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1. European Union  

CTIS  

At its meeting on 14 June 2024, the Management Board of the European Medicines Agency 

(EMA) was updated on the launch of a new version of the Clinical Trial Information System 

(CTIS) that would take place on 18 June 20241. The new CTIS version displays data and 

documents on clinical trial applications in line with the timelines defined in the revised 

transparency rules (please refer to the Transparency section for further information on 

guidance in relation to this topic).  

Table 1: Selected KPIs on the CTR’s implementation (31 January 2022 to 31 May 2024)  
 
Number of initial CTAs 
submitted under the CTR 
in CTIS  

Total  
5508 

New initials Transitioned Resubmissions 

3415 1739 354 

Number of initial CTAs 
submitted under the CTR 
in CTIS per status  

Under evaluation 
 

989 

Authorized CTAs 
 

3441 

Non-authorized & 
non-valid CTAs 

138 

Withdrawn & 
lapsed CTAs 

622 

Number of CTs with a 
decision in CTIS per 
sponsor type & scope  

Commercial Non-commercial 

Mono-national 
645 

Multi-national 
1748 

Mono-national 
1100 

Multi-national 
265 

Average days from 
submission to decision for 
new initial applications in 
May 2024  

All 
~110 

Abbreviations: CT = clinical trial; CTA = clinical trial application; CTR = Clinical Trials Regulation2; KPIs: Key 

Performance Indicators | Source: EMA3 
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At the EMA Management Board meeting on 21 March 2024, it was reported that the CTIS audit 

will take place either in 2025 or 20264. The audit should assess whether the CTIS can adequately 

operate and support the implementation of the CTR and its guidance. At the same meeting, the 

European Commission highlighted that the CTIS must ensure that Member States and sponsors 

can comply with the obligations they have under the CTR5. 

It was also reported that only 20% of the transitioning clinical trials have been moved to the 

CTIS while the three-year transitional period ends on 30 January 2025; sponsors have been 

strongly advised to submit the applications as soon as possible considering the time necessary 

for completing the authorization procedure, which can take up to three months6. Please refer 

to the Guidance and Acts section for guidance on the transition from the CTD to the CTR. 

Separately, new CTIS features were rolled out in May 2024 to collect information on how 

Individual Patient Data (IPD) will be shared with other researchers. These features are designed 

to comply with World Health Organization (WHO) requirements as the CTIS is a registered data 

provider for the organization7.  

Transparency  

As reported in the previous section, the new transparency rules coincided with the launch of 

the new version of CTIS on 18 June 2024. A key change in the transparency rules is the deletion 

of the so-called “deferral mechanism”, under which clinical trial sponsors were previously 

allowed to delay the disclosure of certain trial data and documents by up to seven years after 

the end of the trial in order to protect commercially confidential information. At the exception 

of the field regarding strength in the product section that is still in discussion regarding the level 

of confidentiality from a commercial perspective, data on CTIS trials are now made publicly 

available in line with the principles and timelines defined in the revised transparency rules8. 

Additional features such as an advanced search function will be implemented in the future to 

facilitate access to this data.   

In this context, ACT EU issued an updated guidance and a related annex on how to approach 

the protection of commercially confidential information when using the CTIS on 18 June 20249. 

The updated document reflects the changes in the transparency rules and a section on how to 

deal with trials that were uploaded prior to 18 June 2024 (“historical trials”). An updated 

version of the quick guide for users on revised CTIS transparency rules and historical trials was 

also made available on 21 June 202410. 

 Guidance and Acts  

In March 2024, the European Commission published version 6.8 of its Q&A document on the 

rules for the governance of medicinal products in the EU under the CTR11. The updates concern 

the sections on auxiliary medicinal products (AxMP), Good Laboratory Practice (GLP), and on 
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how to protect commercially confidential information in case the sponsor of a clinical trial is 

not the product owner (PO) of the investigational medicinal product (IMP). Such aspects are 

also covered in further guidance described in this section. In June 2024, the Heads of Medicines 

Agencies’ (HMA’s) Clinical Trials Coordination Group (CTCG) published a Q&A document that is 

to be read as an addendum to section 7 of the above document12. It provides further details on 

annual safety reports, safety relevant notifications, and requests for information sent within 

the ‘ad hoc’ workflow used for supervision of clinical trials. Separately, an updated version of 

the recommendations on the use of AxMP in trials was published in March 202413. Updates in 

the document concern the requirements for unmodified authorized AxMP as well as changes 

in the annexes.   

A new guidance providing recommendations on GLP principles for clinical trial applications 

under the CTR was published in March 2024 by the HMA14. The document provides details on 

common approaches and requirements regarding Organisation for Economic Co-operation and 

Development (OECD) GLP compliance of pivotal non-clinical data submitted to support a clinical 

trial application, and on regulatory acceptability for sponsors, test facilities, and other 

interested parties.  

In March 2024, the European Commission issued the fifth version of its guidance on rules 

applying to clinical trials in the EU15. The guidance provides sponsors and investigators with a 

quick guide about the rules and procedures of the CTR. The change concerns Annex I to reflect 

the content of a CTCG best practice guidance on the naming of documents.  

The European Commission published the fourth version of its guidance document dedicated to 

the transition from the CTD to the CTR16. Updated on 4 May 2024, this guidance is designed to 

provide sponsors with guidance on aspects such as which and when clinical trials are to be 

transitioned, specific steps to be taken to achieve the transition, expectations regarding the 

documentation, and whether a Member State Concerned (MSC) can be added to a clinical trial 

after its transition to the CTR. The updated content reflects the most recent state of agreements 

between National Contact Points. On a related topic, the CTCG published an updated version 

of the guide for sponsors of multinational clinical trials with different Part I document versions 

approved in different Member States under the CTD that will transition to the CTR17. In March 

and April 2024, an updated version of the CTCG best practice guide and its annexes on 

substantial modifications were published18; the documents provide guidance for sponsors on 

harmonized requirements agreed by CTCG members for updating Part I documents in line with 

the CTR at the time of the first Part I substantial modification after a minimum trial dossier was 

transitioned from the CTD to the CTR.  
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Related Initiatives 

As reported in previous editions of this report, the initiative “Accelerating Clinical Trials in the 

EU” (ACT EU) oversees CTIS operations. On 19 April 2024, the report of its January 2024 

workshop on clinical trials analytics were published19. In early 2024, the ACT EU Multi-

Stakeholder Platform Advisory Group (MSP AG) was established. The MSP AG consists of 

patients/consumers organizations, EU trade organizations, healthcare professional 

organizations, non-commercial European clinical data and translational research organizations 

and networks, and research funders20. The MSP AG has held three meetings in 2024. 

The European Commission, National Competent Authorities, Ethics Committees, and the EMA 

published the analysis report of the COMBINE project in May 202421. Established in 2023, the 

COMBINE project aims to address the issues linked to the interface between the CTR, the 

Medical Devices and In Vitro Diagnostics Regulations (MDR and IVDR). The report maps out the 

current challenges faced when conducting combined studies and possible ways forward to 

streamline the regulatory landscape.  

Finally, ACT EU launched two new advice pilots to improve clinical trials in Europe22. The first 

pilot offers advice to developers of medicinal products on clinical trials and requirements for 

marketing authorization applications by consolidating the views of the Scientific Advice 

Working Party (SAWP) and the Clinical Trials Coordination Group (CTCG) to minimize avoidable 

divergences23. The second pilot, referred to as the pre-clinical trial application pilot, provides 

technical and regulatory support on the dossier of a clinical trial application prior to its 

submission in the CTIS by providing consolidated views between different Member States on 

pre-submission topics24. 

Austria 

For Austria, ACT EU reported a total of 266 new initial clinical trial applications submitted since 

31 January 2022: 238 multinational clinical trial applications in which the country was an MSC 

(of which 40 where Austria was a Reporting Member State), and 28 mono-national clinical trial 

applications25. A total of 381 clinical trials have been authorized in Austria since January 2022.  

Austria’s Federal Office for Safety in Health Care (BASG) updated its webpage on rules and 

regulations in May 2024, where it explains the changes in the status of the role of national 

applicant under the CTR and provides additional guidance26. In January 2024, the BASG updated 

its dedicated page on the CTR, reminding sponsors of the need to transition from the CTD to 

the CTR27. 

Finally, the BASG reported the publication of the website of the Austrian ethics committees’ 

platform on 19 January 202428. The website brings together five ethics committees designated 
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by the Federal Ministry of Social Affairs, Health, Care, and Consumer Protection under Article 

29 of the Medicinal Products Act (AMG)29. 

France 

For France, ACT EU reported a total of 1194 new initial clinical trial applications submitted since 

31 January 2022: 859 multinational clinical trial applications in which the country was an MSC 

(of which 142 where France was a Reporting Member State), and 335 mono-national clinical 

trial applications30. A total of 1552 clinical trials have been authorized in France since January 

2022. 

In May 2024, the National Commission on Informatics and Liberties (CNIL) opened a public 

consultation ahead of a revision of the health data guidance (referred to as “reference 

frameworks”) following the entry into application of the CTR, among other aspects31. The CNIL 

is a regulatory body in charge of overseeing the implementation and application of laws on data 

privacy. The aim of this consultation is to identify both the changes to be made to the reference 

frameworks concerned, and the subjects on which it might be appropriate to adopt a new 

reference framework or recommendations. Stakeholders are invited to comment on three 

updated reference frameworks that are relevant to decentralize and/or dematerialize clinical 

trials: best practices for remote quality control, for the home-monitoring of health research, 

and for the electronic send out of information to patients. The consultation closes on 16 July 

2024.  

In the first half of 2024, the National Agency for the Safety of Medicines and Health Products 

(ANSM) updated two webpages reminding stakeholders of the obligations for sponsors to 

transition their clinical trials from the CTD to the CTR until 31 January 2025 and of the ongoing 

expedited evaluation procedure set up by the CTCG and that is open until 16 October 202432. 

As previously mentioned in the last editions of this report, a draft law on innovation in 

healthcare is currently being discussed by the French Parliament. The text was transmitted to 

the lower house (National Assembly) in 2022 and is being discussed by the Social Affairs 

Committee of the French National Assembly33 

Germany 

For Germany, ACT EU reported a total of 1108 new initial clinical trial applications submitted 

since 31 January 2022: 861 multinational clinical trial applications in which the country was an 

MSC (of which 268 where Germany was a Reporting Member State), and 247 mono-national 

clinical trial applications34. A total of 1425 clinical trials have been authorized in Germany since 

January 2022. 
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Germany’s Federal Institute for Drugs and Medical Devices (BfArM) updated a webpage 

providing information on the CTIS in March 202435. The webpage highlights that sponsors that 

have clinical trials approved under the CTD and that are expected to run beyond 30 January 

2025 must transfer their audits to the CTR and the CTIS. 

In January 2024, the German government proposed an amendment to the Medical Research 

Act36. Among other changes, the revision proposes to establish a “federal ethics committee” 

that will deal with certain types of products, and complex or otherwise urgent applications. The 

association “Working Group of Medical Ethics Committees” (AKEK) is also proposed as lead to 

issue guidance based on the CTR to German ethics committees. The proposed legislation also 

contains measures to facilitate decentralized clinical trials, reorganize the portfolio of 

responsibilities between BfArM and the Paul-Ehrlich-Institut (PEI), and to make the use of 

electronic informed consent easier. The German Parliament completed the first reading of the 

draft legislation on 6 June 2024, referring the proposals to the lead Healthcare Committee for 

further discussions37. 

Italy 

For Italy, ACT EU reported a total of 926 new initial clinical trial applications submitted since 31 

January 2022: 828 multinational clinical trial applications in which the country was an MSC (of 

which 97 where Italy was a Reporting Member State), and 98 mono-national clinical trial 

applications38. A total of 1250 clinical trials have been authorized in Italy since January 2022. 

Italy continued to roll out measures to implement the CTR with a particular focus on ethics 

committees in 2024. Ethics committees in Italy are organized in a tiered manner, with national 

ethics committees, so-called territorial ethics committees (TECs), as well as local ethics 

committees. On 22 May 2024, the National Coordination Center for Ethics Committees (CCNCE) 

published a report on the 40 TECs, covering aspects including their establishment, activities, 

the number of evaluated studies, and potential issues that are currently faced39. Among other 

aspects, the reports highlights that there remain issues to be addressed; those issues include 

the fact that not all TECs are fully operational and that some TECs are not fully able to carry out 

tasks assigned by the legislation due to their current composition or lack of resources for 

instance.   

Separately, the CCNCE made available a guidance document that aims to streamline the 

evaluation of Part II of the clinical trial applications by the TECs in May 202440. The document 

was produced after a lack of homogeneity in the TECs’ assessment was observed, leading to 

the blocking of applications and decreasing the attractivity of Italy for clinical trials. 
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Other EU Member States and European countries 

Denmark 

The Danish Medicines Agency (DKMA) reminded stakeholders on 11 June 2024 of the upcoming 

deadline for the transition from the CTD to the CTR and provided an overview of available 

resources on this topic41. An updated version of the agency’s guide to transition from EudraCT 

to the CTIS was made available on 18 April 202442.  

Malta 

In February 2024, the Malta Medicines Authority issued a guidance document for sponsors of 

clinical trials conducted under the CTR in Malta43. The document aims to support applicants 

that would like to submit clinical trial applications, amendments, and notifications to the 

agency. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

  

  

Updated on 1 July 2024 

 

 

 SFL Regulatory Affairs & Scientific Communication GmbH, a Veristat Company 

Tel: +41 61 361 94 43, Email: office@sfl-services.com, Website: https://www.veristat.com 

Page 8 

 

Sources 

1 European Medicines Agency (EMA). EMA Management Board: highlights of June 2024 meeting. 14 June 2024. 
https://www.ema.europa.eu/en/news/ema-management-board-highlights-june-2024-meeting  
2 Official Journal of the European Union. Regulation (EU) No 575/2013 of the European Parliament and of the 
Council of 26 June 2013 on prudential requirements for credit institutions and investment firms and amending 
Regulation (EU) No 648/2012. OJ L 176. 27 June 2013. P. 1–337 http://data.europa.eu/eli/reg/2013/575/oj 
3 ACT EU. Key performance indicators (KPIs) to monitor the European clinical trials environment (1-31 May 2024). 
25 June 2024. https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-
19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf  
4 European Medicines Agency (EMA). Minutes of the 123rd meeting of the Management Board. 11 June 2024. 
https://www.ema.europa.eu/en/documents/minutes/minutes-123rd-meeting-management-board-21-march-
2024_en.pdf  
5 European Medicines Agency (EMA). EMA Management Board: highlights of March 2024 meeting. 22 March 
2024. https://www.ema.europa.eu/en/news/ema-management-board-highlights-march-2024-meeting 
6 Idem.  
7 European Medicines Agency (EMA). CTIS newsflash – 17 May 2024. 17 May 2024. 
https://www.ema.europa.eu/en/documents/newsletter/ctis-newsflash-17-may-2024_en.pdf  
8 European Medicines Agency (EMA). EMA Management Board: highlights of June 2024 meeting. 14 June 2024. 
https://www.ema.europa.eu/en/news/ema-management-board-highlights-june-2024-meeting 
9 European Medicines Agency (EMA), European Commission, Heads of Medicines Agencies (HMA). Guidance 
document on how to approach the protection of personal data and commercially confidential information while 
using the Clinical Trials Information System (CTIS) Version 2. 18 June 2024. https://accelerating-clinical-
trials.europa.eu/document/download/6a0b836f-4779-4bb9-9584-1ce504a9ae38_en?filename=guidance-
document-how-approach-protection-personal-data-commercially-confidential-information-while_.pdf  
9 European Medicines Agency (EMA), European Commission, Heads of Medicines Agencies (HMA). Annex I: 
Guidance document on how to approach the protection of personal data and commercially confidential 
information while using the Clinical Trials Information System (CTIS). 18 June 2024. https://accelerating-clinical-
trials.europa.eu/document/download/824905dd-3033-41e6-a871-67b20c4f4c94_en?filename=annex-i-
guidance-document-how-approach-protection-personal-data-commercially-confidential_.pdf  
10 European Medicines Agency (EMA). Revised CTIS transparency rules and historical trials: quick guide for users. 
21 June 2024. https://accelerating-clinical-trials.europa.eu/document/download/a101771b-0be7-492f-b8bd-
7f551ffbb7a7_en?filename=Revised%20CTIS%20transparency%20rules%2C%20Interim%20period%20%26%20Hi
storical%20trials_quick%20guide%20for%20users_1.pdf  
11 European Commission. Questions and Answers Document - Regulation (EU) 536/2014. March 2024. 
https://health.ec.europa.eu/document/download/bd165522-8acf-433a-9ab1-
d7dceae58112_en?filename=regulation5362014_qa_en_0.pdf 
12 Heads of Medicines Agencies (HMA). CTCG’s Question and Answers on safety related issues in amendment of 
the Commission’s QnA section 7 on safety, Eudralex Vol 10. June 2024. 
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_CTCG-
QnA-on-Safety-Addendum-V1-0706.pdf  
13 Clinical Trials Coordination and Advisory Group (CTAG). Auxiliary Medicinal Products in Clinical Trials. March 
2024. https://health.ec.europa.eu/document/download/47ad006a-6ad4-488d-bb51-
ab91d11e2871_en?filename=2017_06_28_recommendation_on_axmps.pdf  
14 Heads of Medicines Agencies (HMA). Recommendation paper on principles of Good Laboratory Practices (GLP) 
for clinical trial applications under the EU Clinical Trials Regulation (Regulation (EU) No 536/2014). March 2024. 
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/GLP-
recommendation-paper.pdf  

 

https://www.ema.europa.eu/en/news/ema-management-board-highlights-june-2024-meeting
http://data.europa.eu/eli/reg/2013/575/oj
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-123rd-meeting-management-board-21-march-2024_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-123rd-meeting-management-board-21-march-2024_en.pdf
https://www.ema.europa.eu/en/news/ema-management-board-highlights-march-2024-meeting
https://www.ema.europa.eu/en/documents/newsletter/ctis-newsflash-17-may-2024_en.pdf
https://www.ema.europa.eu/en/news/ema-management-board-highlights-june-2024-meeting
https://accelerating-clinical-trials.europa.eu/document/download/6a0b836f-4779-4bb9-9584-1ce504a9ae38_en?filename=guidance-document-how-approach-protection-personal-data-commercially-confidential-information-while_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6a0b836f-4779-4bb9-9584-1ce504a9ae38_en?filename=guidance-document-how-approach-protection-personal-data-commercially-confidential-information-while_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6a0b836f-4779-4bb9-9584-1ce504a9ae38_en?filename=guidance-document-how-approach-protection-personal-data-commercially-confidential-information-while_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/824905dd-3033-41e6-a871-67b20c4f4c94_en?filename=annex-i-guidance-document-how-approach-protection-personal-data-commercially-confidential_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/824905dd-3033-41e6-a871-67b20c4f4c94_en?filename=annex-i-guidance-document-how-approach-protection-personal-data-commercially-confidential_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/824905dd-3033-41e6-a871-67b20c4f4c94_en?filename=annex-i-guidance-document-how-approach-protection-personal-data-commercially-confidential_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a101771b-0be7-492f-b8bd-7f551ffbb7a7_en?filename=Revised%20CTIS%20transparency%20rules%2C%20Interim%20period%20%26%20Historical%20trials_quick%20guide%20for%20users_1.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a101771b-0be7-492f-b8bd-7f551ffbb7a7_en?filename=Revised%20CTIS%20transparency%20rules%2C%20Interim%20period%20%26%20Historical%20trials_quick%20guide%20for%20users_1.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a101771b-0be7-492f-b8bd-7f551ffbb7a7_en?filename=Revised%20CTIS%20transparency%20rules%2C%20Interim%20period%20%26%20Historical%20trials_quick%20guide%20for%20users_1.pdf
https://health.ec.europa.eu/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en?filename=regulation5362014_qa_en_0.pdf
https://health.ec.europa.eu/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en?filename=regulation5362014_qa_en_0.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_CTCG-QnA-on-Safety-Addendum-V1-0706.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_CTCG-QnA-on-Safety-Addendum-V1-0706.pdf
https://health.ec.europa.eu/document/download/47ad006a-6ad4-488d-bb51-ab91d11e2871_en?filename=2017_06_28_recommendation_on_axmps.pdf
https://health.ec.europa.eu/document/download/47ad006a-6ad4-488d-bb51-ab91d11e2871_en?filename=2017_06_28_recommendation_on_axmps.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/GLP-recommendation-paper.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/GLP-recommendation-paper.pdf


 

  

  

Updated on 1 July 2024 

 

 

 SFL Regulatory Affairs & Scientific Communication GmbH, a Veristat Company 

Tel: +41 61 361 94 43, Email: office@sfl-services.com, Website: https://www.veristat.com 

Page 9 

 

15 European Commission. Quick guide for sponsors - Regulation 536/2014 in practice. March 2024. 
https://health.ec.europa.eu/document/download/f5ad2a13-4a41-4ada-81a1-
2854783c75c0_en?filename=mp_ctr-536-2014_guide_en.pdf  
16 European Commission. Guidance for the Transition of clinical trials from the Clinical Trials Directive to the 
Clinical Trials Regulation. May 2024. https://health.ec.europa.eu/document/download/10c83e6b-2587-420d-
9204-d49c2f75f476_en?filename=transition_ct_dir-reg_guidance_en.pdf  
17 Heads of Medicines Agencies (HMA). CTCG Best Practice Guide for sponsors of multinational clinical trials with 
different Part I document versions approved in different Member States under the Directive 2001/20/EC that will 
transition to the Regulation (EU) No. 536/2014. 7 March 2024. 
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-
Working_Groups/CTCG/2024_03_CTCG_Best_Practice_Guide_for_sponsors.pdf  
18 Heads of Medicines Agencies (HMA). Best Practice Guide to sponsors – first substantial modification 
application Part I and/or Part II after CTR transition. 15 April 2024. 
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_CTCG-
Best-Practice-Guide-to-sponsors-first-substantial-modification-application-PartI-and-or-Part-II-after-CTR-
transition-vs.-2.0.pdf  
Heads of Medicines Agencies (HMA). Annex I, Cover Letter Template for first SM after transition vs. 1.0. 19 
March 2024. https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-
Working_Groups/CTCG/2024_Annex_I_cover_letter_template-
CTCG_Best_Practice_Guide_to_sponsors_on_first_SM_after_transition_vs1.docx  
Heads of Medicines Agencies (HMA). Annex II, Substantial modification template First SM after transition vs 1.0. 
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-
Working_Groups/CTCG/2024_Annex_II_substantial_modification_descrition_template-
CTCG_Best_Practice_Guide_for_sponsors_on_first_SM_after_transition_vs1.DOC 
Heads of Medicines Agencies (HMA). First SM Part II after transition vs. 1.0. 19 March 2024. 
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-
Working_Groups/CTCG/2024_Annex_III_First_SM_Part_II_after_transition_vs._1.0.pdf   
19 ACT EU. ACT EU Clinical Trials Analytics Workshop. 19 April 2024. https://accelerating-clinical-
trials.europa.eu/document/download/6985114e-02da-4f25-888f-
7147d768b31b_en?filename=ACT%20EU_Clinical%20Trials%20Analytics_%20Workshop_report_25-
26_Jan_2024.pdf  
20 ACT EU. MSP Advisory Group Members. Last accessed on 26 June 2024. https://accelerating-clinical-
trials.europa.eu/our-work/multi-stakeholder-platform/msp-advisory-group-members_en  
21 European Commission. COMBINE CTR-IVDR-MDR: Analysis report. May 2024. 
https://health.ec.europa.eu/document/download/77e1409a-f4c0-45db-bff1-
4873c7a0e7ae_en?filename=md_combined-analysis-phase-report.pdf  
22 European Medicines Agency (EMA). Two new advice pilots to improve clinical trials in Europe. 10 June 2024. 
https://www.ema.europa.eu/en/news/two-new-advice-pilots-improve-clinical-trials-europe  
23 European Commission, European Medicines Agency (EMA), Heads of Medicines Agencies (HMA). Guidance for 
applicants: SAWP CTCG pilot on scientific advice. 10 June 2024. https://accelerating-clinical-
trials.europa.eu/document/download/13c622d1-6aef-4d54-b41d-
b60dd2e1e0a9_en?filename=Guidance%20for%20applicants%20SAWP%20CTCG%20pilot%20on%20scientific%2
0advice.pdf  
24 European Commission, European Medicines Agency (EMA), Heads of Medicines Agencies (HMA). Guidance for 
applicants: pre-CTA advice pilot. 10 June 2024. https://accelerating-clinical-
trials.europa.eu/document/download/741d2c8d-3a99-48e1-ab51-
2bec3ecf3277_en?filename=Guidance%20for%20applicants%20pre-CTA%20advice%20pilot.pdf  

 

https://health.ec.europa.eu/document/download/f5ad2a13-4a41-4ada-81a1-2854783c75c0_en?filename=mp_ctr-536-2014_guide_en.pdf
https://health.ec.europa.eu/document/download/f5ad2a13-4a41-4ada-81a1-2854783c75c0_en?filename=mp_ctr-536-2014_guide_en.pdf
https://health.ec.europa.eu/document/download/10c83e6b-2587-420d-9204-d49c2f75f476_en?filename=transition_ct_dir-reg_guidance_en.pdf
https://health.ec.europa.eu/document/download/10c83e6b-2587-420d-9204-d49c2f75f476_en?filename=transition_ct_dir-reg_guidance_en.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_03_CTCG_Best_Practice_Guide_for_sponsors.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_03_CTCG_Best_Practice_Guide_for_sponsors.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_CTCG-Best-Practice-Guide-to-sponsors-first-substantial-modification-application-PartI-and-or-Part-II-after-CTR-transition-vs.-2.0.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_CTCG-Best-Practice-Guide-to-sponsors-first-substantial-modification-application-PartI-and-or-Part-II-after-CTR-transition-vs.-2.0.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_CTCG-Best-Practice-Guide-to-sponsors-first-substantial-modification-application-PartI-and-or-Part-II-after-CTR-transition-vs.-2.0.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_I_cover_letter_template-CTCG_Best_Practice_Guide_to_sponsors_on_first_SM_after_transition_vs1.docx
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_I_cover_letter_template-CTCG_Best_Practice_Guide_to_sponsors_on_first_SM_after_transition_vs1.docx
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_I_cover_letter_template-CTCG_Best_Practice_Guide_to_sponsors_on_first_SM_after_transition_vs1.docx
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_II_substantial_modification_descrition_template-CTCG_Best_Practice_Guide_for_sponsors_on_first_SM_after_transition_vs1.DOC
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_II_substantial_modification_descrition_template-CTCG_Best_Practice_Guide_for_sponsors_on_first_SM_after_transition_vs1.DOC
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_II_substantial_modification_descrition_template-CTCG_Best_Practice_Guide_for_sponsors_on_first_SM_after_transition_vs1.DOC
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_III_First_SM_Part_II_after_transition_vs._1.0.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_Annex_III_First_SM_Part_II_after_transition_vs._1.0.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6985114e-02da-4f25-888f-7147d768b31b_en?filename=ACT%20EU_Clinical%20Trials%20Analytics_%20Workshop_report_25-26_Jan_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6985114e-02da-4f25-888f-7147d768b31b_en?filename=ACT%20EU_Clinical%20Trials%20Analytics_%20Workshop_report_25-26_Jan_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6985114e-02da-4f25-888f-7147d768b31b_en?filename=ACT%20EU_Clinical%20Trials%20Analytics_%20Workshop_report_25-26_Jan_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6985114e-02da-4f25-888f-7147d768b31b_en?filename=ACT%20EU_Clinical%20Trials%20Analytics_%20Workshop_report_25-26_Jan_2024.pdf
https://accelerating-clinical-trials.europa.eu/our-work/multi-stakeholder-platform/msp-advisory-group-members_en
https://accelerating-clinical-trials.europa.eu/our-work/multi-stakeholder-platform/msp-advisory-group-members_en
https://health.ec.europa.eu/document/download/77e1409a-f4c0-45db-bff1-4873c7a0e7ae_en?filename=md_combined-analysis-phase-report.pdf
https://health.ec.europa.eu/document/download/77e1409a-f4c0-45db-bff1-4873c7a0e7ae_en?filename=md_combined-analysis-phase-report.pdf
https://www.ema.europa.eu/en/news/two-new-advice-pilots-improve-clinical-trials-europe
https://accelerating-clinical-trials.europa.eu/document/download/13c622d1-6aef-4d54-b41d-b60dd2e1e0a9_en?filename=Guidance%20for%20applicants%20SAWP%20CTCG%20pilot%20on%20scientific%20advice.pdf
https://accelerating-clinical-trials.europa.eu/document/download/13c622d1-6aef-4d54-b41d-b60dd2e1e0a9_en?filename=Guidance%20for%20applicants%20SAWP%20CTCG%20pilot%20on%20scientific%20advice.pdf
https://accelerating-clinical-trials.europa.eu/document/download/13c622d1-6aef-4d54-b41d-b60dd2e1e0a9_en?filename=Guidance%20for%20applicants%20SAWP%20CTCG%20pilot%20on%20scientific%20advice.pdf
https://accelerating-clinical-trials.europa.eu/document/download/13c622d1-6aef-4d54-b41d-b60dd2e1e0a9_en?filename=Guidance%20for%20applicants%20SAWP%20CTCG%20pilot%20on%20scientific%20advice.pdf
https://accelerating-clinical-trials.europa.eu/document/download/741d2c8d-3a99-48e1-ab51-2bec3ecf3277_en?filename=Guidance%20for%20applicants%20pre-CTA%20advice%20pilot.pdf
https://accelerating-clinical-trials.europa.eu/document/download/741d2c8d-3a99-48e1-ab51-2bec3ecf3277_en?filename=Guidance%20for%20applicants%20pre-CTA%20advice%20pilot.pdf
https://accelerating-clinical-trials.europa.eu/document/download/741d2c8d-3a99-48e1-ab51-2bec3ecf3277_en?filename=Guidance%20for%20applicants%20pre-CTA%20advice%20pilot.pdf


 

  

  

Updated on 1 July 2024 

 

 

 SFL Regulatory Affairs & Scientific Communication GmbH, a Veristat Company 

Tel: +41 61 361 94 43, Email: office@sfl-services.com, Website: https://www.veristat.com 

Page 10 

 

25 ACT EU. Key performance indicators (KPIs) to monitor the European clinical trials environment (1-31 May 
2024). 25 June 2024. https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-
a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf 
26 Austria’s Federal Office for Safety in Health Care (BASG). Nationale Anforderungen und Empfehlungen. Last 
updated on 24 May 2024. https://www.basg.gv.at/gesundheitsberufe/klinische-studien/klinische-pruefungen-
von-arzneimitteln-vo/nationale-anforderungen-und-
empfehlungen?sword_list%5B1%5D=auf&sword_list%5B2%5D=nationale&cHash=13791a19d532556346092e17
0f691f24  
27 Austria’s Federal Office for Safety in Health Care (BASG). Transition of clinical trials to the Clinical Trials 
Regulation. Last modified on 22 March 2024. https://www.basg.gv.at/en/healthcare-professionals/clinical-
trials/transition-of-clinical-trials-to-
ctr?sword_list%5B0%5D=clinical&sword_list%5B1%5D=trials&sword_list%5B2%5D=regulation  
28 Idem 
29 Austrianethics – Plattform der CTR Ethikkommissionen. January 2024. https://austrianethics.at/ctr  
30 ACT EU. Key performance indicators (KPIs) to monitor the European clinical trials environment (1-31 May 
2024). 25 June 2024. https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-
a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf 
31 National Commission on Informatics and Liberties (CNIL). Participez à la concertation sur les référentiels santé 
et faites connaître vos priorités. 16 May 2024. https://www.cnil.fr/fr/participez-la-concertation-sur-les-
referentiels-sante-et-faites-connaitre-vos-priorites  
32 National Agency for Medicines and Health Products Safety (ANSM). Essais cliniques de médicaments : toutes 
les demandes de transition doivent être déposées sur le portail CTIS. 18 January 2024. 
https://ansm.sante.fr/actualites/essais-cliniques-de-medicaments-toutes-les-demandes-de-transition-doivent-
etre-deposees-sur-le-portail-ctis  
National Agency for Medicines and Health Products Safety (ANSM). Médicaments – Demander une autorisation 
pour un essai Clinique. 13 June 2024. https://ansm.sante.fr/vos-demarches/industriel/demander-une-
autorisation-pour-un-essai-clinique-pour-des-medicaments-categorie-1  
33 Assemblée Nationale. Proposition de loi relative à l'innovation en santé. Last accessed on 27 June 2024. 
https://www.assemblee-nationale.fr/dyn/16/dossiers/DLR5L15N44352  
34 ACT EU. Key performance indicators (KPIs) to monitor the European clinical trials environment (1-31 May 
2024). 25 June 2024. https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-
a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf 
35 German Federal Institute for Drugs and Medical Devices (BfArM). Clinical Trials Information System – CTIS. 
March 2024. https://www.bfarm.de/DE/Arzneimittel/Klinische-Pruefung/CTIS-Clinical-Trials-Information-
System/_artikel.html  
36 German Ministry of Health. Medizinforschungsgesetz. Last updated on 6 June 2024. 
https://www.bundesgesundheitsministerium.de/service/gesetze-und-
verordnungen/detail/medizinforschungsgesetz.html  
37 Bundestag. Geplantes Medizinforschungsgesetz erstmals im Plenum beraten. June 2024. 
https://www.bundestag.de/dokumente/textarchiv/2024/kw23-de-medizinforschungsgesetz-1003230  
38 ACT EU. Key performance indicators (KPIs) to monitor the European clinical trials environment (1-31 May 
2024). 25 June 2024. https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-
a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf 
39 National Coordination Center for Ethics Committees (CCNCE). Rapporto Del Centro Di Coordinamento 
Nazionale Dei Comitati Etici (Ccnce) Sui 40 Comitati Etici Territoriali: Istituzione, Composizione, Operatività, 
Organizzazione, Monitoraggio Attività E Criticità Che Richiedono Modifiche Normative. 22 May 2024. 
https://www.aifa.gov.it/documents/20142/2198424/Rapporto_CCNCE_sui_40_CET_22.05.2024.pdf  
40 National Coordination Center for Ethics Committees (CCNCE). Guidance On Evaluating Under Art. 7 Of 
Regulation (Eu) No 536/2014, By The Territorial Ethics Committees. 22 May 2024. 

 

https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://www.basg.gv.at/gesundheitsberufe/klinische-studien/klinische-pruefungen-von-arzneimitteln-vo/nationale-anforderungen-und-empfehlungen?sword_list%5B1%5D=auf&sword_list%5B2%5D=nationale&cHash=13791a19d532556346092e170f691f24
https://www.basg.gv.at/gesundheitsberufe/klinische-studien/klinische-pruefungen-von-arzneimitteln-vo/nationale-anforderungen-und-empfehlungen?sword_list%5B1%5D=auf&sword_list%5B2%5D=nationale&cHash=13791a19d532556346092e170f691f24
https://www.basg.gv.at/gesundheitsberufe/klinische-studien/klinische-pruefungen-von-arzneimitteln-vo/nationale-anforderungen-und-empfehlungen?sword_list%5B1%5D=auf&sword_list%5B2%5D=nationale&cHash=13791a19d532556346092e170f691f24
https://www.basg.gv.at/gesundheitsberufe/klinische-studien/klinische-pruefungen-von-arzneimitteln-vo/nationale-anforderungen-und-empfehlungen?sword_list%5B1%5D=auf&sword_list%5B2%5D=nationale&cHash=13791a19d532556346092e170f691f24
https://www.basg.gv.at/en/healthcare-professionals/clinical-trials/transition-of-clinical-trials-to-ctr?sword_list%5B0%5D=clinical&sword_list%5B1%5D=trials&sword_list%5B2%5D=regulation
https://www.basg.gv.at/en/healthcare-professionals/clinical-trials/transition-of-clinical-trials-to-ctr?sword_list%5B0%5D=clinical&sword_list%5B1%5D=trials&sword_list%5B2%5D=regulation
https://www.basg.gv.at/en/healthcare-professionals/clinical-trials/transition-of-clinical-trials-to-ctr?sword_list%5B0%5D=clinical&sword_list%5B1%5D=trials&sword_list%5B2%5D=regulation
https://austrianethics.at/ctr
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://www.cnil.fr/fr/participez-la-concertation-sur-les-referentiels-sante-et-faites-connaitre-vos-priorites
https://www.cnil.fr/fr/participez-la-concertation-sur-les-referentiels-sante-et-faites-connaitre-vos-priorites
https://ansm.sante.fr/actualites/essais-cliniques-de-medicaments-toutes-les-demandes-de-transition-doivent-etre-deposees-sur-le-portail-ctis
https://ansm.sante.fr/actualites/essais-cliniques-de-medicaments-toutes-les-demandes-de-transition-doivent-etre-deposees-sur-le-portail-ctis
https://ansm.sante.fr/vos-demarches/industriel/demander-une-autorisation-pour-un-essai-clinique-pour-des-medicaments-categorie-1
https://ansm.sante.fr/vos-demarches/industriel/demander-une-autorisation-pour-un-essai-clinique-pour-des-medicaments-categorie-1
https://www.assemblee-nationale.fr/dyn/16/dossiers/DLR5L15N44352
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://www.bfarm.de/DE/Arzneimittel/Klinische-Pruefung/CTIS-Clinical-Trials-Information-System/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Klinische-Pruefung/CTIS-Clinical-Trials-Information-System/_artikel.html
https://www.bundesgesundheitsministerium.de/service/gesetze-und-verordnungen/detail/medizinforschungsgesetz.html
https://www.bundesgesundheitsministerium.de/service/gesetze-und-verordnungen/detail/medizinforschungsgesetz.html
https://www.bundestag.de/dokumente/textarchiv/2024/kw23-de-medizinforschungsgesetz-1003230
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a36ad610-4987-4c2d-a05d-19c3df757a0d_en?filename=ACT%20EU%20KPI%20Report_May_2024.pdf
https://www.aifa.gov.it/documents/20142/2198424/Rapporto_CCNCE_sui_40_CET_22.05.2024.pdf


 

  

  

Updated on 1 July 2024 

 

 

 SFL Regulatory Affairs & Scientific Communication GmbH, a Veristat Company 

Tel: +41 61 361 94 43, Email: office@sfl-services.com, Website: https://www.veristat.com 

Page 11 

 

https://www.aifa.gov.it/documents/20142/2198424/guida_valutazione_documenti_parte-
2_CCN_22.05.2024_EN.pdf  
41 Danish Medicines Agency (DKMA). Transition of clinical trials from Directive to Regulation. 11 June 2024. 
https://laegemiddelstyrelsen.dk/en/licensing/clinical-trials/transition-of-clinical-trials-from-directive-to-
regulation/  
42 Danish Medicines Agency (DKMA). The Danish GCP Units guide to transition of trials from EudraCT to CTIS, 
version 1.4. 18 April 2024. https://gcp-enhed.dk/wp-content/uploads/2024/04/The-GCP-Units-guide-to-
transition-of-trials-from-EudraCT-to-CTIS_version-1.4_18.04.2024.pdf  
43 Malta Medicines Authority. Guidance Notes on Clinical Trials Conducted under the Clinical Trials Regulation 
(CTR) in Malta. February 2024. 
https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://medicinesauthority.gov.mt/fi
le.aspx%3Ff%3D6698  

https://www.aifa.gov.it/documents/20142/2198424/guida_valutazione_documenti_parte-2_CCN_22.05.2024_EN.pdf
https://www.aifa.gov.it/documents/20142/2198424/guida_valutazione_documenti_parte-2_CCN_22.05.2024_EN.pdf
https://laegemiddelstyrelsen.dk/en/licensing/clinical-trials/transition-of-clinical-trials-from-directive-to-regulation/
https://laegemiddelstyrelsen.dk/en/licensing/clinical-trials/transition-of-clinical-trials-from-directive-to-regulation/
https://gcp-enhed.dk/wp-content/uploads/2024/04/The-GCP-Units-guide-to-transition-of-trials-from-EudraCT-to-CTIS_version-1.4_18.04.2024.pdf
https://gcp-enhed.dk/wp-content/uploads/2024/04/The-GCP-Units-guide-to-transition-of-trials-from-EudraCT-to-CTIS_version-1.4_18.04.2024.pdf
https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://medicinesauthority.gov.mt/file.aspx%3Ff%3D6698
https://www.google.com/url?sa=t&source=web&rct=j&opi=89978449&url=https://medicinesauthority.gov.mt/file.aspx%3Ff%3D6698

