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Clinical Trial Facilitation and Coordination Group (CTFG)

* Type: non-public meeting, informal group

« Organizer and chair: Heads of Medicines Agencies, chaired by 2 co-chairs
elected from the members

» Attendees: Representatives from the national competent authorities for the
authorisation of clinical trials on human subjects, the European Commission
and the European Medicines Agency

 Purpose CTFG

 forum for discussion to agree on common principles and processes to be applied
throughout the European medicines regulatory network.

» Promoting harmonisation of clinical trial assessment decisions and administrﬁ
processes across the national competent authorities (NCAS)
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Clinical Trials Expert Group (CTEG)

« Type: non-public meeting, informal group

* Organizer and chair: DG SANTE, European Commission

« Attendees: 1 representative from NCA and EC per MS, EMA observer.
* Meeting: 4 times/year, with thematic ad hoc meetings as necessary

* Purpose CT EG:

 To provide the COM with advice and expertise on clinical trials in relation
to the preparation and implementation of legislation and policy initiatives.

* Draw up and adopt guidelines and documents related to the transition
from the CTD to the CTR and to the implementation of the Regulation
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Clinical Trials Coordination and Advisory Group (CTAG)

« Type: non-public meeting, formal group established by the CTR art. 85
* Organizer and chair: DG SANTE, European Commission

» Attendees: 1 representative per MS (national contact point), EMA.

* Meetings: regular and ad hoc when necessary

* Purpose CTAG

» support the exchange of information on the experience acquired with regard to the
implementation of this Regulation

« assist the Commission in providing the support on coordinated safety assessment
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» prepare recommendations on criteria regarding the selection of a RMS




National contact points

« Designated by the Member States (one/MS)

* List is public:
https://ec.europa.eu/health/sites/health/files/files/clinicaltrials/contact-
points clinical-trials reg-536-2014.pdf

 Function:

» Facilitate procedures in initial trial applications and applications for substantial
modifications

« Members of the CTAG
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Guidance documents, training

DG SANTE (CTEG) guidance documents: EudraLex-Volume

10

Collaboration with EMA and CTFG

Separately for the Directive 2001/20/EC and the Regulation

(EU) No 536/2014

Stakeholders are encouraged to follow the documents for
CTR as much as possible and in compliance with the

Directive.

A © Alltopics Medicinal products.

EudralLex - Volume 10 - Clinical trials guidelines

Volume 10 of the ication "The rules i inal products in the European Union" contains guidance documents
applying to clinical trials.

A number of documents in Volume 10 are being revised and updated fo bring them in line with the changes required by the Clinical Trials
Regulation (EU) No 536/2014. Additionally, new decuments were prepared to cover new aspects infroduced by the same Regulation

In order to make a distinciion between documents applicable fo clinical trials authorised under Directive 2001/20/EC (i.e. the current
applicable documents) and documents relevant to clinical trials authorised under Regulation (EU) No 53672014, these documents will be
listed in two separale pages on the Eudralex Volume 10 websile.

Until the Ciinical Trials Regulation becomes applicable sponsors should follow the documents relevant to the Clinical Trials Directive.

During the transitional period, which will [ast for a period of 3 years starting from when the Regulation becomes applicable, both sets of
documents will apply accordingly and should be referred to respectively according to the legisiation under which the Clinical trial is
conducted

At the end of the fransitional period all clinical trials shall be conducted under the Regulation and should follow only the set of decuments
applicable to the Regulation.

Althaugh it is not ; are ged to take already into consideration @ numbar of aspects that are outlined in the
new or updated documents published in the page dedicated to the Clinical Trial Regulation and apply them to those clinical trials
autherised under the Directive, to the extent possible and in compatibility with the legal framework of the Directive.

© Set of documents applicable to clinical trials authorised under Directive 2001/20/EC
© Set of documents applicable to clinical trials that will be authorised under Regulation EU No 536/2014, once it becomes applicable

-+ Set of documents applicable to clinical trials that will be authorised under Regulation EU
No 536/2014, once it becomes applicable

Chapter | - ion and

« Pari || application document templates

= Investigator Curriculum Vitae template: pdf A~ :‘J\r\'ord ﬂ; :
- Declaration of interest tempiate: par | -~ word [@F (-~
Chapter Il - Safety reporting

* ICH guideline E2F - Note for guidance on development safety update reports J-|(September 2010)
For more guidance on safety reporting please refer to the Q&A document on the Clinical Tnals Reguiation in Chapter V

Chapter ill — Quality

* Template for the qualified person's declaration equivalence to EU GMP for Investigational Medicinal Products manufactured in third
countries : PDF version /| - Word version HE (may 2013)
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Additional collaborations

* Training: joint COM/EMA/CTFG-HMA training
« CTIS development: coordinated jointly by EMA, COM with MS involvement

* |A for coordinated safety assessment: EMA/CTFG/COM drafting team (joint
CTEG/CTFG review)

« Joint guidelines e.g.:
« Joint COVID-19/CT Guidance
« General QnA for CTR (safety chapter by CTFG)

» Guideline to interface IVDR/CTR (in progress, driven by CTFG)
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