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1 NIHR and CRN Overview
1.1 Introduction

The purpose of this handbook is to help orientate you to your new role as a member
of the research delivery team within the Clinical Research Network Southwest
Peninsula (CRN SWP). It sets out the key areas of knowledge required and is
focused on helping you during your initial period in post (usually 3 months).

It is aimed at the range of research personnel in different bands that may be
engaged in research delivery (e.g. Research Nurses, Research or Trial
Coordinators, Research Practitioners, Research Assistants, Research
Administrators, Data Officers) and therefore provides basic level corporate wide
information that the CRN expects all frontline research delivery staff to be familiar
with, in order to be adequately orientated to working in a research environment.

The Induction Handbook is therefore distinct from the competency frameworks that
might be used by your line manager to help you develop in your specific post on and
general reference tools which you might consult for further more detailed information
and learning needs.

Approach in this document

This first part of the handbook introduces the organisation. The second section
provides a summary of each key information topic and subtopics, followed by a list of
resources should you wish to extend your knowledge further in a specific area.

1.2 NIHR and CRN Infrastructure

Your post is underpinned by a wider organisation, beyond the NHS Trust or non-
NHS organisation that formally employs you.

The National Institute of Health and Care Research (NIHR) https://www.nihr.ac.uk/
was launched in 2006 and is best described as a ‘virtual’ organisation. It is an
overarching entity which collectively represents all publicly-funded research in health
and care settings. The NIHR fund, enable and deliver world-leading health and social
care research that improves people’s health and wellbeing and promotes economic
growth.

NIHR Clinical Research Network: Vision and Purpose
Vision: Clinical research is an integral part of healthcare for all.

Purpose: Our national network makes people and the NHS better by enabling and
embedding high quality clinical research as an integral part of healthcare.

Enablers
e Develop high quality partnerships
« Innovate using digital technologies to add value
e Use information to drive improvement
« Engage with our customers and stakeholders
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Goals to support our purpose

« Increase the opportunities for people across England to participate in
research

« Provide researchers with the practical support they need to make clinical
research studies happen in the NHS.

« Improve the efficient and effective delivery of high-quality clinical research

e Increase national and international clinical research investment

« Provide a coordinated and innovative approach to National priorities

Aims
The aims of the NIHR Clinical Research Network are to:

« Promote equality of access, ensuring that wherever possible, patients have
parity of opportunity to participate in research.

« Improve the quality, speed and coordination of clinical research by removing
the barriers to research in the NHS.

« Streamline and performance manage NHS support for eligible studies, to
ensure that the NHS service support costs of these studies are met in a timely
and efficient manner.

e Work in partnership to unify and streamline administrative procedures
associated with regulation, governance, reporting and approvals.

o Meet the research delivery needs of the life sciences industry, including
pharmaceutical, biotech, diagnostic, medical tech and contract research
organisations.

« Engage the NHS in research, in line with the NHS Constitution to promote
research participation and a research culture.

« Further integrate health research and patient care.

o Engage the providers of public health and social care services to promote
research participation and a research culture.

NIHR Clinical Research Network - Values

Respect: We value our colleagues and partners, and actively appreciate each
other’s contribution by:

« Listening to each other.
e Honest, open discussion and no blame culture.
« Being mindful of other people’s priorities and pressures.

Innovation: We challenge ourselves and others to improve the clinical research
system, for the benefit of patients by:

« Being open and responsive to change and growth.
« Embracing new technologies.
« Having an aspirational mindset of constant challenge and improvement.
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Collaboration: We recognise that the best way to achieve results is through
collaboration and inclusion through:

o Cross team / directorate / Network working towards a common goal.

« Developing and nurturing relationships across stakeholders and
organisations.

« Open and transparent communication channels.

Ethical: We make decisions and demonstrate behaviours that are ethical by:

e Transparency in all dealings and processes.

« Protecting the information, we gather, and using it in a responsible
manner.

e Being true to the values of the organisation and your professional self.

The NIHR CRN is part of the NIHR infrastructure https://www.nihr.ac.uk/explore-
nihr/support/research-infrastructure.htm and focuses on research delivery whilst
other parts of the NIHR infrastructure focus on research design, growth and
innovation.

Funding is provided by the government to the NIHR Clinical Research Network
(NIHR CRN) who determine the funding allocations that are provided to the 15 Local
Clinical Research Networks (LCRNSs). This is an annual process.

The NIHR is funded through the Department of Health and Social Care (DHSC) to
improve the health and wealth of the nation through research. It is a large, multi-
faceted and nationally distributed organisation. Together, NIHR people, facilities and
systems represent the most integrated clinical research system in the world, driving
research from bench to bedside for the benefit of patients and the economy.

The main role of the LCRN is to support clinical trials and other well-designed
studies in organisations providing care across the NHS, public health, social care
and third-party organisations. The source of research funding is the principal
determinant of eligibility for NIHR CRN support.

NIHR CRN comprises of a national coordinating centre (CRNCC) and 15 LCRNSs.

The Clinical Research Network Coordinating Centre is an alliance of NHS, university
and private sector stakeholders.

Local Clinical Research Networks

The NIHR Clinical Research Network is made up of 15 Local Clinical Research
Networks across England. These local Networks coordinate and support the delivery
of high-quality commercial and non-commercial research taking place across health
and care settings.

The local networks help to increase the opportunities for participants to take part in
health and care research, ensure that studies are carried out efficiently, and support
the Government’s Strateqgy for UK Life Sciences by improving the environment for
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commercial contract clinical research. The Clinical Research Network receives
funding from the Department of Health and Social Care (DHSC) which it uses
to allocate funding to the local Networks.

Fig 1. Regional Map of the CRN’s in England

1. North East and North Cumbria

2. North West Coast

3. Yorkshire and Humber

4. Greater Manchester

5. East Midlands

6. West Midlands

7. West of England

8. Thames Valley and South Midlands
9. Eastern

10. Kent, Surrey and Sussex
11. Wessex

12. Southwest Peninsula
13. North Thames

14. South London

15. North West London
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1.3 NIHR Clinical Research Network South West Peninsula (CRN SWP)

The CRN SWP is one of the LCRN networks. It covers a number of NHS Trusts,
HEI’s and other healthcare providers (NHS, non-NHS, public health, social care and
third-party sector providers), spanning a geography from Cornwall to Somerset,
covering a population of 2.2 million people.

Each local Clinical Research Network delivers research across 30 speciality therapy
areas. Organised in the following Clusters in the Southwest Peninsula with an
Assigned Research Delivery Manager overseeing the cluster and a speciality lead
for each therapy area.

Figure 2: CRN SWP Cluster Organogram

Organogram by NIHR Specialty
Specialties by Cluster
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The local networks also have to deliver multiple workstreams in line with the national
Co-Ordinating Centre processes and contract and have staff who support regional
work to ensure their delivery.

These include:

e Business Intelligence which provides technical support, advice for data
collection, use of information systems to support performance management,
and health population data analysis to support portfolio development across
the south west peninsula.

e Continuous Improvement: the CRN SWP facilitates multiple projects across
different workstreams that aim to increase the efficiency of research delivery
and enhance the quality of care that we deliver to our research participants.

e Communications Teams promote the profile of CRN SWP research activity
with high quality coverage of national and local research activities, campaigns
and opportunities, across multiple media channels.

e Industry Operations and Business Management offer a range of services that
helps support study feasibility, set up, and delivery to time and target across
multiple therapy areas and multiple sites.

e Patient, Public Involvement and Engagement focuses on working in
partnership with patients, carers and the public to ensure that our participants’
benefit from being able to participate in high quality research.

e Study Support Service facilitates: early feasibility queries, research costs, site
identification, effective study set-up and performance management to
optimise trial delivery.

o Workforce Development and Training support the continuing professional
development of health and care professionals involved in research delivery.

1.4 Agile Research Delivery Team

The CRN SWP Agile Research Delivery Team (ARDT) is a workforce available to all
NHS and non-NHS sites across the south west peninsula to deliver research. The
Agile Research Team Leads, supported by the Research Delivery Manager for
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primary care, are responsible for processing and responding to requests for ARDT
support.

The ARDT support research across a range of specialities in health and care
settings, enabling collaboration and growth across the integrated care systems. Their
capacity is managed by the central team in the CRN SWP.

Requests for ARDT support will be assessed using set criteria:

e Studies that meet the transformation of research agenda, for example,
research hosted in non-NHS settings/community/social care settings or GP
practices in areas of deprivation or high concentrations of multimorbidity’s.

e SWP Lead CI studies.

e Short term support for strategic studies e.g. covid vaccines.

e Acute partnership organisation cover (e.g. sickness, short term absence).

Working across different organisations

As some CRN SWP research staff will work across the geography of the south west
peninsula, it is important to ensure that if you do work at across multiple sites, that
you have the relevant access permissions in place before commencing any activity
on that site. This is to ensure you comply with governance frameworks and that all
activity is properly indemnified under NHS regulations. This should be checked with
your line manager before commencement of any work.

The NHS Research Passport Scheme is used to support staff working across
organisations. There are specific forms which are used to support the process which
grants you authorisation to support activity at sites that are not your employer base.

2.0 How research is funded in health and social care

LCRNs are funded to support NHS and social care research delivery. Funding
provided via CRNs is intended to cover the NHS Support Cost activity as defined
under AcoRD (‘Attributing the Costs of Health & Social Care Research &
Development’, DoHSC). Attributing the costs of health and social care research

Much of the LCRN funding is allocated to partner organisations to support research
delivery (NHS support funding) so staff are part of the NIHR CRN and work
collaboratively with the regional team.

The AcoRD policy sets out the funding mechanism that applies to all non-commercial
health care research activity. All such research must be costed under the following
categorisations as defined in AcoRD:

e Research Costs

e Treatment Costs

e NHS Support Costs
2.1 Research Costs
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The costs of the Research and Development (R&D) itself, that ends when the
research ends. They relate to activities that are being undertaken to answer the
research questions. Research Costs are met by grant funders through the award of a
research grant except for Research Part B costs (see AcoRD guidance reference
resources for more information) If the funder is an AMRC member. The DoHSC will
meet Research Part B costs from the R&D budget or LCRN’s (for Primary Care and
Non-NHS Sites).

2.2 Treatment Costs

The patient care costs which would continue to be incurred if the patient care service
in question continued to be provided after the R&D study had stopped. NHS
Treatment Costs are met through the normal commissioning process (in exceptional
circumstances the DoHSC may contribute).

2.3 Service Support Costs

The additional patient care costs, which end once the R&D activity in question has
stopped; even if the patient care involved continues to be provided. NHS Service
Support Costs are met from the CRN budget Example activities include, processing
the patient record to identify suitable participants to approach for possible
participation in a research project; obtaining informed consent. Additionally,
investigations, assessments, and tests where the results are required by the clinician
to ensure patient safety.

More detailed information about this policy and the attribution process is available via
the AcoRD documentation https://www.gov.uk/government/publications/quidance-on-
attributing-the-costs-of-health-and-social-care-research . The FAQs (which are
updated regularly) are especially useful for understanding how to interpret the
guidance. It is advisable to use the weblink (see above) to access the documents to
access the latest versions.

2.4 Primary Care and the Research Site Initiative Scheme

The CRN SWP are responsible for set up and delivery of research studies in health
and care settings.

In primary care the CRN SWP support the NIHR Research Site Initiative (RSI)
scheme. This was implemented in 2008 to facilitate research delivery in GP practices
by providing resource, allied with a support package. The structure is made up of
four levels of support: Affiliate, Level 1, Level 2 and Sessional.

Criteria for the differing levels of funding are:-

Affiliate: is designed to support practices, new to research, who wish to support NIHR
studies but not participate in the RSI scheme. Participation can be on a study by study
basis.
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Level One is designed to support practices that wish to engage with NIHR portfolio
research and are able to support a lower level of activity and is therefore designed
for the following types of practice:

Practices new to research.

Staff available to become GCP trained.

Willing to set up the in-house practice systems and processes required to
engage in research.

Recruit to at least two or more studies in the application year (subject to
suitable study availability).

Practices that already have Level One or Affiliated Status with members of the
team GCP trained and have completed ‘Research Ready’ along with
recruiting to two or more studies.

Level Two is designed to support practices that have already delivered NIHR
research and now wish to expand this activity and is suitable for the following types
of practice:

Practice has been at Level One in the previous financial year.
Demonstrated a commitment to increase activity.

Have recruited to five or more studies and have ‘expressed interest’ in a
number of other studies for the next financial year.

Practice has achieved the benchmark from the previous year and has
achieved average or above average activity for a Level Two practice in the
CRN: SWP region and has demonstrated an on-going commitment to
research evidenced by the number of ‘expressions of interest’ received.

Sessional funding is given to practices to support research delivery in its broader

sense including the support of achieving the NIHR high level objectives. This funding
is for practices which are experienced in research delivery and are therefore able to
contribute not only to recruitment but also to study feasibility, the assessment of
capacity and capability within the region and to supporting other initiatives that
support delivery within the network. Funding is designed to:

Provide protected time to embed research into the practice culture and
strategy e.g. through practice partner meetings.

Generic research team meetings not related to individual studies (and hence
not covered by the study setup service support costs).

Extra accommodation in order to recruit (along with storage for site files).
Pilot work/feasibility to aid the opening of NIHR studies.

Pre-funding work to assist feasibility of the research proposal.

Time to ensure robust research governance arrangements for more complex
studies; complete

Rolling programme of staff keeping up to date with GCP/informed consent
and incurring costs of backfill.

Maintaining ‘Research Ready’ accreditation.

Protected time to meet with the CRN: SWP team and also study teams to
present future studies for ‘expressions of interest’.

Participation in national surveys to inform strategy.

Recruit to at least five NIHR non-commercial portfolio studies in 2018/2019.
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All RSI sites can contribute to patient identification centre (PIC) activity which
involves identifying potential research participants that can be recruited to a study
either through a digital platform or by supporting the referral of patients to a recruiting
site e.g. an acute hospital, in line with sponsor instructions and GSPR regulations.

3. NIHR IT Systems and Research Activity Data

Research activity data in the SWP is registered in a national central portfolio
management system (CPMS). The local management portfolio system (LPMS)
feeds into CPMS to support the national recruitment and other study metric data to
ensure information is gathered appropriately to monitor portfolio activity. It is vital
that all organisations accurately enter data into the LPMS to support the
performance management of research across the country.

3.1 The Open Data Platform

The Open Data Platform (ODP) is an online information tool bringing together
research activity data from CPMS and the Local Portfolio Management System
(LPMS). To learn more about this resource and to register for access to the ODP
click and follow the link https://odp.nihr.ac.uk

The BIU develop and produce an App nhamed CRN

Southwest Peninsula that is available in the ODP, ——
containing information related research activities

that are specific to the SWP region. This includes -
tracking of performance across all specialties and l
Partner Organisations.

Some basic training materials on how to use ODP CRNSthvEst Constisiam
are available in this link:

SWP App - Public - Google Drive

If you would like to learn more about using ODP, please contact us at:
rduh.financeandbi@nhs.net

3.2 EDGE:

EDGE is a Local Project Management System (LPMS), which enables study data to
automatically flow from the LPMS into Central Project Management System (CPMS)
for the majority of the network studies running in the SWP.

The system enables us to:
e Track recruitment activity, across all portfolios, in real time.
e Track individual participant progress for the duration of their time in the study.
e Utilise the calendar function to schedule SIVs, meetings and patient visit
schedules

e Upload trial specific documents into Partner Organisation secure library for
easy access.
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e Track progress of capacity and capability activities for study set up.

e Utilise report function to support performance management reviews.

e Utilise the finance tool that can be configured to track income generated by
study visits.

Studies that are excluded from this automatic function are known as Manual Uploads
and you can find the route of recruitment uploaded within the SWP ODP App.

Edge access and training will be supplied by your employing organisation.
EDGE training is also available on NIHR Learn

3.3 NIHR Hub & Google Drive/Docs

The NIHR host a Google Hub which provides a customised and secured range of
Google applications. The CRN SWP use the hub for multiple workstreams and
therefore, all staff must have an NIHR Login.

Please contact rduh.admin.crnswp@nhs.net to request access.

4.0 CRN Southwest Peninsula: Workforce Development and Training

The CRN SWP and the NIHR provide a number of training courses to support you in
your role. Many of these are delivered locally within the CRN SWP. Training is
available by NIHR Learn (http://learn.nihr.ac.uk/). NIHR email is required to access
NIHR Learn modules.

4.1 List of training modules:

Mode of delivery Available Courses

Virtual Good Clinical Practice (GCP)
https://learn.nihr.ac.uk/enrol/index.php?id=968

Introduction to the CRN
https://learn.nihr.ac.uk/enrol/index.php?id=698

Introduction to research
https://learn.nihr.ac.uk/enrol/index.php?id=695

The Research Conversation
https://learn.nihr.ac.uk/course/view.php?id=852

Practical Laboratory Skills for Research Staff
https://learn.nihr.ac.uk/course/view.php?id=754

Vaccine Trial Training https://nihrlearnvaccinematrix.netlify.app/

Leadership Development Resources
https://learn.nihr.ac.uk/enrol/index.php?id=595
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Open Data Platform https://learn.nihr.ac.uk/enrol/index.php?id=782

EDGE version 2.0 training
https://learn.nihr.ac.uk/mod/page/view.php?id=8340

The NIHR Hub https://learn.nihr.ac.uk/course/view.php?id=762

The INCLUDE project
https://learn.nihr.ac.uk/enrol/index.php?id=820

Communication about Randomised Clinical Trials
https://learn.nihr.ac.uk/enrol/index.php?id=163

Increasing participation of Black & Asian Minority Ethnic Groups in
Health and Social Care
https://learn.nihr.ac.uk/enrol/index.php?id=817

Virtual

IATA https://news.mayocliniclabs.com/2021/06/15/dangerous-
goods-training-2/#overview

Receiving Informed Consent from adults lacking capacity
https://learn.nihr.ac.uk/enrol/index.php?id=748

Understanding the difference between Clinical health research,
Social care research and Public health research
https://learn.nihr.ac.uk/enrol/index.php?id=683

Public and Patient involvement
https://learn.nihr.ac.uk/enrol/index.php?id=788

Data Quality in Research
https://learn.nihr.ac.uk/course/view.php?id=477

Webinar

Informed Consent
https://learn.nihr.ac.uk/course/index.php?categoryid=21

PI Essentials Training
https://learn.nihr.ac.uk/enrol/index.php?id=732
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Webinar ACord Training: Attributing the Costs of Health and Social Care
Research and Development.
https://learn.nihr.ac.uk/enrol/index.php?id=478

Face to face/ DRIVE: www.researchreadydrive.co.uk

Webinar Next Steps

Mental Health: Unconscious bias (TBC)

Mental Health Awareness for Patients and Carers (TBC)

Further learning
opportunities Future of Health -: a focus on biosimilars

https://learn.nihr.ac.uk/enrol/index.php?id=336

Future of health: focus on innovation in trial design and study
delivery

https://learn.nihr.ac.uk/course/view.php?id=539

5 Background to Clinical Research

Although there is no universally true definition for research, there are generally
agreed components of what constitutes research. To help you decide whether your
project is classified as research, please refer to UK Policy Framework for Health and
Social Care decision toolkit: 'Is my study research?’

Types of Healthcare Research

Research methodology is complex and only a very brief outline of the most relevant
information will be presented here. There are a number of different research
methods which use differing rules and are underpinned by different philosophies.
Each have their strengths and weaknesses and when research needs to be carried
out, the type or combination of methods chosen will depend on the type of research
guestion to be answered, as well as the skills, knowledge, and preferences of the
researchers.

5.1 Clinical Trials

A clinical trial is a research study in human volunteers which is designed to answer
specific health related questions, for example, to find out the best way to treat,
screen, diagnose or prevent disease. Data collected during the study can provide
information on whether a new treatment or procedure is safe, what (if any) the side
effects are, and whether it is better than the current standard treatment.
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Clinical trials are usually conducted in phases; these are phase | to IV. The trials at
each phase have a different purpose and help scientists answer different questions:

Phase | trials are initial clinical tests of new potential treatments in which researchers
test an experimental drug or treatment in a small group of people (up to 30 people,
but often a lot less). Phase | trials determine the safe dose range, the effect of the
drug on the body (i.e., common side effects) and the way the drug affects the body
(pharmacokinetics). These trials often use healthy volunteers, but they may also
include patients with the disease in a stable state or with advanced stage disease
(e.g. patients with advanced cancer) who have exhausted all other treatment
options. Volunteers will be exposed to increasing doses of the novel treatment. As
with all trials they will be closely monitored, and any side effects noted.

Phase Il trials involve a larger number of subjects who have the disease for which
the treatment is being assessed. They test the efficacy of the new treatment (is the
treatment effective in the indicated disease). Information on side effects and
tolerability continues to be collected, so less common side effects and cumulative
effects might become apparent in phase Il.

All phase | and non-randomised phase Il trials fall under the heading of translational
research. This is a term used to define experimental research of new treatments and
diagnostic procedures for all diseases. It covers all experimentation to develop new
treatments, rather than comparing them against a standard treatment. Treatments
only move into a phase lll clinical trial if phase 1l is successful. Many trials do not
proceed to the next phase.

Phase lll trials are large national or international trials involving hundreds or
thousands of patients. They are comparative studies designed to compare the
effects of new drugs or treatment methods. These studies can investigate the new
treatment to replace standard therapy or as an addition to standard therapy.
Subjects are usually divided at random into either the treatment intervention group or
a control group. Subjects in both groups will be as similar as possible. Further
information is gathered about efficacy: how well the treatment works and how long
the benefits last on average. Safety monitoring ensures that less common side
effects and possibly any longer-term problems will also be revealed at this stage. A
Phase lll trial should provide enough information for a new treatment or procedure to
be used as the new ‘standard treatment’.

Phase IV trials are post-marketing studies, carried out after a treatment has been
shown to be effective and has been granted a licence from the competent authority
(e.g., the Food and Drug Administration (FDA) or the Medicines and Healthcare
Products Regulatory Authority (MHRA). Further information is gained about the
effects of wider participation, longer-term risks and benefits, and more about
possible rare side effects so that optimal use can be decided. These trials compare
drugs that have become available for doctors to prescribe, not new drugs that are
still being developed.

5.2 Measurements of effectiveness
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An outcome measure is how we determine the impact of the trial intervention on
patients. Outcome measures are also known as response variables, events or
endpoints. The outcome measure(s) selected for a trial will depend on the phase of
trial, stage of disease and the intervention being tested.

Trial outcome measures will look at:

e Efficacy outcome measures: the trial data will decide if the drug that is tested
is effective at the dose prescribed, against the illness it is being used to treat
(clinical end points).

e Effectiveness outcome measures: trial data will determine assess how
beneficial the intervention has been for the patient population in normal
clinical conditions (quality of life measures).

e Health Economic outcome measures will use trial data to look at the impact of
non-health benefits e.g. a cost benefit analysis will inform decisions about
whether the cost and benefits of an efficacious and effective intervention
supports its adoption into clinical practice.

5.3 Epidemiology

This is the study of factors that might affect the health and illness of populations. It is
used in public health research, identifying risk factors for disease and can sometimes
demonstrate optimal treatment approaches to maintain public health.

5.4 Observational studies

These include individual case studies, case control studies, and cohort studies
(using a particular group of people e.g., participants with a strong family history of
cancer). There is no active intervention in these studies. Investigators observe their
participants and measure outcomes. They are looking for correlations (associations)
between different factors e.g., various risk factors such as lifestyle, diet,
environment, family history and genetic predisposition, and health status or
outcomes of disease and treatment.

5.5 Systematic Reviews

A systematic review is classed as secondary research. This is the analysis of
published or recorded data from previously conducted research projects. Systematic
and explicit criteria are adopted to identify, select and critically appraise research
studies to establish where the effects and effectiveness of healthcare interventions
are consistent and where they vary.

5.6 Meta-analyses

Meta-analyses occur when statistical methods are applied to the review and analysis
of combined data from studies included in a systematic review. This enables the
power of any observations to be increased so that small non-significant studies can
be combined with each other to determine whether a true effect is present or not.

5.7 References
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Phases of clinical trials
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Medical Research Council (MRC) info on experimental medicine:
Experimental medicine - Research - Medical Research Council

William M Trochim, Cornell University: Knowledge Base - Research Methods
Knowledge Base

NIHR Research Design Service (RDS) — South West.
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6. Research Governance and Regulations

All health and social care research carried out in the UK is governed by strict
regulations to:
e Ensure that research is carried out consistently to high ethical and scientific
standards,
e To prevent poor performance, adverse events where possible, and uncover
any misconduct and/or fraud.
e Ensure that lessons are learned and shared when poor practice is identified.

The UK Policy Framework for Health and Social Care Research sets out principles of
good practice in the management and conduct of health and social care research in
the UK. The framework applies to health and social care research involving patients,
service users or their relatives or carers.

The Health Research Authority and the health departments in Northern Ireland,
Scotland and Wales have developed the policy framework following public
consultation in 2016. It replaces the separate Research Governance Frameworks in
each country with a single, modern set of principles for the whole UK.

6.1 Guidance, Legislation & Regulatory Bodies
The Declaration of Helsinki 1964 - WMA Declaration of Helsinki — Ethical Principles

for Medical Research Involving Human Subjects — WMA — The World Medical
Association
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The Declaration of Helsinki is the original key document that protects the rights of
individual participants in the field of bio-medical research throughout the world. It
was produced in 1964, and has been revised on 6 separate occasions. The
underlying principles have not changed, but modifications include clarification on the
ethical use of placebos, protecting vulnerable groups, and a requirement that
research participants should be informed about the outcomes of the research that
they have participated in. The declaration was previously not legally binding, but the
principles have now been incorporated into both European and UK law.

Good Clinical Practice (GCP)

GCP is an international ethical and scientific quality standard for designing,
conducting, recording and reporting trials that involve the participation of people.
GCP is applicable to all clinical research.

Medicines for Human Use (Clinical Trials) Requlations 2004 -

The Human Medicines Regulations 2012 embeds the International Conference on
Harmonisation-Good Clinical Practice (ICH-GCP) guidelines into UK Law and
mandates all parties practicing research to adhere to them. It has been amended
several times to incorporate clauses for emergency research, research involving
vulnerable groups (adults lacking capacity and children) and most recently research
in pandemic situations.

Clinical trials authorisation for CTIMPs

Clinical trials of investigational medicinal products (CTIMPs) conducted in the UK
require both clinical trial authorisation (CTA) from the Medicines and Healthcare
products Regulatory Agency (MHRA) The MHRA is responsible for advising on the
Regulations and requirements for CTA. Clinical Trials of Investigational Medicinal
Products (CTIMPS)
The MHRA provides a notification scheme for certain lower-risk trials, defined as
‘Type A’ trials. These are trials involving medicinal products licensed in any EU
Member State if:
e They relate to the licensed range of indications, dosage and form, or,
e They involve off-label use (such as in paediatrics and oncology, etc) if this off-
label use is established practice and supported by sufficient published
evidence and/or guidelines.

Preparation of application for CTA Applications to MHRA for CTA can be prepared
using IRAS. Alternatively, applicants may enter the data required for the application
using the EudraCT website https://eudract.ema.europa.eu/ .

The Human Tissue Act 2004:
https://www.legislation.gov.uk/ukpga/2004/30/contents

7. Study Set-Up

Before any research study can be delivered in the UK, regulatory approvals, ethics
permission and confirmation of capacity and capability should be in place. These
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ensure that the study complies with the correct regulations and therefore is safe and
feasible to conduct at NHS and other sites.

7.1 Study Feasibility & Site Set-Up

Study feasibility reviews ensures a proposed study has an improved chance of being
successfully completed. It considers the tasks and the activities outlined in a clinical
research protocol, which describes the patient population, recruitment, trial timeline,
study procedures and involvement of human subjects. The aim of a feasibility review
is to confirm that the Organisation can deliver the study prior to research set-up
commencing, and should be considered the first step in setting up your project.

It is important that feasibility work is undertaken at the earliest stage for any
proposed study in an NHS or non-NHS setting to ensure that:
e |t fits the patient/client pathways.
e The study is completed in the correct geographical area based on population
need and health data.
e That it can be delivered in the selected health or care setting.

Each site has a defined process for conducting feasibility and it is important to be
aware of this when supporting study set up. Key stakeholders involved in this
process will be the lead organisations R&D department and clinical and supporting
services.

Reference: https://www.kch.nhs.uk/research/setting-up/feasibility-and-review-
process

7.2 Integrated Research Application System

Applying for approvals is done through the IRAS (IRAS) which is an online web-
based system for preparing regulatory and governance applications for health and
social care research. The IRAS system allows for submission to the relevant
regulatory bodies. Itis a UK-wide system, which is provided by the Health Research
Authority on behalf of the IRAS partners.

IRAS captures the information needed for the relevant approvals from the following
bodies:

Administration of Radioactive Substances Advisory Committee (ARSAC)
Confidentiality Advisory Group (CAG)

Gene Therapy Advisory Committee (GTAC)

Health Research Authority (HRA) for projects seeking HRA Approval
Medicines and Healthcare products Regulatory Agency (MHRA)

NHS / HSC R&D offices

NHS / HSC Research Ethics Committees

National Offender Management Service (NOMS)

Social Care Research Ethics Committee
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The system has an e-learning module, which is free to use and does not require
registration or a login.

7.3 Research Ethics Committee (REC) Approval

Submission to REC (Research Ethics Committee) is done at the same time as
submission to the HRA. HS RECs review research taking place in or through the
NHS, and other health and social care research as required by Law or Policy. This
includes the Gene Therapy Advisory Committee..

Further information is provided in the Governance Arrangements for Research Ethic
Committees.

The primary function of a REC is to protect the rights, safety, dignity and well-being
of all actual or potential participants in the NHS. The REC is entirely independent of
the researcher and the organisations funding and hosting the research.

Flagged Research Ethics Committees will review specific study applications that are
based on the relevant expertise (academic, ethical or professional) of the committee
based on training or previous ethics experience.

Non-NHS Research Ethics Committees are not delivered by the HRA.

MoDREC (The Ministry of Defence Research Ethics Committee) ensures that all
MoD research involving human participants meets nationally and internationally
accepted ethical standards.

Higher Education Institution Research Ethics Committees are established as part of
the internal governance arrangements of the university. Research that meets the
governance arrangements for REC, will not require internal ethics as well.

The Social Care Research Ethics Committee provides guidance for social care
research and will confirm the requirements for University REC or Social Care REC.

7.4 Application for NIHR CRN Portfolio Adoption

In August 2020, the new non-commercial Portfolio Application service was launched
to enable researchers using the HRA/MHRA'’s combined review service, to apply for
CRN support directly through CPMS. This will be rolled out to include additional
study types in a phased manner.

Previously investigators applied for adoption for most research within the IRAS
application system. Since 15t January 2022, the non-commercial portfolio application
system has gone live in CPMS. Application for adoption within CPMS has been
mandatory from 15t January 2022 for English led CTIMP’s and English led studies
that do not require HRA approval e.g., those taking place in public health, social
care, research tissue bank etc.

7.5 HRA Capacity and Capability assessment process
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Before any study can be delivered in an NHS setting, regulatory approvals, ethics
permission and confirmation of capacity and capability at NHS sites should be in
place. These ensure that the study complies with the correct regulations and is
therefore, safe and feasible to conduct at NHS sites. Clinical Trials of Investigational
Medicinal Products (CTIMP) conducted in the UK also require a clinical trial
authorisation from the Medicines and Healthcare Regulatory Agency (MHRA).

The Chief investigator/Lead NHS R&D Office is responsible for submission for
regulatory approvals through the IRAS system, however not all studies require HRA,
some for example where there are just non-NHS sites or phase 1 healthy volunteer
studies only REC approval is needed.

7.6 Useful Links & Documents

Each organisation undertakes an assessment of their capacity and capability to
support the research. A range of papers, templates and presentations have been
created as HRA Approval has been developed and is rolled out. Listed below are
links to some of the key documents and a brief explanation of their purpose.

e Assessing, Arranging and Confirming: Clarifications on HRA Terminology: to
support NHS organisations and sponsors this document gives more information
on the terminology used by the HRA for activities relating to site.

e HRA Approval in Primary Care Settings: This paper has been developed in
collaboration with the NHS R&D Forum Primary Care Working Group and the
NIHR CRN to provide further clarity about the set-up of HRA Approval studies in
primary care settings.

e The Clinical Research Network has published a set of principles for good
clinical practice in assessing, arranging and confirming local capacity and
capability for participating organisations and sponsors delivery CRN Portfolio
studies.

e The NHS R&D Forum Primary Care Working Group has published a
companion document which focuses on the local support functions which primary
care research offices can provide.

Studies which have already applied for REC review but have not applied for R&D
review, which need to add new NHS sites in England, or have amendments should
follow the specific HRA Approval processes outlined on the HRA webpage.

8. Study Conduct

8.1 Key Personnel & Responsibilities

Some of the key roles and responsibilities within a study are outlined below. For
further information follow the link:
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/roles-
and-responsibilities/

Study Sponsor
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e A Study Sponsor is the organisation or partnership that takes on overall
responsibility for arrangements being in place to set up, run and report on a
research project.

e All health and social care research should have a sponsor. This includes all
research that involve NHS patients, their tissue or information. Further
information regarding Sponsor responsibilities is available in the ‘UK Policy
Framework for Health and Social Care Research.’

e The study sponsor depending on the type of study may contract an individual
to visit sites and check on the work that is being carried out on the study by
the partner organisation. These individuals are called Clinical research
associates (CRA), Clinical Research Officers (CRO) or are commonly known
as Monitors. These visits are organised in advance and it is important for us
as research colleagues to welcome them and assist them with their work.

Chief Investigator (CI)

e Responsible for the design, management and reporting of the study for all
sites.

e Responsible for ensuring that each investigator is aware of their legal duties
and obligations.

e Responsible for ensuring the protocol is approved by relevant bodies, any
pre-conditions are acted upon, and that research follows the agreed protocol
except in the case of urgent safety measures.

e Undertakes duties delegated by the sponsor (usually working in conjunction
with a Clinical Research Organisation (CRO) if it is a pharmaceutically funded
trial).

e Publishes the clinical study results as soon as possible following study
completion. In a multi-centre study, the ClI must ensure that the data from one
centre is not published before the publication of the whole study without
his/her consent and must obtain sponsor approval prior to publication.

Principal Investigator (PI)

It is the responsibility of the Pl to conduct the study according to the protocol and to
ensure that he/she has the necessary patient population available to conduct the
study within the period defined in the study protocol.

The PI also holds additional responsibilities:

e To ensure that the study is performed in accordance with the International
Good Clinical Practice standards (ICH GCP) and conforms with the principles
of the Declaration of Helsinki (revised version 1996), all local laws and
regulations concerning clinical studies.

e To ensure that the site has confirmed capacity and capability

e To ensure that all staff involved in the study have a full understanding of the
protocol and its requirements, and that their roles are documented on a study
delegation log.

e To confirm subject eligibility according to the inclusion/exclusion criteria stated
in the protocol.

e To obtain and record subject consent.
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e To withdraw a subject from the clinical trial for any reason should this be
thought to be in their best interests.

e To perform protocol directed medical care including assessment, examination
and prescription of study and support medication.

e To ensure subject anonymity is maintained.

e To ensure the completeness and accuracy of case report forms.

e To agree to allow the monitor/auditor/inspector to have access to any or all of
the study materials needed for source data verification and proper review of
study progress.

e To report all safety events: Serious Adverse Events (SAES), Serious Adverse
Reactions (SARs) or Sudden Unexpected Serious Adverse Reaction
(SUSARS), as outlined in the protocol, including prompt reporting to the
sponsor to ensure further communication with the MHRA/REC if applicable
within the statutory timelines.

e To retain all essential documents as per NHS and Trust guidelines (usually a
minimum of five years following the end of a study, at least two years after the
approval of a marketing application (for a new drug) or longer if required by
the regulatory requirements).

e To comply with the study sponsor and regulatory authority requirements
regarding the auditing of the study.

Research Delivery staff

Staff supporting the study such as the Research Nurse, Allied Health Professional
(AHP), Clinical Research Practitioners, Clinical Trials Officer (CTO), Research
Practitioner or Research and Development Facilitator (R & D Facilitator, data
manager/officer) have their responsibilities delegated by the PI, these responsibilities
may include:

e Preparing & submitting local regulatory approval applications.

e Ensuring that they have attended a site initiation visit (SIV) and received any
appropriate training prior to the trial commencement.

e Co-ordinating the clinical trial in terms of patient screening, recruitment, entry
into the trial via randomisation if applicable and subsequent patient visits.

e Checking patient eligibility according to the inclusion/exclusion criteria stated
in the protocol in collaboration with medical staff.

e Collaborating with clinicians in assessing patients and making treatment
decisions according to the protocol.

e Delivery of investigational agents/treatments and protocol directed care.

e Handling, spinning, labelling, storage and shipping of blood and urine
pharmacokinetic samples.

e Ensuring that source documentation is a true reflection of decisions and
actions taken for each individual patient.

e Completion of case report forms and ensuring relevant follow up data is
collected (e.g. quality of life data). Under current funding regulations CRN
research support staff will largely be involved in study screening and
recruitment, only and involved in follow up aspects of studies in so far as
required by safety requirements of GCP.
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e Monitoring and reporting all safety events: SAEs, SARs, SUSARs etc, as
outlined in the protocol, including prompt reporting to the study sponsor to
ensure further action to MHRA/REC within statutory timelines.

e Liaising with the study sponsor regarding the conduct of the trial.

e Educating patients/subjects and dissemination of trial related information to
staff.

Please refer to your professional organisations and registering bodies for further
guidance.

8.2 Protocol, Specific Requirements & Standard Operating Procedures

A protocol is the document that describes the objective(s), design, methodology,
statistical considerations, conduct and organisation of a trial. It is in effect an
instruction manual for research teams to ensure that they all adhere to the same
methods and procedures when conducting the trial. A protocol amendment is a
written description of a change(s) to, or formal clarification of a protocol. A protocol
and any amendments to it must have received approval from both Ethics and R&D
(and any other relevant approval agencies if applicable, e.g. MHRA) before it can be
implemented.

When reading a protocol, you should identify the main sections and consider the
context of your role & responsibilities in the study.

Standard Operating Procedures (SOPs) are defined in the ICH-GCP guidelines as
“detailed written instructions to achieve uniformity of the performance of a specific
function.” The aims of SOPs are to ensure that any procedure performed as part of a
research trial is done to a consistently high standard, thus enhancing the quality of
the data produced. SOPs are of particular importance when a trial is being run over
several sites, and involves a number of research personnel.

SOPs are relevant to all aspects of a research trial. As a rule, anything that is done
as part of a research trial should have an SOP. Before commencing a trial specific
procedure, the appropriate SOP should be read.

SOPs should be written by those performing the procedures, to ensure that they are
a workable record of what happens. To achieve their purpose, SOPs need to be
easy to read and implement. Once written, SOPs should be reviewed and updated
regularly to ensure that they are up to date and relevant to practice. Staff involved in
the procedures should carry out the review process so that they can identify any
deficiencies that may exist. The PI, Network Manager or Clinical Lead should
approve the final SOP.

SOPs normally include:

Number and title of procedures
Purpose of the study

Other related procedures
Personnel involved with procedure
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e \When and how the procedure should be performed
e Date of version in use
e Name of author and approval signature(s).

Good practice mandates that a central file of SOPs for research staff should be
available to access when required. Research staff are likely to be actively involved in
writing, reviewing and developing SOPs.

Each team, department or organisation will have a set of SOPs which give clear
instructions on the processes involved in the day-to-day management of clinical trial
procedures. It is recommended that you obtain copies and refer to them regularly, to
ensure that you are reading the correct version of these documents.

The above is an outline of the procedures involved in running a trial in a clinical
setting. Much of the information you will need is contained on the Clinical Trials
Toolkit website: www.ct-toolkit.ac.uk. Please refer to your local clinical trials SOPs as
you work your way through the information on the website.

9 Data Quality & Management
9.1 Essential Documents

Essential documents are documents which enable the evaluation of the conduct of a
trial and the quality of the data produced. The documents serve to demonstrate the
compliance of the investigator and their study team, sponsor and monitor with the
standards of Good Clinical Practice and with all applicable regulatory requirements.
Essential documents ‘tell the story’ of the study from beginning to end; most are
stored in a trial master file or investigator site file.

An easy way to remember essential documents is to put them into two categories:
Patient Specific and Trial (or non-patient) Specific.

https://ichgcp.net/8-essential-documents-for-the-conduct-of-a-clinical-trial/

9.2 Data & Case Report Form Completion

A Case Report Form (CRF) is a record of all the data and other information on each
subject required by the research protocol. The ICH GCP guidelines include strict
guidance relating to CRF completion, as they are the official documentation of the
trial for the authorities. The CRFs, along with source documentation would be closely
examined in the event of an audit, and during monitoring visits from the study
sponsor.

The CRF should collect necessary information about:
The patients.

Administration of the study drug.

Study specific procedures.

The outcome of any assessments.

Details of any adverse events.
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Only personnel identified by the Pl should complete CRFs. These can include:
e The Principal Investigator.
e Co-Investigators.
e Research team members who have been delegated the responsibility by the
Pl.

Anyone completing a CRF should have completed the delegation/signature log in the
investigator/site file and provided a copy of their CV. CRFs should be completed
during, or as soon as possible after the associated visit/patient assessment, to
ensure that the information is up to date and accurate. Before any monitoring or
audit visits, it is essential to ensure that CRFs are as up to date as possible.

Guidelines to paper CRF completion:

e Always use black ball point pen to complete a CRF.
e If the CRF is on carbonless duplicate paper, ensure that an appropriate
separator is inserted.
e Never leave blank spaces. If a section cannot be completed write, as
appropriate: not known (NK), not done (ND) etc.
e All entries must be legible.
e Corrections must be made as follows:
a) Cross out incorrect entries with a single line, so that the original
entry is still legible.
b) Enter the correct data. Initial and date correction.
c) Ifitis not obvious, then explain alteration.
d) Never enter a research subject’s full name on a CRF.
e) The CRF for each patient must be signed off by the Principal
Investigator to indicate that they believe that they are complete and
correct.

CRF completion is one of the most important roles of the research staff, as it is the
only source of data that will be received by the sponsor company. Accurate and
thorough completion is essential.

Electronic CRF completion (e-CRF) is now the preferred method for many studies
and sponsors to collect data. There are various platforms used and each study will
require you to have access and training in their specific eCRF completion
requirements.

9.3 Data Quality

Accurate data collection is essential to maintaining the integrity of research. Both the
selection of appropriate data collection instruments (existing, modified, or newly
developed) and clearly delineated instructions for their correct use reduce the
likelihood of errors occurring.

https://ori.hhs.gov/education/products/n_illinois _u/datamanagement/dctopic.html
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Inaccurate recording of data can lead to invalid study results and therefore should be
taken seriously at every point of collection, transcription and dissemination.

9.4 Safety reporting

Pharmacovigilance is defined as watchfulness in guarding against danger from
drugs; it is the continuous process of monitoring, evaluating, and improving the
safety of medicines. In clinical trials there are defined procedures for reporting,
monitoring and managing adverse reactions and events that satisfy the requirements
of the law i.e. The Medicines for Human Use (Clinical Trials) Regulations. To comply
with this Act organisations taking on pharmacovigilance responsibilities need to
record, notify, assess, report, analyse and manage adverse events in trials.

The regulations distinguish between:

Adverse Events (AEs): Any untoward medical occurrence in a CTIMP subject (does
not need to have a causal relationship with the IMP, but if there is, this is sometimes
referred to as an Adverse Reaction).

Serious Adverse Events (SAES): Any adverse event which results in death, is life-
threatening, requires hospitalisation or prolongs hospitalisation, causes disability or
incapacity, causes a congenital abnormality/birth defect, or other (specified by
sponsor).

Serious Adverse Reactions (SARs): An SAE that has a causal relationship to the
IMP.

Suspected Unexpected Serious Adverse Reactions (SUSARS): A SAR, the
nature or severity of which is not consistent with the applicable product information
(e.g. investigator brochure or product characteristics).

It is the responsibility of the research team to notify the trials unit or study sponsor of
SAEs, SARs and SUSARS within the time specified in the protocol. Systems must
be in place to ensure that adverse events are assessed by the principal investigator
or co-investigator for:

1. Causality (is it a reaction to a trial medicine or not?)

2. Expectedness (is the reaction a recognised adverse effect of the medication or is
it unexpected?) The regulations allow the sponsor/CI to specify in the protocol SAEs
that do not need to be notified immediately, for example if the event is one of the
main expected outcomes in the trial (e.g. death). Sponsors have to make sure that
SUSARS are reported promptly to both the regulatory authorities and the relevant
Ethics Committee (within 7 or 15 days depending upon the outcome). Prompt
reporting by the site research team to the sponsor is essential.

There will be a local SOP for the reporting of SAEs which must be adhered to. In
order to meet the tight reporting deadlines above, the clinical research team must
report any SAE to the trial’s office as soon as possible and not later than 24 hours
after first discovering that the event has occurred.

An annual safety report must be sent by the trial’s office to the regulatory authorities
and relevant Ethics Committee. The report should include Adverse Events (AE)
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explicitly detailed in the protocol; all reported Serious Adverse Events, Serious
Adverse Reactions and SUSARSs.

9.5 Storage & Archiving

Essential documents must be retained (archived) for a sufficient period of time
(according to the sponsor and R&D policies and procedures) to allow for audit and
inspection by the regulatory authorities. They should be readily available upon
request.

Storage

e Essential records should be maintained in a legible condition.

e Archiving arrangements should be made at the protocol development stage of the
research. Costs and storage should be considered.

e Adequate and suitable space should be provided for the safe and secure storage
of all essential records upon completion of the trial.

e The archiving facility should be secure, with appropriate environmental controls
and adequate protection from fire, flood and unauthorised access.

e The documents can be stored by a subcontractor (e.g. commercial archive) but
the ultimate responsibility for the quality, integrity, confidentiality and retrieval of
the documents resides with the sponsor (ICH-GCP).

Access to archives should be restricted to authorised personnel. An archive log or
index should be maintained to record all essential documents that have been
entered into the archive, and to track and retrieve documents on loan from the
archive.

The sponsor should be made aware of the storage arrangements for the documents.
If the investigator is no longer able to maintain custody of their essential documents
the sponsor should be notified in writing and the investigator/institution must make
appropriate arrangements.

Duration of Archive

The sponsor will need to consider whether the results may or may not be included in
a marketing authorisation application and should take the appropriate steps to
ensure appropriate retention of the essential documents. Consideration of site-
specific archiving requirements as detailed by each R&D Department is essential as
these may differ from department to department.

9.6 Destruction of Essential Documents

The reason for destruction of essential documents should be documented and
signed by a person with appropriate authority. This record should be retained for a
further five years from the date that the essential documents were destroyed. The
sponsor (or someone on the sponsor’s behalf) should notify investigators in writing
when the trial records can be destroyed.
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Local Host Site(s) Guidance Information

Orientation to a new staff member’s immediate work environment/host Trust is a key
first stage in any induction programme. The checklist below is intended as an aid to
help ensure key information is considered but recognises this will be utilised
according to specific locality (including omissions and additions to the list).

Guidance checklist:

e Facility/Departmental Welcome e.g., who is who, staff facilities, tour.

e Organisational structure, key committees and departments (overview of key
aspects; dept-based, Trust-wide).

e Specific roles, line management, and (where applicable) matrix management
between CRN and Host Trust.

e Local policies and procedures, including travel expenses claims, equipment
support.

e Other departments commonly involved with the research within the

organisation and local practice for access/liaison (e.g., pharmacy, path labs,

radiology, R&D dept).

Links with partner universities and other facilities (e.g., CRF, Biobank).

Local networks (e.g., local specialty research groups, meetings, fora).

General information and administration.

Locally used abbreviations and terminology explained.

History of the organisation.

10 Patient, Public Involvement and Engagement (PPIE)

The NIHR aims to deliver diverse and inclusive research to ensure best
research for best health ....by everyone for everyone.”

PPIE is the term used by the NIHR Clinical Research Network (CRN) to describe
network activity which supports patient involvement and engagement in research.
Patients, carers and the public help the NIHR make research happen. From taking
part in clinical trials to working collaboratively with researchers, clinicians and health
professionals to improve the quality of our research, how it is designed, delivered
and then used to change treatment and care.

10.1 What is the purpose of PPIE?

Help patients to get involved in research.

Ensure that research is designed to benefit patients.
Direct resources efficiently.

Deliver well designed studies.

Prepare a ‘Research Ready’ population.

Enable patients to choose to take part in research.
Support good use of evidence.

Support a good research experience.

10.2 The Research Champion
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e Research Champions are patients, carers, members of the public, people who
have or haven’t taken part in a research study.

e Research Champions volunteer their time to promote the benefits of health
and social care research to patients and the public, and especially those
groups who are currently less likely to take part in research.

e They also help research and healthcare staff understand more about the
experiences of those who take part in research.

e A Research Champion can support the CRN SWP, Partnering Organisations,
Primary and Social Care according to their skills, interests and times that they
can commit.

e They can be a resource for patients, carers and the public who are thinking
about taking part in research.

e Support national initiatives e.g., Be Part of Research:
https://www.youtube.com/watch?v=80d-LAjWk9Y

Statements from teams that have been supported by Research Champions

“l would definitely do a study walk through before any trial now as it was so helpful, |
think this activity will make us much slicker when performing our visits and overall,
more professional.” Research Nurse Specialist

“The walk through has continued to have an effect and has always brought up at
least one potentially barrier or query that needs to be ironed out before the study
commences”. Deputy Research and Development Manager

“l found the session with the lay members really useful. We valued the opportunity to
discuss our research proposal with individuals who could have potentially benefited
from the intervention we are planning” - Avril Collinson — Prohealth@home
preventing diabetes

10.3 Equality, Diversity and Inclusivity

PPIE will support the NIHR Equality, Diversity and Inclusivity strategy (currently in
development). The NIHR is committed to actively and openly supporting and
promoting equality, diversity and inclusion by aiming to be a diverse and inclusive
funder, both in terms of the people who lead and run the NIHR and the people who
lead, deliver and are involved in our research. To achieve this, we will endeavour to:

e Understand the causes of any inequities and barriers to diversity in NIHR
training, research and delivery, and understand the interventions that work to
address these

e Connect with communities where our research will make the biggest
difference, and involve a broad range of patients, public and carers at every
step

e Embed equality, diversity and inclusion in our culture and the way we work, so
that we can attract the best people and take forward the best ideas and the
best research.

10.4 What can you do?
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PPIE is the responsibility of every person working in health and social care research.
Patients, carers and members of the public can provide a sense check for all the
work we do. To find out more about how PPIE affects your role and what you can do
to support PPIE please contact your RD&l Manager, Lead Research Nurse or Team
Leader for local and network contacts.

10.5 Resources:

https://www.nihr.ac.uk/patients-carers-and-the-public/

https://www.nihr.ac.uk/patients-carers-and-the-public/i-want-to-help-with-
research/research-champions.htm

https://www.nihr.ac.uk/about-us/what-we-do/equality-diversity-and-inclusion.htm

https://www.nihr.ac.uk/documents/strengthening-our-commitment-to-equality-
diversity-inclusion-and-patient-and-public-involvement-and-engagement-ppie/24697

https://www.nihr.ac.uk/documents/improving-inclusion-of-under-served-groups-in-
clinical-research-quidance-from-include-project/25435

https://www.nihr.ac.uk/documents/ppi-patient-and-public-involvement-resources-for-
applicants-to-nihr-research

Glossary of terms

AE Adverse Event

ADR Adverse Drug Reaction

AR Adverse Reaction

ARSAC Administration of Radioactive Substances Advisory
Committee

CA Competent Authority

CAPA Corrective Action and Preventative Action

Cl Chief Investigator

CRA Clinical Research Associate or Clinical Research
Agreement

CRF Case Report Form or Clinical Research Facility

CRN Clinical Research Nurse or Clinical Research Network

CRO Clinical Research Organisation

CSP Co-ordinated System for Gaining NHS Permissions

CTA Clinical Trials Authorisation or Clinical Trials Agreement

CTIMP Clinical Trials Investigational Medicinal Product

DoHSC Department of Health and Social Care

EDC Electronic Data Capture

eTMF Electronic Trial Master File

EudraCT European Union Clinical Trials Database

FDA Food and Drug Administration
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FPFV

First Patient First Visit

GCP Good Clinical Practice

GLP Good Laboratory Practice

GMP Good Manufacturing Practice

GP General Practitioner

GPVP Good Pharmacovigilance Practice

GTAC Gene Therapy Advisory Committee

HEI Higher Education Institution

HFEA The Human Fertilisation Embryo Authority

HRA Health Research Authority

HTA Human Tissue Authority

B Investigator Brochure

IDMC International Data Monitoring Committee

IMP Investigational Medicinal Product

IR(m)ER lonising Radiation (Medical Exposure) Regulations
http://www.legislation.gov.uk/uksi/2017/1322/contents/made

IRAS Integrated Research Application System

ISF Investigator Site File

ITT Intention to Treat

IVRS Interactive Voice Response System

LoA Letter of Access

LPLV Last Patient Last Visit

mCTA Model Clinical Trial Agreement

MHRA Medicines and Healthcare Products Regulatory Authority

NHS National Health Service

NIHR National Institute for Health Research

NRES National Research Ethics Service

PD Pharmacodynamics

Pl Principal Investigator

PIC Patient/Participant Identification Centre

PIL Patient or Participant Information Leaflet

PIS Patient or Participant Information Sheet

PK Pharmacokinetics

QA Quality Assurance

QC Quality Control

R&D Research and Development

REC Research Ethics Committee

SAE Serious Adverse Event

SAR Serious Adverse Reaction

SmPC Summary of Product Characteristics

SOP Standard Operating Procedure

SSA Site Specific Assessment

SSI Site Specific Information
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SUSAR Sudden Unexpected Serious Adverse Reaction
TMF Trial Master File

TMG Trial Management Group

TSC Trial Steering Committee

UKCRC UK Clinical Research Collaboration

WHO World Health Organisation
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