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Controlled document

This document has been created following the Royal Devon University Healthcare NHS
Foundation Trust Policy for the Development, Ratification & Management of Procedural
Documents. It must not be altered in any way without the express permission of the author

| or their representative.

ltis the responsibility of all users of this SOP to ensure that the correct version is being
used. If you are reading this in a paper format please go on-line to confirm you have the
‘ latest version.’

DISCLAIMER

This generic R&D Standard Operating Procedure (SOP) must be followed unless a
study specific SOP exists. '

Once printed this is an uncontrolled document
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KEY POINTS OF THIS PROCEDURAL DOCUMENT:

It is a legal requirement that research staff involved in conducting Clinical Trials of
Investigational Medicinal Products (CTIMPs) must be appropriately qualified to carry
out their role. Although it is only a legal requirement for research staff involved in
‘conducting CTIMPs to be appropriately qualified to carry out their role, the principles
should still apply for staff involved in ALL research projects within the NHS. ‘

This SOP should be used by staff who are involved in research studies and who
have responsibility for ensuring that they, and/or any research staff they manage, are
appropriately qualified and trained to carry out their research role.

1 INTRODUCTION

It is a legal requirement that research staff involved in conducting Clinical
Trials of Investigational Medicinal Products (CTIMPs) must be appropriately
qualified to carry out their role. Evidence of this must be provided.

There are several elements to consider:

i) Ensuring that research staff have appropriate qualifications and
experience
ii) Ensuring awareness of regulatory and legal requirements

iii) Providing appropriate training
iv) Providing opportunities for continuous professional development
v) Promoting a quality research culture by supporting staff

The responsibility for meeting these requirements is shared by a number of
individuals and organisations such as the employing organisation of research
staff, the Chief Investigator (Cl) and the Principal Investigators (PI)
themselves. The key documents setting out the requirements and /or
responsibilities are:

The Medicines for Human Use (Clinical Trials) F\"equlationsl_2004 and
subsequent amendment regulations

UK Policy Framework for Health and Social Care Research

Importantly, although it is only a legal requirement for research staff involved
in conducting CTIMPs to be appropriately qualified to carry out their role, the
principles should still apply for staff involved in ALL research projects within
the NHS, which have to meet the UK Policy Framework for Health and Social
Care Research and any other clinical research which may have an impact on
the safety and wellbeing of human participants.

2. PURPOSE

e To describe the responsibilities of key individuals and organisations with
regard to the provision of training / education for research staff

e To list the documentation required to demonstrate education, experience
and training of research staff.
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5.

SCOPE
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This SOP should be read and used by all members of a research team, both
in the clinical setting and in the Research and Development (R&D)

department.
DEFINITIONS
Cl Chief Investigator .
CIMD Clinical Investigation of a Medical Device
CTIMP Clinical Trial of an Investigational Medicinal Product
CTU Clinical Trials Unit "
GCP Good Clinical Practice
GOG R&D Governance Oversight Group
HR Human Resources (Department)
HRA Health Research Authority
IMP Investigational Medicinal Product n
IRAS | Integrated Research Application System
MHRA | Medicines and Healthcare products Regulatory Agency
Pl | Principal Investigator v el
R&D Research & Development
REC Research Ethics Committee
- SOP Standard Operating Procedure
Sponsor An individual, company, institution or organisation which takes
responsibility for the initiation, management and financing of a
clinical trial. Sponsorship activities may be delegated to the
. Investigator, CTU and/ or other organisations as appropriate
. TMF Trial Master File

DUTIES AND RESPONSIBILITIES OF STAFF

This SOP should be used by staff in the member organisations of
the Royal Devon University Healthcare NHS Foundation Trust
(hereafter called ‘the Trust'} who are involved in research studies
and who have responsibility for ensuring that they, and/or any
research staff they manage, are appropriately qualified and trained
to carry out their research role. This SOP should be referred to:

¢ When new research staff are appointed

* When a new member of research staff takes up post

e When a research staff member changes their role within the
department

¢ When a new research project begins

» When an amendment to an ongoing research project has
training implications for staff

e At annual appraisals of research-staff
e Atregular training reviews
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6. PROCEDURES _
6.1 Ensuring Relevant Experience and Identifying Training Needs
6.1.1 When new research staff members are appointed: seek evidence
that the person concerned has the appropriate qualifications and
experience, with reference to the Trust's Recruitment and
Selection Policy.
6.1.2 When a new member of research staff takes up post/ changes role:
e Provide an appropriate induction using FRM77 R&D Induction
Prooram and TMP83 R&D Induction Checklist
o Provide staff competency document
o Agree and document training objectives using the R&D Training
Matrix as guidance
¢ Identify and provide / organise appropriate training to include
awareness of and reading the relevant departmental SOPs with
reference to the R&D Training Matrix.

6.1.3 Staff training to be reviewed each time a new research project
begins;

6.1.4 Staff training to be reviewed when an amendment to a research
project has training implications;

6.1.5 During research staff 1-1’s and at annual appraisals
e Agree and document training objectives with staff as
appropriate

¢ Identify and provide / organise appropriate training.
All research staff involved with Trust research studies must be

6.1.6 aware of any applicable regulatory requirements pertaining to the
conduct of such trials. Each member of staff- must undertake Good
Clinical Practice (GCP) training before commencing work on a
CTIMP, unless specified otherwise in the Protocol.

For interventional non-CTIMP studies it is expected that the Cl or
Pl will undertake GCP training prior to the study opening.

6.1.7 The Trust R&D Policy requires GCP training to be updated every
three years, unless a Sponsor requires sooner.

6.1.8 Training may also be required on other legal and regulatory
requirements, especially when there are changes to existing
legislation. :

It is the responsibility of the CI /Pl to ensure that all staff allocated

6.1.9 duties on the Delegation of Responsibility Log are suitably trained
in activities linked to those duties. These activities may include
training on SOPs, research methods, trial specific procedures,
clinical procedures and specific diseases.

6.1.10 The CI/PlI and other appropriate departmental staff can initially
arrange appropriate_training but staff are encouraged to be pro-
active with regard to their own training.

6.1.11 The Clinical Trial Regulations require that, “Each individual
involved in conducting a trial shall be qualified by education,
training, and experience to perform his or her respective task(s).”
There are two responsibilities here:

Research & Development Division
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e All staff engaged in research are responsible for ensuring
that they are competent to perform any. tasks delegated to
them, and for undertaking appropriate training as necessary
before agreeing to accept the delegation;

¢ Anyone authorising delegation of research tasks must take
all reasonable steps to ensure the delegate is appropriately
qualified for that task. All relevant elements should be
considered — not only professional qualifications but also

6.1.12 GCP training and familiarity with the protocol.
All delegation decisions should be properly considered . and
recorded in the Trial Master File/Investigator Site File Delegation
6.1.13 Log.
All staff will record any non-Trust or non-study specific training
including induction and competency documents within - their
6.1.14 individual training record located on EDGE
Training records must be reviewed by line managers regularly at 1-
1’s and appraisals to identify gaps. These reviews will be recorded
on individual training records by either the member of staff or the
line manager (to be agreed at the time of .the review). Any
outstanding training which is identified should be documented
within the training review log on EDGE to include details of why it is
not-up to date and confirmation of the action required to bring it up
6.1.15 to date.
If @ member of staff feels that he or she requires extra training on
procedures, arrangemeénts should be made to provide this training.
Refresher courses are to be arranged on procedures where
expertise may have lapsed. '

6.2 Training Records

6.2.1 Creating and Maintainihg Training Records

An individual training record must be kept on EDGE for each
member of R&D staff involved with a research study.
Trust mandatory training records are stored on Learn +.

Non-Trust tra'inihg documents must be uploaded by staff members
into their personal training record on EDGE.

Study specific training certificates must be stored in the training
section of the relevant site file.

SOP compliance is recorded through Q-Pulse, the online quality
management system used by R&D. SOPs are distributed to staff
through Q-Pulse as and when SOP updates are completed and
staff acknowledge electronically which is auditable by the QA team.

Trainin_g records must be available for inspection as required by
regulatory and other relevant authorities.
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6.2.2 Content of Training Record

The following documents make up a training record and shall be
maintained on EDGE as evidence of education, training and
experience. (Study specific training must be filed in the relevant
study ISF). _

i) Curriculum Vitae (CV) - Educational and vocational training,
employment history and publications demonstrate relevant
training and experience and should be included in a current
signed and dated CV. Staff should review and update their
CV, as a minimum, every 3 years after completing GCP
training. Current and superseded CVs shall be kept so as to
provide evidence of continuity in the Site File for the
duration of a study. _

i) Certificate of Higher Education & professional registration,

or evidence of education and registration where applicable,

should be demonstrated at interview or .on appointment.

Where this is confirmed, copies are not required for the

training file, but may be maintained in personnel files.

iii) Training while in post - Evidence of training attended should
be recorded on individual training records on EDGE.
Supporting documentation should include:

» The course (including trainers name and title, title of
course and the date)

e Certificate of attendance (copy)

e Where supporting documentation of attendance is not
available, whether a course, workshop or one-fo-one
tuition, the following information shall be provided:

Title of training

Obijectives

Location of training

Date training undertaken

Duration of training (e.g. one hour/day/month)

© Qoo

if a certificate confirming attendance / qualification is not
available, e.g. in situations where one to one training has
been provided, evidence from the trainer should be obtained
e.g. an e-mail which would be downloaded and saved on
their training record instead of a certificate. Training
information from a previous post may be included in the
training record, where relevant.

iv) Training Record Review Logs

6.2.3 Archiving Training Records
On permanently leaving the employment of the Trust concerned,
staff members may take their training records with them. However,
a full copy must. be retained within the Trust until the archiving
period of the relevant study / studies on which the person has
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7.

7.2

3

8.1

8.2

83

worked, has expired. Training records of staff who have left the
Trust must be archived in the R&D Unit, EDGE, HR personnel file
and/or Electronic Staff Record as per Trust policy.

DISSEMINATION AND TRAINING.

This SOP and associated templates and forms will be uploaded to the
Royal Devon website shortly after having been released.

All staff whose activities are subject to this SOP should ensure that they
take time to read and understand the content of this SOP.

If applicable, atraining log within the Investigator Site File/Trial Master File
should be completed to document that members of staff have read and
understood the contents of this SOP.

MONITORING COMPLIANCE AND EFFECTIVENESS OF
THiS SOP

In order fo monitor compliance with this SOP, the auditable standards will be
monitored as follows:

No | Minimum Requirements | Evidencedby
1. | Provide an appropriate induction for new | Induction document
members of staff. downioaded into their

EDGE Training Record

CV and Training Record
for members of staff on
delegation log.

It is the responsibility of the CI /Pl to
ensure that all staff allocated duties on the
Delegation of Responsibility Log are
suitably trained in activities linked to those
duties.

3. | A training record must be kept for each | Individual Training
member of R&D staff involved in running a | Record located on EDGE
CTIMP, unless specified otherwise in the
Protocol.

4. | Training records must be reviewed by line | Individual Training
managers reguiarly at 1-1’s and appraisals | Record located on EDGE
to identify gaps.

Outcomes from audit will be presented to the R&D Governance Oversight
Group (GOG) which will monitor any resulting action plans until all issues
have been addressed to satisfaction.

Issues identified via the audit process which require escalation will be
referred to GOG.
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9. 'ARCHIVING ARRANGEMENTS

9.1 The original of this document will remain with the R&D Quality
Assurance Coordinator. An electronic copy will be maintained on
the R&D section of the Q-Pulse document management system
and a pdf copy on the Royal Devon website.:

9.2 Archive copies must be maintained for any documents which have
been superseded. Archive copies in electronic format must be
retained indefinitely.

10. REFERENCES
UK Policy Framework for Health and Social Care Research
Trust Recruitment and Selection Policy
Trust R&D Policy
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