
How to Conduct Clinical Research Under the EU Clinical Trials Regula�on

Approximate study �me: 1 hour

Level: Introductory/intermediate

Audience: Regulatory affairs 
professionals, clinical development 
staff, healthcare professionals

Region: Europe

Who will benefit from this module?

Category: Clinical, Regulatory affairs

The European Union (EU) Clinical Trials 
Regula�on ensures that the rules for assessing 
clinical trial applica�ons and for conduc�ng 
clinical trials are iden�cal throughout the 
European Economic Area (EEA). It establishes a 
harmonised procedure for gaining and 
maintaining authorisa�on for trials on the basis 
of a single electronic applica�on per trial, and 
subsequent interac�ons, via a single EU online 
informa�on system. Member states concerned 
in a trial (MSCs) collaborate on, and coordinate, 
its evalua�on and supervision. The Regula�on 
also mandates greater transparency of 
informa�on on trials. The Regula�on applies 
from 31 January 2022 and, a�er a grace period 
of one year, sponsors of all new clinical trials in 
the EEA must comply with it.

This course describes the requirements that 
must be met by, and op�ons available to, the 
sponsor during the conduct of an authorised 
clinical trial. It iden�fies the various interac�ons 
with MSCs that occur via the Clinical Trials 
Informa�on System (CTIS), and it summarises 
and links to the extensive guidance available 
from the European Commission and the 
European Medicines Agency. Its companion 
course CT11 sets out the European legal and 
regulatory context for clinical trials and 
describes how to apply via the CTIS for 
authorisa�on to conduct trials. The two courses 
therefore provide an ideal founda�on for 
understanding and complying with the new law.

Regulatory affairs professionals, clinical 
development staff, and healthcare 
professionals who sponsor or par�cipate in 
clinical trials will benefit from this module.

CT12

Module outline
- Substan�al modifica�ons
- Adding an MSC
- No�fica�ons
- No�ces, alerts, and RFIs
- Ad hoc assessments
- Correc�ve measures
- Repor�ng adverse events
- Repor�ng SUSARs
- Annual safety report
- Submi�ng trial results
- Assessment

CPD Points: 1
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Learning objec�ves

Access the relevant informa�on on the 
Clinical Trials Regula�on’s requirements for 
good clinical prac�ce, product manufacture 
and importa�on, and product labelling

Iden�fy the types of change that can be 
made to a clinical trial under the Regula�on

Describe how to apply for authorisa�on of a 
substan�al modifica�on to a trial

Outline how to extend a trial to an addi�onal 
member state of the EEA

Iden�fy the types of interac�ons between 
sponsor and MSCs that are possible via the 
Clinical Trials Informa�on System in the 
management of a trial, and describe 
circumstances in which the sponsor must 
respond to requests for informa�on

Specify requirements for safety repor�ng

Specify requirements for repor�ng of trial 
results
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