and
procedures.

e  Contributes to the development of
national policies and procedures.

e Leads in planning, conducting and
supervising nurse led research.

Demonstrates leadership by:

Playing an integral role in R&D fora,
(locally, nationally and
internationally).

Contributing strategically on all
areas of clinical research.

Political astuteness.

Professional leadership.

Efficient and effective networking
skills.

Further development of clinical
research.

Prioritising competing needs.
Contributing to the professional
development and education of
clinical research staff and
organisations.

Contributing to or leading clinical
research.




Competency Framework for Clinical Research Nurses July 2011

Assessment

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 pueg

[ pueq

Level 4+
Supports, trains and supervises
others.

g pued




4.2 Contribute to effective and efficient use of resources

Skills and behaviours Knowledge and understanding KSF
e Has an awareness of the financial issues related to the planning and e  Funding of research studies [106]. C2
conducting of clinical research. e  Financial agreements [60-61].
e Recognises their role and contribution to the local and national strategic e Financial management during the course of a clinical research study [91]. G5
vision. e |dentification of costs [107].
e Role of the research funder [31-32].
e National and local research costing models.
e Local employment policies and models of working.
Examples:
Band 5 Band 6 Band 7 Band 8

e Consistently operates within the
financial constraints of the funding
available for a clinical research
study.

o Alerts relevant personnel to
potential escalating consumable
and other costs associated with a
clinical research study.

e Isaware of different staff roles and

responsibilities regarding resources.

e Contributes to the financial
processes of planning, running and
closing clinical research studies.

e Involved in the financial processes
associated with coordinating
research studies and grant
applications.

e Act as an expert resource for staff in
relation to the financial
management of clinical research
studies.

e Uses expert judgment in relation to
competing demands for funding.

e Involved in the management of staff
as a resource.

Demonstrates leadership by:

e Building alliances and working
partnerships.

e Enhancing Institutional reputation

e  Skill mix review.

e  Contributing to the professional
development of the workforce.

e  Contributing to the acquisition of
grant income and identification of
other potential funding streams.

e  Cost recovery systems.
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Assessment

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 pueg

[ pueq

Level 4+
Supports, trains and supervises
others.

g pued




4.3 Facilitate the delivery of clinical research

Skills and behaviours Knowledge and understanding KSF
e  Contributes to the delivery of clinical research protocols as a member of the | ®  Local Medicines Policy. C1
research team. e Quality Assurance [82].
e Understands the rationale behind adherence to ethical approved study e Standard Operating Procedures (SOPs) [108]. C2
protocols. e Relevant clinical skills in line with local procedures and national
e Demonstrates safe and effective care of patients and/or research occupational standards [31-32]. a
participants in research. e Knowledge of research study protocol.
e Awareness of policies relating to Investigational Medicinal Products (IMP). e Processes for participant recruitment. G
e Recognise the importance of accurate and comprehensive source e Risk Management.
documentation. e Public involvement in research [87]. lk2
e Demonstrate a good understanding of GCP in relation to direct e Importance of submitting recruitment figures to relevant bodies, including G5
patient/participant care. NIHR recruitment data [29, 52].
e Local organisational policies and procedures. G6
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Examples:

Band 5

Band 6

Band 7

Band 8

e Is able to correctly use and dispose
of study supplies and equipment, in
accordance with study protocol and
relevant Standard Operating
Procedures (SOPs).

e Completes accurate paperwork
associated with research study
supplies.

e Attends relevant training in relation
to requirements of research study
protocol.

e Consistent application of relevant
clinical and research skills.

e  Contributes to an active and
effective research culture.

Actively involved in the ordering of
supplies, ensuring that resources
(including staff and beds) are
available for the effective conduct
of the research study.

Ensures clear and accurate
documentation is maintained on the
arrival, use and disposal of research
study supplies.

Advises staff and researchers, acting
as a knowledgeable resource on
matters relating to clinical practice
and research, promoting an active
and effective research culture.
Contributes to the development and
training of staff and researchers.
Contributes to the development of
SOPs.

e Takes a leading role in managing
research studies.

e  Supports colleagues and
researchers through the research
study process, including clinical
aspects associated with the
research study.

e Takes the lead on developing and
updating SOPs.

e Takes a leading role in activities of
professional fora and networks.

e Contribute to local recruitment
strategies.

Demonstrates leadership by:

e Having wider oversight and strategic

vision.

e Actively seeking to collaborate and

share best practice to enhance
delivery of clinical research.

e Promoting effective recruitment

strategies to increase recruitment in
line with local and national targets.




Assessment

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 pueg

[ pueq

Level 4+
Supports, trains and supervises
others.

g pued
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4.4 Contribute to the safe collection and storage of data and accurate completion of study documentation

Skills and behaviours Knowledge and understanding KSF
e Undertakes, supervises and manages the accurate and complete collection | @ Roles of those involved in all aspects of research [31-32, 66, 68, 109-111]. C1
of data and insertion of data into Case Report Forms (CRFs) or other e Data insertion techniques, including the use of electronic data entry.
research storage formats. e Audio and other media as means of data. c3
e Ensures the safe and secure storage of data. e Source document verification.
e Has a comprehensive understanding of the roles and responsibilities of key | @  Fraud and misconduct [112]. &)
personnel within the clinical research environment. e  Audit and monitoring of data [113].
e  Facilitating the monitoring process. e The process of inspections [113]. k2
e Ensures participant’s confidentiality. e Local and national policies and procedures relating to data collection and s
safe transfer [111, 114-120].
e Local Caldicott guardian and local information governance policy [121]. HWB2

e Actions required when processes to protect confidentiality are not adhered
to [116-117].




Examples:

Band 5

Band 6

Band 7

Band 8

e Evidence of accurate and complete
data collection and entry.

e Adherence to requirements of
ethically approved protocol.

e Raises concerns if inaccurate or
incomplete data entry is suspected.

e Takes appropriate action in event of
adverse events.

e  Contributes to the safe and secure
storage of research data.

e Consistently works within own role
and adheres to the roles and
responsibilities documentation.

e Isaware of own role limitations and
escalates up when necessary.

e Understands the roles and
responsibilities of others involved in
clinical research.

e Addresses non adherence to
defined protocol/policies by timely
and appropriate reporting.

e Consistently adheres to
requirements to protect
confidentiality.

e Raises concerns when processes to
ensure confidentiality are not
adhered to.

e Aduvises staff and researchers on
data collection, data entry and safe
data storage.

e Responds to concerns if inaccurate
or incomplete data entry is
suspected.

e Contributes to supervision and
meeting the professional and
educational needs of staff.

e Contributes to study closure and
archival preparation.

e Act as a knowledgeable resource
and contributes to the development
and training of staff and
researchers.

e Contributes to the development
and updating of local policies and
procedures.

e Contributes to the development of
local policies and procedures.

e Ensures that local policies and
procedures are followed by all
members of the research team.

e Contributes to the auditing and
monitoring of research studies and
responds to recommendations.

e Takes an active lead in the setting
up, coordination and management
of clinical research studies.

e Act as an expert resource for staff
and researchers.

e Takes an active role in developing
and updating local and national
policies and procedures.

e Actively involved in local and
national forums and networks
related to clinical research and the

nurse’s role in that clinical research.

e Ensures that processes and
procedures for ensuring participant
confidentiality are developed and
adhered to.

Demonstrates leadership by:

Leading on the professional and
educational development of staff.
Involvement in local
implementation of national
directives and policies.

Driving quality assurance measures
and appropriate policies to enhance
clinical research activity.

Involved in appropriate reporting at
the organisational level.
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Assessment

Evidence of achievement

Level 1
Is competent with assistance
and supervision

Level 2
Is competent with supervision.

S pueg

Level 3

Is competent and autonomous
with minimal assistance and
supervision.

9 pueg

[ pueq

Level 4+
Supports, trains and supervises
others.

g pued
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