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1.0 Introduction
Clinical research activity in Ireland is increasing, and in parallel the number of research
nurses1 with varying levels of experience is also growing. The Irish Research Nurses
Network (IRNN) identified the need to develop a competency framework as a tool to aid
learning and development for clinical research nurses as part of its commitment to support
the educational and professional needs of clinical research nurses (CRNs) in Ireland. It is
anticipated that this document will support research nurses in achieving the optimum level
of competence to function safely and confidently in their role. Although currently there is
no recognised career progression for research nurses and grading of appointments are on a
case by case/unit basis, the IRNN would expect that standardisation of competencies across
all clinical research facilities/centres in Ireland will place individual nurses in a stronger
position to justify career promotion dependent on level of competency achieved.
We would like to acknowledge the UK Clinical Research Facility (UKCRF) Network who kindly
allowed us to adapt sections from their competency framework documents for inclusion in
this folder, for which we are most grateful.
___________________________________________________________________________
IRNN Competency Framework Development Team
Mary Clarke Moloney, Clinical Research Support Unit, HRI, University of Limerick.
Deirdre Hyland, RCSI Clinical Research Centre, Smurfit Building, Beaumont Hospital.
Sinead Jordan, Neurology Research, St Vincent’s Hospital, Dublin
Veronica McInerney, HRB Clinical Research Facility, National University of Ireland Galway.
Carole Schilling, RCSI Clinical Research Centre, Smurfit Building, Beaumont Hospital.
Review panel
Dr Vera Mc Carthy, School of Nursing and Midwifery, University College Cork
Dr Carmel Heaney, Lecturer at GMIT/Galway Mayo Institute of Technology.
For more information about the Irish Research Nurses Network see : http://irnn.ie

1

The terms ‘nurses’, ‘research nurse’ or ‘clinical research nurse’ used throughout this document refers to both
research nurses and/or research midwives
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1.1 What is a competency?
For the purposes of this framework 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 role. This involves
problem solving and being sufficiently flexible to meet changing demands.”[1]
The purpose of this competency framework document is to enable a nurse working in the
area of clinical research to:


Understand more clearly what is expected of them in their role



Identify personal development needs



Provide evidence of achievements to support career development and progression.



Employ a tool to improve and develop performance

Competencies are described as the building blocks that shape nursing in all clinical and
practice settings. As nurses acquire skills, knowledge, understanding and confidence in their
area of practice they are able to demonstrate how they meet the increasing levels of
competence, from novice to advanced practitioner.
1.2 Using the IRNN Competency Framework
The competencies incorporated in this framework indicate the expected progression for the
development of the individual as a clinical research nurse. It provides the opportunity for
the research nurse to document their progress and provide evidence of achievement as well
as the opportunity to reflect on how they apply their theoretical knowledge to practice. The
framework helps to develop the research nurse from novice to advanced practitioner in
individual topics allowing the nurse to plan their progression through the different levels.
The framework should be adaptable to reflect the existing skills of the individual nurse and
is not aimed primarily at those new to the role. It should also be used by more experienced
nurses to identify gaps in their knowledge and skills and to assist in the progression towards
achieving the level of expert practitioner. The framework is not exhaustive and can be
revised to meet changes in research legislation and practice and for the addition of practical
study specific competencies. It should also be noted that the competencies presented in
this document focus on the core knowledge and skills unique to the role of CRNs. Clinical
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skills assessment strategies may be developed using the UKCRF competency assessment
tools for single or multiple assessments (Appendix 1).

The Competency Framework has been developed to assist research nurses in developing
their knowledge and skills and to aid progression through the career pathways, and to assist
line managers in identifying when individuals have sufficient knowledge and skills to enable
career progression to a more senior role. Therefore, each competency begins at novice
level and progresses to the competency expected of an advanced practitioner (Table 1). The
IRNN suggest aligning these competencies to nursing grades as detailed in Table 1.
Table 1: Categorisation
Level
Category
Definition

Job grade

N

Novice

Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision

Staff nurse

S

Supported

Possesses knowledge and experience Staff nurse
Able to perform in area but requires
guidance

C

Competent

Knowledgeable and experienced
within the role
Able to assess situations identifying
where additional support is required

Senior staff nurse/CNM1

E

Expert

Expert practitioner uses knowledge,
skills and experience to provide
optimal service

CNM 2 or CNS

AP

Advanced
Practitioner

Leader in the field with advanced
level knowledge and skills

CNM 3 / ADON/ Operations
Manager

1.3 Assessment
The assessment of competency should be performed in partnership with an assigned
mentor. Each research nurse is expected to assess their own performance by evaluating
their knowledge, skills and experience in each of the key competencies. Additionally, the
mentor will be responsible for confirming the level of competency attained and sign off at
6

each level. As they progress through the competency framework the research nurse and
the mentor will rank attainment according to the categories outlined in Table 1. There are a
variety of ways which the nurse may provide evidence of achieving competence; these are
detailed in Table 2.
Table 2: Demonstrating Competence
Evidence
Example
Direct Observation Observing/shadowing other research nurses at competent, expert or
advanced practitioner level
Simulation
Practical sessions providing the opportunity for individuals to practice
competency demonstration in controlled supervised environment, e.g.
CRF Workshops, emergency scenario training
Testimony of
Verbal or written feedback from colleagues, investigators research
others
participants and research sponsors
Discussion
Questioning competent, experts or advanced practitioners, Agendas
and Minutes of meetings,
Reflection
Personal Professional Portfolio, Case Studies
Project
Management
Documentation

Project plans, pro-forma development, SOP writing, monitoring
reports, data query response timelines, recruitment targets, site file,
protocol review, ethical approval submissions, HPRA submissions
Letters, email management, notes work books working files

Teaching

Copies of presentations given and evaluation of sessions

Assignments

Evidence from formal academic programmes

Education

Training log, objectives of courses study days attended, literature
review, internet search
Implementing change, Action following policy or legislative review, risk
management, Producing SOPs, QA Tools
National / international presentation / publication
Presentations to PI on research progress

Work Product
Presentations /
publication

1.4 Expectation
It is not the expectation that all research nurses will achieve the same level of competency
in all of the research competencies identified in the framework; however it is expected that
competency is achieved in all competencies that are relevant to their individual role.
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SECTION 2 Research Nurse Competencies

Research Nurse Key Competencies Skill Level Summary
Key competency skill level should be assessed by the individual and line manager.
Level attained should be signed and dated by both individual and Line Manager
Record to be kept as part of Portfolio
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Competence 1: To demonstrate understanding of the historical background, political influence and strategy regarding clinical research

Skills and behaviours

Knowledge and understanding

Understands the relevance of the historical development of clinical
research to current research and policy.

History of ethics related to clinical research [2-12].

Understands the current political context and relevant policy.
Champions the role of clinical research to the development of health,
social care and the wealth of the nation.

Development of research ethics and governance [13-16].
Methodological developments in clinical research [17-20].
Political and strategic developments in clinical research [21,22].

Supporting and influencing the embedding of clinical research in the Irish
healthcare setting.
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Assessment of Competence 1: To demonstrate understanding of the historical background, political influence and strategy regarding clinical
research
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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Competence 2: To work within the regulation framework
2.1 Understands the role and remit of research ethics committees
Skills and behaviours
Recognises the need to ensure that appropriate ethical opinions and
governance approvals are obtained before any research activities are
undertaken.

Knowledge and understanding
Structure and policy for the regulation of research [23, 24].

Articulates understanding of regulatory requirements.

Structure and organisation of RECs and their membership [14, 22-25].

Roles and responsibilities of RECs [14, 24].

Undertakes relevant educational activities [35-40].
Processes for the submission of applications and their review [14,22, 26].
Undertakes completion of ethics submissions
Local policies and procedures related to ethical review and research
governance [22, 24].
Local and national policy developments [25].
Roles and responsibilities of investigators and other members of the
research team [22,26].
Knowledge of procedures when breaches of protocol are identified or when
fraud and misconduct is suspected [22, 27-29].
Actions required when processes to protect participant confidentiality are
not followed [30, 31].
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Assessment of Competence 2.1: Understands the role and remit of research ethics committees
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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2.2 Contributes to the preparation of submissions for regulatory reviews

Skills and behaviours

Knowledge and understanding

Demonstrates awareness of the application processes for competent
authority approval e.g. Health products Regulatory Authority (HPRA)
and requirements for document management.

REC and R&D application processes [14, 31].

Leads or contributes to the preparation of paperwork and submission of
applications.

Key documentation required to support REC and R&D submissions.
Protocol development

Leads on trial registration on a public registry e.g. clinicaltrials.gov
Maintains accuracy of information on registry and updates in a timely
manner.

Local review and reporting of research studies.

Other centralised permissions [21].

Clinical Research Agreements, Risk assessment and feasibility.
Local and national policy developments.
Research sponsorship and researcher roles [10].
Professional responsibilities and potential for conflict with research role
[31-33].
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Assessment of 2.2: Contributes to the preparation of submissions for regulatory reviews
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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Competence 3: To understand, apply and promote the principles and practice of obtaining and maintaining valid informed consent
Skills and behaviours

Knowledge and understanding

Assures the provision of an environment conducive to obtaining valid
informed consent.

Principles of informed consent for participation in research [35-38].

Delivers informed consent process in clinical environment

Roles of researchers, including CI and PI, in gaining and maintaining
informed consent [10].

Demonstrates awareness of rationale for re-consent

Role of research nurses [39-42].

Demonstrates knowledge of the timelines for re-consent to occur

Role of the REC [14, 24, 43, 44].

Demonstrates awareness of consent process for vulnerable groups

Key information required in Patient Information sheets and informed
consent forms [10, 22, 38, 45-48].

Demonstrate knowledge of key elements that should be discussed with the
subject during the consent process

Ongoing nature of informed consent.

Contributes to policy and practice development.

Legal requirements related to gaining and maintaining valid informed
consent, especially when participants lack capacity [10].

Demonstrates awareness of and is responsive to factors contributing to
decision making during the consent process.

Local policies and procedures relating to gaining and maintaining valid
informed consent [38].

Assures patient safety by proactively managing any breaches of the
informed consent process.
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Assessment of competence 3: To understand, apply and promote the principles and practice of obtaining and maintaining valid informed consent
Evidence of achievement
Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision

Date

Mentor (Print & Sign name):

Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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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

Demonstrates an understanding of the research designs and methodologies
used in clinical research.

The need for Quality Assurance [48, 49].
Phases of clinical research [50, 51].

Plays a central role in the design and logistic planning of internal and or
collaborative research studies/projects
Demonstrates an understanding of the implications for practice of the
regulatory and legal frameworks related to the planning, delivery and
closure of clinical research studies.

Different research study designs: including protocol design and
development; sample size and power; inclusion and exclusion criteria;
randomisation; blinding and unblinding [28, 52, 53].
Recruitment strategies [52-57]

Demonstrates a comprehensive knowledge and understanding of the
regulatory and legal frameworks related to the planning, undertaking and
closure of clinical research studies.

Translational research [58, 59].

Encourages, appreciates and values the contribution of study participants in
all areas of research activity.
Conducts or partakes in aspects of clinical research activity with the clinical
investigator

Management processes, from feasibility to closure [28].

Conducts independent research project
Prepares and presents results from clinical research studies at relevant
national/international conferences
Writes or contributes to the write up of articles for publication

Multi-centre studies.

Pharmacovigilance [60, 61].
Local, national and international dissemination of clinical research findings
[62-65].
Relevant Irish legislation [66].
Professional codes of practice [33].
Roles of licensing authorities and the licensing of investigational products.
Local requirements, policies and procedures.
17

Assessment of Competence 4.1: Contribute to the development and facilitation of clinical research
Evidence of achievement
Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision

Date

Mentor (Print & Sign name):

Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required

Mentor (Print & Sign name):

Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service

Mentor (Print & Sign name):

Advanced practitioner; Leader in the
field with advanced level knowledge
and skills

Mentor (Print & Sign name):
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4.2 Contribute to effective and efficient use of resources

Skills and behaviours

Knowledge and understanding

Has an awareness of the financial issues related to the planning and
conducting of clinical research.

Funding of research studies [67].
Financial agreements [68].

Recognises their role and contribution to the local and national strategic
vision.
Plans and/or maps out project logistic map for clinical research project
(involves realistic considerations regarding points of access for target
populations, recruitment numbers versus time (recruitment window), visit
duration/frequency, implications of longitudinal data capture, resource
utilisation (personnel/equipment) & realistic access to these over time, onsite versus remote assessment etc...)

Financial management during the course of a clinical research study [68].
Identification of costs.
Role of the research funder.
National and local research costing models.
Local employment policies and models of working.

Plans and/or prepares budget for clinical research project
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Assessment of Competence 4.2: Contribute to effective and efficient use of resources
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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4.3 Facilitate the delivery of clinical research

Skills and behaviours

Knowledge and understanding

Contributes to the delivery of clinical research protocols as a member of the
research team.

Local Medicines Policy.
Quality Assurance [48].

Understands the rationale behind adherence to ethical approved study
protocols.
Understand the rationale behind adherence to HPRA guidelines.

Standard Operating Procedures (SOPs) [69].
Relevant clinical skills in line with local procedures and national occupational
standards.

Adhere to data protection regulations.
Knowledge of research study protocol.
Demonstrates safe and effective care of patients and/or research
participants in research.

Knowledge of data protection regulations.

Awareness of policies relating to Investigational Medicinal Products (IMP).

Processes for participant recruitment.

Recognise the importance of accurate and comprehensive source
documentation.

Risk Management.
Public involvement in research [52, 70].

Demonstrate a good understanding of GCP in relation to direct
patient/participant care.

Local organisational policies and procedures.
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Assessment of Competence 4.3: Facilitate the delivery of clinical research
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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4.4 Contribute to effective study care co-ordination

Skills and behaviours
Facilitates the education of the interdisciplinary team on protocol directed
study requirements.

Knowledge and understanding

Understand the importance of coordinating research study activities while
meeting individual clinical needs

Collaborates with the research and interdisciplinary team to plan study
conduct that allows for safe and effective collection of clinical research data

Knowledge of research study protocol.

Coordinates research participant study visits

Comprehensive understanding of the roles and responsibilities of key
personnel within the clinical research environment.

Co-ordinates the scheduling of study related tests
Fulfils all delegated study responsibilities effectively and efficiently
Demonstrates nursing leadership within the interdisciplinary team
Coordinates referrals to appropriate interdisciplinary services outside the
immediate research team
Coordinates interdisciplinary study related meetings and activities.

Awareness of the clinical environment and research personnel interactions
with the wider clinical setting.
Importance of managing linkage with interdisciplinary referring and primary
care providers.
Knowledge of data protection regulations.
Processes for participant recruitment.

Communicates the impact of study procedures on the research participants
Provides nursing expertise to health care personnel not directly involved in
the study but involved in the care of study participants
Identifies and addresses research participant inquiries and concerns
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Assessment of Competence 4.4: Contribute to effective study care co-ordination
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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4.5 Study management

Skills and behaviours

Knowledge and understanding

Participate in research participant recruitment

Knowledge of effective recruitment strategies

Participate in screening potential research participants for eligibility

Quality assurance

Develop study specific materials for research participant education

Understanding timeframes surrounding participant study related visits.

Contribute to the development of case report forms

Understanding the importance of maintaining site files

Perform quality assurance activities to assure data integrity

Development of study specific standard operating procedures (SOP’s)

Demonstrates effective accurate communication among research team and
research sites
Participates in the set-up of a study specific database
Facilitate scheduling and coordination of study procedures.
Ensure completion of study procedures in the right order and in a timely
manner
Oversee human resources (people) related to research process
Record and store data on approved study documents
Identify clinical care implications during study development (Example: staff
competencies and resources, equipment, etc.
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Assessment of Competence 4.5: Study management
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills

Mentor (Print & Sign name):
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4.6 Contribute to the safe collection and storage of data and accurate completion of study documentation

Skills and behaviours

Knowledge and understanding

Undertakes, supervises and manages the accurate and complete collection
of data and insertion of data into Case Report Forms (CRFs) or other
research storage formats.

Roles of those involved in all aspects of research [38, 40].

Demonstrates a knowledge and understanding of source data

Audio and other media as means of data.

Undertakes data query completion

Source document verification.

Understands the role of the study monitor and organises and facilitates
their visit to monitor research studies.

Fraud and misconduct [71].

Data insertion techniques, including the use of electronic data entry.

Audit and monitoring of data [72].
Undertakes responding to data monitoring visit letters and reports
The process of inspections [61].
Demonstrates knowledge on the appropriate procedures for entering and
correcting written data

Local and national policies and procedures relating to data collection and
safe transfer [30, 72].

Ensures the safe and secure storage of data.
Participates in the preparation of reports for appropriate regulatory and
monitoring bodies/boards

Actions required when processes to protect confidentiality are not adhered
to [30].

Facilitating the monitoring process.
Ensures participant’s confidentiality.
Abide by Data Protection Regulations
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Assessment of Competence 4.6: Contribute to the safe collection and storage of data and accurate completion of study documentation
Evidence of achievement

Date

Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision
Mentor (Print & Sign name):
Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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4.7 Management and handling of biological specimens

Skills and behaviours

Knowledge and understanding

Coordinate and facilitate the collection of research specimens

Individual Study requirements

Undertakes/demonstrates training in handling of hazardous material and
sample management

Local laboratory standard operating procedures

Undertakes training in phlebotomy and demonstrates ability in phlebotomy
Demonstrates ability to set-up, and maintain a working relationship with
relevant laboratories who will process research specimens taking into
account:
1.
Nature of trial (trial team blind to the results)
2.
Time to process samples (for example one day turnaround)
3.
Where and how results should be sent to identified individual

Appropriate personal protective clothing when
1. handling biological specimens
2. storing in -80 freezer conditions
3. when preparing for shipment
Handling of hazardous biological materials.

Demonstrates ability to process specimens
1. Knowledge of and access to procedure manual
2. Demonstrate ability to centrifuge specimens
3. Demonstrate ability to complete laboratory requisition forms
Demonstrates understanding and process of
1. sample storage in appropriate temperature
2. completion of appropriate sample tracking logs
Demonstrate the ability to ship biological materials.
1. Contact courier
2. Use appropriate account number
3. Package specimen according to requirement
4. Use correct shipping labels, airways bills and invoices.
29

Assessment of Competence 4.7: Management and handling of biological specimens
Evidence of achievement
Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision

Date

Mentor (Print & Sign name):

Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required

Mentor (Print & Sign name):

Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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4.8 Safety reporting

Skills and behaviours

Knowledge and understanding

Demonstrates knowledge of definitions of serious adverse events

Knowledge and understanding of responsibilities of investigator in
managing Serious Adverse Events.

During patient assessment demonstrates ability to identify potential
serious adverse events and initiates investigator evaluation of these in a
timely manner

Knowledge and understanding of definition of serious adverse events
Knowledge and understanding of the times lines for SAE reporting

Ensures serious adverse events are reported within the required time lines
to the appropriate authority
Compiles clinical information from all applicable sources to provide
accurate data when reporting serious adverse events
Demonstrates evidence of completion of serious adverse events report
forms

Knowledge and understanding of location and completion of serious
adverse event forms and follow up query forms
Knowledge and understanding of using the fax machine or other
electronic reporting systems (dependent on research study) to report
serious adverse events

Demonstrates evidence of following up serious adverse events to closure as
per protocol requirements
Completes all associated documentation (e.g. concomitant medication
records)
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Assessment of Competence 4.8: Safety reporting
Evidence of achievement
Novice; Requires induction
Limited knowledge and experience
Requires theoretical knowledge
Requires training, observation and
supervision

Date

Mentor (Print & Sign name):

Supported; Possesses knowledge and

experience
Able to perform in area but requires
guidance

Mentor (Print & Sign name):

Competent; Knowledgeable and
experienced within the role
Able to assess situations identifying
where additional support is required
Mentor (Print & Sign name):
Expert; Expert practitioner uses
knowledge, skills and experience to
provide optimal service
Mentor (Print & Sign name):
Advanced practitioner; Leader in the
field with advanced level knowledge
and skills
Mentor (Print & Sign name):
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Insert Hospital Name/ Logo

Single Competency Assessment for

Insert title of competency here
Staff Group(s):
Version Number & Date:

Review Date:

Related to SOP:

Author of Template:

Signature:

Date:

Signature:

Date:

Designation:
Expert Authorisation:
Designation:
Name of Assessee:
Designation:

Assessment
Assessor Name:
Designation:
Signature:
Initials:
Date of Assessment:

This is a Single Competency Assessment

Title of Competency Assessment: Insert title
Name of Assessee: Insert name
K/S/B

1

Competency Statement

Assessment Criteria

Assessment

Evidence required

Achieved Y / N

Initials of Assessor

Y / N:

Initials:

Components of the overall competency
i.e. knowledge, skills and behaviour required

Assessor’s comments:

Y / N:

Initials:

Assessor’s comments:

Y / N:

Initials:

Assessor’s comments:

Y / N:

Initials:

Assessor’s comments

Y / N:
Assessor’s comments:

1

K=Knowledge, S=Skills, B=Behaviour

Initials:

Title of Competency Assessment: Insert title
Name of Assessee: Insert name
K/S/B

1

Competency Statement

Assessment Criteria

Assessment

Evidence required

Achieved Y / N

Initials of Assessor

Y / N:

Initials:

Components of the overall competency
i.e. knowledge, skills and behaviour required

Assessor’s comments:

Y / N:

Initials:

Assessor’s comments:

Y / N:
Assessor’s comment

1

K=Knowledge, S=Skills, B=Behaviour

Add further lines as required for the competency you wish to populate.

Initials:

Multiple Competency Assessment for

Insert title of competency here
Staff Group(s):
Version Number & Date:

Review Date:

Related to SOP:
Author of Template:

Signature:

Date:

Signature:

Date:

Designation:
Expert Authorisation:
Designation:
Name of Assessee

Number of achieved competency assessments
required in order to be signed off as competent:

Designation:

Assessment 1

Assessment 2

Assessment 3

Assessor Name:

Assessor Name:

Assessor Name:

Designation:

Designation:

Designation:

Signature:

Signature:

Signature:

Initials:

Initials:

Initials:

Date of Assessment:

Date of Assessment:

Date of Assessment:

Title of Competency Assessment: Insert title
Name of Assessee: Insert name
K/S/B

1

Competency Statement

Assessment Criteria

Components of the overall competency
i.e. knowledge, skills and behaviour
required

Evidence required

Assessment 1

Assessment 3

Achieved
Y/N

Initials of
Assessor

Achieved
Y/N

Initials of
Assessor

Achieved
Y/N

Initials of
Assessor

Y / N:

Initials:

Y / N:

Initials:

Y / N:

Initials:

Assessor’s comments

Assessor’s comments:

Assessor’s comments

Y / N:

Y / N:

Y / N:

Initials:

Assessor’s comments:

1

Assessment 2

Initials:

Assessor’s comments:

K=Knowledge, S=Skills, B=Behaviour

Add further lines as required for the competency you wish to populate.

Initials:

Assessor’s comments:

Competency Assessment Record
(requiring multiple competency assessment in order to be signed off as competent)

Insert title of competency here
Assessor – Assessment 1
Date of Competency Assessment:

Attempt Number:

Have all the components of the competency assessment been achieved:

Yes / No (delete as appropriate)

The assessee named below has been assessed as having / not having (delete as appropriate) the appropriate knowledge, skills & behaviours for the above
competency at this assessment:
Assessor Name:

Comments*:

Designation:

Signature:

Date:

*Where further assessments are required, please specify and consider giving time frame. Where multiple assessments have been attempted and competency has not been achieved, consider review
with line manager as appropriate

Assessee – Assessment 1
Assessee Name:

Comments:

Designation:

Signature:

Date:

Competency Assessment Record
(requiring multiple competency assessment in order to be signed off as competent)

Insert title of competency here
Assessor – Assessment 2
Date of Competency Assessment:

Attempt Number:

Have all the components of the competency assessment been achieved:

Yes / No (delete as appropriate)

The assessee named below has been assessed as having / not having (delete as appropriate) the appropriate knowledge, skills & behaviours for the above
competency at this assessment:
Assessor Name:

Comments:*

Designation:

Signature:

Date:

*Where further assessments are required, please specify and consider giving time frame. Where multiple assessments have been attempted and competency has not been achieved, consider
review with line manager as appropriate

Assessee – Assessment 2
Assessee Name:

Comments:

Designation:

Signature:

Date:

Competency Assessment Record
(requiring multiple competency assessment in order to be signed off as competent)

Insert title of competency here
Assessor – Assessment 3
Date of Competency Assessment:

Attempt Number:

Have all the components of the competency assessment been achieved:

Yes / No (delete as appropriate)

The assessee named below has been assessed as having / not having (delete as appropriate) the appropriate knowledge, skills & behaviours for the above
competency at this assessment:
Assessor Name:

Comments*:

Designation:

Signature:

Date:

*Where further assessments are required, please specify and consider giving time frame. Where multiple assessments have been attempted and competency has not been achieved, consider
review with line manager as appropriate

Assessee – Assessment 3
Assessee Name:

Comments:

Designation:

Signature:

Date:

Competency Assessment Record
Insert title of competency here
Assessor Statement – final sign off
All the components of the competency assessment have been achieved on (insert number here) occasions.
The assessee named below has been assessed as having / not having (delete as appropriate) the appropriate knowledge, skills & behaviours
for the above competency:
Assessor Name:

Comments*:

Designation:

Signature:

Date:

*Where further assessments are required, please specify and consider giving time frame. Where multiple assessments have been attempted and competency has not been achieved, consider
review with line manager as appropriate

Assessee Statement – final sign off
I agree with the outcome of the competency assessment and I accept responsibility for being competent to undertake the task/s detailed above and for my
ongoing maintenance of knowledge, skills and behaviours:
Assessee Name:

Comments:

Designation:

Signature:

Reassessment period (if applicable), e.g. every 2 years

Date:
Reassessment date (for the candidate):
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