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Introduction

A work group is a specialist group that have come together at the request of the UK Clinical
Research Facility (UKCRF) Network (with the agreement of the Senior Management Team),
with a specific area or piece of work in mind, which can be finite or ongoing. The main purpose
of a work group is to develop and share best practice.

Objectives and Purpose

The Study Intensity Work Group was established and continues to support the UKCRF Network
in achieving its objectives and lead on the ongoing development, implementation, and
validation of the Study Intensity Tool.
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The primary purpose of the group to support the implementation and use of the Study
Intensity Tool at CRFs and other NHS/HSE clinical research departments across the UK and
Ireland. The tool assists researchteams in assessing workload and informs workforce planning
decisions, providing a validated and standardised approach across the Network. The tool
accurately predicts the Whole Time Equivalent (WTE) staffing numbers required for the
efficient delivery of a specific clinical study.

Each work group sets annual objectives, which are accessible to members via the Group’s MS
Team channel.

The Study Intensity Work Group is part of the UKCRF Network’s Work Package for Operational
Excellence (WP1). More information about the broader objectives of this Work Package can
be found on the Network’s website.

Scope of Work

e Tool Development: Lead the ongoing development of the Study Intensity Tool,
ensuring that it meets the needs of users and provides an objective and accurate
calculation of study intensity and staffing resources required to deliver a research
study.

e User Support: Develop and maintain a comprehensive training package and
associated resources for new users of the tool. Offer ongoing training and support to
new and existing users of the tool.

e Network of Experts: Develop and maintain a network of trainers and expert users
familiar with the use of Study Intensity Tool across the UK.
Set clearly defined objectives, using the standard UKCRF Network Template.

e Share Best Practice: the accurate calculation of the intensity level and staffing
resources required to deliver an individual or portfolio of research studies via the use
of the Study Intensity Tool.

e Evaluation: Collate and act on user feedback to ensure training and associated
resources are fit for purpose and easy to use.

Responsibilities
Group Chair and Deputy Chair:

e Organise and facilitate group meetings, online forums, and workshops to support the
development and use of the Study Intensity Tool. Ensure members meet the
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membership criteria (by working with the Project Officer), and encouraging diversity
where appropriate (e.g., geographically, professionally).

e Agree and deliver annual objectives for the group.

e Establish and oversee task-and-finish sub-groups to deliver specific objectives, when
required.

e Promote a culture of using the Study Intensity Tool to assist with feasibility and
workforce planning assessments in CRFs across the Network.

e Ensure sufficient training sessions for new and existing users are scheduled on a
regular basis throughout the rolling year.

e Toreview and manage new member requests.

e Collaborate with other work groups and external agencies/ organisations to achieve
work group and Network objectives.

Group Members are expected to:

e Actively contribute to the group's objectives and attend scheduled meetings and
events.

o Members are encouraged to attend all meetings to ensure group cohesion and
support group objectives.

o While occasional absence is understood, members should, where possible,
arrange for a suitable deputy.

o Membership will be reviewed annually, considering attendance and
contribution, and may be revised if necessary.

e Review and test the tool when in development to ensure quality assurance and
computer system validation.

e Share expertise, local practices, and peer support with the group to promote use of
the Study Intensity Tool.

e Promote group resources and key messages with colleagues at their respective CRF.

e Join task and finish groups to support the maintenance and development of tools,
training resources, and guidelines.

e Actively participate in the scheduled training sessions to support new and existing
users of the Tool. The training responsibilities will be shared equally between group
members.

e Respond to queries from users of the tool in a timely manner.

e Obtain approval from their Line Manager or CRF Manager before joining the group.

Membership Criteria

The Study Intensity Work Group consists of representatives from various CRFs across the UK
and Ireland with expertise in study set-up and delivery, particularly in paediatric, adult, or
disease-specific studies, as well as experience using the Study Intensity Tool or with advanced
Excel skills.
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Group members should have relevant experience in one or more of these areas: study set-up
and delivery, tool usage, or advanced Excel.

Membership is capped at 15 to ensure that members are given support to develop their
expertise in use of the tool. There may be the option for other members to join a task and
finish group or a user testing group to achieve clearly defined objectives within a specific
timeframe.

The Chair may invite members from outside the CRFs if their expertise aligns with the group’s
purpose and areas of work, such as representatives from partner networks or research
infrastructure.

The Operations Team manages the storage and sharing of group member details in line with
the UKCRF Network Staff Data Management Policy. Members' contact details will be shared

with other members of the group via a private Google Sheet. Members can only access these
details if they have a Google-linked account.

Meeting Management

The Group will meet at least quarterly via MS Teams. There may be face to face workshops
or meetings arranged as required to achieve group objectives.

e The Study Intensity Work Group will meet more frequently via Teams as required to
facilitate the development and testing of new versions of the Tool. This will revert to
quarterly when the new version and associated training package is launched.

The meeting must have a Chair or nominated deputy present.

Agenda must be set no less than three working days prior to the meeting.
Representatives from other parts of the infrastructure may be invited as guests when
appropriate, and members should be notified in advance.

e Administrative support (agenda, notes/minutes) should be identified from an
appropriate source.

e All virtual meetings will be recorded and stored on the MS Teams Group for
members to access.

e Chairs should remind members at the beginning of each meeting that the meeting is
being recorded.

e A summary of the key messages and actions should be shared with members within
two weeks of the meeting date.
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Dissemination and Outputs

The Chair will upload the following documents to the Group’s MS Team:
e Meeting agendas
® Meeting summary and action list
e Annual objectives
e Terms of reference

All new projects and pieces of work should be submitted to the WP Lead, Deputy Leads and
Operations Team for review using the UKCRF Network’s New Project Request Form.

The Group’s MS Team can be used to share CRF documents with the members, and for task
and finish groups to collaborate on project outputs. The Chair will work with the Operations

Team to provide all the required information for the promotion and dissemination of project
outputs and updates through emails, social media, website, workshops, conferences.

Leadership and Accountability

The Group Chair is appointed by the WP Lead and Deputies in line with the UKCRF Network
Role Selection Process (2023-2028).

Reporting

The Group Chair will provide updates on group achievements, challenges, and upcoming
initiatives to the WP Leads, who will then present these updates at SMT meetings.

Group activity will also be summarised in the UKCRF Network annual report and submitted to
the National Institute for Health and Care Research (NIHR), the UKCRF Network’s funder.

Review

This document should be reviewed every three years by the Chair to ensure that it’s still fit
for purpose. Any amendments should be submitted to the WP Lead, WP Deputy Lead and
Operations Team.

Version 1.0 May 2025
Date of next review: May 2028
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