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Course Overview

Clinical trials regulations in the UK underwent a major change in 2026, affecting
everyone involved in planning, conducting, and overseeing studies. This practical
course helps learners understand the UK clinical trial framework and how to
comply with updated regulatory requirements, without assuming prior expertise.

The course covers key topics such as trial authorisation, approvals through the
Integrated Research Application System (IRAS), safety monitoring, sponsor and
investigator responsibilities, ethics and participant protection, and managing
studies across UK and EU sites. Realistic examples illustrate how trials are
conducted in practice and how adherence to the UK framework and Good Clinical
Practice E6(R3) supports participant safety and regulatory compliance. Suitable for
sponsors, investigators, and service providers, this course builds the knowledge
and skills needed to run clinical trials confidently under the new UK regulations.

Course Contents:

Introduction: The UK Clinical Trials Environment
UK Regulatory Authorities

The UK and the EU Clinical Trials Regulation (CTR)
Old Rules vs New Rules

Submitting Clinical Trial Applications in the UK
Conducting UK-Only Trials vs Multinational Trials
Managing Changes to UK Clinical Trials

Safety Reporting and GCP

Transparency and Trial Registration

Practical Tips for Conducting Clinical Trials in the UK
Scenario Learning

Duration: Approx. 2 hours

As with all of our courses, you are able to take this in your own time, on L
any device and are able to pause and restart from the place you left off.

Time taken will vary depending on your experience and how many of -~
the many optional links and activities you choose to view. —
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