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Sponsor — Submission of a Clinical Trial Application

Modifications of an initial CTA via other
applications, Non SM and RFI
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Different types of applications (1/2)

&
:,l 1. Substantial modifications applications :

- PartIonly: Article 17, 18, 19
« Part II only: Article 20
« PartI and II: Article 21, 22 and 23

Once that the initial application has been authorised, it will be possible for the sponsor
to submit a modification to the application dossier which is likely to have a substantial
impact on the safety or rights of the subjects or on the reliability and robustness of
the data generated in the clinical trial;
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Different types of applications (2/2)

ﬁﬁ 2. Addition of a Member State Concerned (Article 14)
Once that the initial application has been authorised, it will be possible for

the sponsor to submit an application to add a new MSC and provide
translations of documents according to the requirements of the MSC that
is being added

« It will be possible to submit one or more applications to add MSC at the time

« The newly added MSC will consider the assessment already done - at the time
of the initial application- on the part I and will be in the position document
considerations on the part I

« Part II documents provided for the newly added MSC will be assessed by that
MSC independently
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Video clips — submitting substantial modifications and addition
of a new MSC

EMA CTIS training programme Module 10 - Create, submit and
withdraw a clinical trial

Click here for online training materials related to this module.
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https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trial-regulation/clinical-trials-information-system-ctis-training-programme#sponsor-workspace-section

Any questions?

Further information

CT.Sponsortraining@ema.europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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