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CTR: a new legal framework

Harmonisation for part I 

National specificities for part II

CTD CTR
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• Implementing Regulation (EU) 2017/556 of 24 March 2017 on detailed 
arrangements for the good clinical practice inspection procedure

• Commission Delegated Regulation (EU) 2017/1569 specifies principles and 
guidelines for good manufacturing practice for investigational medicinal 
products and arrangements for inspections 

• Commission Implementing Regulation (EU) 2022/20 setting up the rules and 
procedures for the cooperation of the Member States in safety assessment of 
clinical trials, became applicable on 31/1/2022.

• Commission Delegated Regulation (EU) 2022/2239 as regards labelling 
requirements for unauthorised investigational medicinal products

Delegated and implementing acts
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• Under EUDRALEX Volume 10 - The rules governing medicinal 
products in the European Union

• Version 6.4, CTEG consulted, CTAG endorsed.
• Annex II: Language requirements for part I documents
• Annex III: Part II documentation - where sponsors can find national 

requirements
• Size:

• 127 pages, 162 with annexes
• 527 paragraphs
• 12 chapters

Guidance on the CTR application: 
the Q&A document
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Amend Q&A

CTAG / CTEG

Escale if not solved by best practices

CTCG
Best practices

Roundtable of assessors

Escalate if horizontal issue

National competent authorities, ethics committee
EMA  (CTIS helpdesk, Product Ownner Expert Group, ACT EU)
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From the CTR provision to CTIS functionality

Example:

CTR – Article 2

Definition of substantial modification
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Q&A – procedures
and conditions
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CTIS
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new Q&A
New function
in CTIS

CTR
Q&A

CTIS

Process

CTIS

Change

Delay
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EU Survey
on the implementation of 
the Clinical Trials Regulation



Classified as internal/staff & contractors by the European Medicines Agency 

Survey run between 18 July and 9 September 2022 from commercial and non-
commercial sponsors

Survey on the implementation of 
the Clinical Trials Regulation – round 1

CTIS: difficult to use, bugs, lack of 
functionalities

CTR: difficult to cope with the 
deadlines for RFIs, with new 
provisions on transparency

Lack of harmonization: additional 
requirements out of the scope of 
the CTR, guidelines not followed

Lack of preparedness of certain MS: 
(use of CTIS, national legislation not 

yet aligned
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Issue

Accept

Solved Persisting

Reject

Survey on the implementation of the CTR - Identification 
and screening of comments
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Solutions provided by:

• CTIS releases
• Guidance revision and production (Q&A on transparency)
• Revision of the rules on transparency

EMA - CTIS

• Guidance revision and production (Q&A)
• List of web link to national contact for specific requirements
• Clarification of language requirements

CTAG and CTEG

• Enhanced Member States coordination and cooperation
• Assessor roundtable, Ethics Committee forum
• Guidance revision and production (Best practices documents)

CTCG

• Commission structured dialogue with Member States to ensure full alignment of 
national rules with the CTR

Commission / Member States
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Objectives

- To understand the remaining hurdles that hamper:

o a smooth implementation of the CTR
o a smooth transition of the clinical trials from EudraCT to CTIS
o CTIS user friendliness

- To measure the progress achieved since the last survey
Deadline for responses: 30 September 2023 
Duration: 3 weeks

Survey on the implementation of the Clinical Trials 
Regulation  - second round
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CTR framework

Decentralised
elements of 
clinical trials

Guidance on 
complex trials

Q&A

Guidance CTR / 
IVDR

Guidance on CT 
during Covid 19
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