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1.  Introduction 

This document provides answers to questions regarding CTIS and the CTR that were raised 

by representatives of sponsor associations, including the Association of Clinical Research 

Organisations (ACRO), the European Federation of Pharmaceutical Industries and 

Associations (EFPIA), the European Confederation of Pharmaceutical Entrepreneurs 

(EUCOPE) and the European Clinical Research Organisation Federation (EUCROF). 

 

All updates to this Q&A document have been discussed within the Query Management 

Working Group and reflect the view of the group. This group is chaired by the European 

Medicines Agency (EMA) and composed of representatives of the Clinical Trials Coordination 

Group (CTCG), the Expert Group on Clinical Trials (CTEG) and the European Commission 

(EC).  

2.  List of Acronyms 

ACRO - Association of Clinical Research Organisations 

AR – Assessment Report 

ASR – Annual Safety Report 

AxMP – Auxiliary Medicinal Product 

CCI - Commercially Confidential Information 

CRO – Clinical Research Organisation 

CSR – Clinical Study Report 

CT – Clinical Trial 

CTA – Clinical Trial Application 

CTCG – Clinical Trials Coordination Group 

CTD – Clinical Trials Directive No. 2001/20/EC 

CTEG – Expert Group on Clinical Trials  

CTFG – Clinical Trials Facilitation Group 

CTIS – Clinical Trials Information System 

CTR – Clinical Trials Regulation No. 536/2014 

DSMB - Data and Safety Monitoring Board 

EC – European Commission 

EthC – Ethics Committee  
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EFPIA – European Federation of Pharmaceutical Industries and Associations 

EMA – European Medicines Agency 

EU – European Union 

EUCOPE – European Confederation of Pharmaceutical Entrepreneurs 

EUCROF – European Clinical Research Organisation Federation 

EV – EudraVigilance 

EVPM – EudraVigilance Post-Authorisation Module  

EVCTM – EudraVigilance Clinical Trial Module 

GCP - ICH E6 (R2) Good Clinical Practice 

GDPR – General Data Protection Regulation No. 2016/679  

GMO - Genetically Modified Organism 

IAM – EMA Account Management 

ICH – International Council for Harmonisation of Technical Requirements for Pharmaceuticals for 
Human Use 

IMP – Investigational Medicinal Product 

IMPD – Investigational Medicinal Product Dossier 

MA – Marketing Authorization 

MAA – Marketing  

MS – Member State 

MSC – Member State Concerned 

NCA – National Competent Authority 

NSM – Non-substantial modification 

OMS – Organisation Management Service  

PD – Personal Data 

PPD – Protection of Personal Data 

PMS – Product Management Service 

RFI – Request for supplementary information 

RMS – Reporting Member State 

SAE – Serious Adverse Event 

SAR – Serious Adverse Reaction 

SM – Substantial Modification 

SPOR –Substance, product, organisation and referential data management services 

SUSAR – Suspected Unexpected Serious Adverse Reaction 
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xEVMPD – Extended EudraVigilance Medicinal Product Dictionary 

xEVPRM – Extended EudraVigilance Product Report Message  

3.  Useful references 

This table lists the referenced documents in this Q&A with their online location.  

Reference Location 

Appendix, on disclosure rules, to the “Functional  
portal and EU database 

to be audited - EMA/42176/2014 

https://www.ema.europa.eu/en/documents/other
/appendix-disclosure-rules-functional-

-eu-portal-eu-database-be-
audited_en.pdf  

Clinical Trials Information System (CTIS): online 
modular training programme (Module 1 to 
Module 24)  

https://www.ema.europa.eu/en/human-
regulatory/research-development/clinical-
trials/clinical-trials-information-system-ctis-
online-modular-training-programme#sponsor-
workspace-section  

Clinical trials - Regulation EU No 536/2014 https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A32014R0536  

Clinical trials in the European Union (CTIS) 
 

https://euclinicaltrials.eu/  

Communication from the Commission — Detailed 
 

presentation of adverse event/reaction reports 
arising from clinical trials on medicinal products  
for human use (‘CT-3’) 
 

Communication from the Commission — Detailed 

presentation of adverse event/reaction reports 
arising from clinical trials on medicinal products 
for human use (CT-3) (europa.eu) 

CTIS User support service 
 

https://euclinicaltrials.eu/support-info/#support-
user-support 

CTFG Best Practice Guide for sponsors of 

under Directive 2001/20/EC that will transition 
to Regulation (EU) No. 536/2014 
 

edicines/01-
About_HMA/Working_Groups/CTFG/2018_05_CTF
G_Best_Practice_Guide_for_sponsors_of_transitio
n_multinational_clinical_trials.pdf  

Document codes and titles in CTIS https://www.hma.e
/00-_About_HMA/03-
Working_Groups/CTCG/2022_09_CTCG_Instructio
n_naming_documents_CTIS_EU_v1.4.pdf  

[DRAFT] Guidance document on how to approach 
the protection of personal data and commercially 

nts uploaded 
and published in the Clinical Trial Information 
System (CTIS) 
 

https://www.ema.europa.eu/en/documents/other
/draft-guidance-document-how-approach-
protection-personal-data-commercially-

-information_en.pdf  

EMA Account Management | Frequently Asked 
Questions (FAQ) 

https://register.ema.europa.eu/identityiq/help/fa
q.html  
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Reference Location 

 
EudraLex - Volume 10 - Clinical trials guidelines, 
including the Questions and Answers document, 
that is regularly updated 

https://health.ec.europa.eu/medicinal-
products/eudralex/eudralex-volume-10_en#set-
of-documents-applicable-to-clinical-trials-that-
will-be-authorised-under-regulation-eu-no-
5362014-once-it-becomes-applicable  

EMA Account Management Training Session 
presentation slides 

https://www.ema.europa.eu/en/documents/prese
ntation/presentation-ema-account-management-
training-session_en.pdf  

European Medicines Agency - Clinical trials in 
human medicines 
 

https://www.ema.europa.eu/en/human-
regulatory/research-development/clinical-trials-
human-medicines#clinical-trials-regulation-
section  

European Medicines Agency - Substance and 
product data management services 

https://www.ema.europa.eu/en/human-
regulatory/research-development/data-
medicines-iso-idmp-standards/spor-master-
data/substance-product-data-management-
services  

of Regulation (EU) No 536/2014 or the clinical 
trial protocol 
 

https://www.ema.europa.eu/en/documents/scient
-guideline/guideline- -serious-

breaches-regulation-eu-no-536/2014-clinical-
trial-protocol_en.pdf  

ISO IDMP standards 
 

https://www.ema.europa.eu/en/human-
regulatory/overview/data-medicines-iso-idmp-
standards-overview  

Joint Controllership arrangement (JCA) 
 

https://www.ema.europa.eu/en/documents/other
-controllership-arrangement-regard-clinical-

trials-information-system-ctis_en.pdf  
Q&A on the protection of commercially 

using CTIS 
 

https://www.ema.europa.eu/en/documents/other
/questions-answers-protection-commercially-

-information-personal-data-while-
using-ctis_en.pdf  

Q&A on the JCA 
 

https://www.ema.europa.eu/en/documents/other
/questions-answers- -controllership-
arrangement-data-protection-matters-related-
use-clinical_en.pdf  

Regulation (EU) 536/2014 on clinical trials – list 
of national contact points 

https://health.ec.europa.eu/medicinal-
products/clinical-trials/clinical-trials-regulation-
eu-no-5362014_en (Under section “Contact 
points”) 

Sponsors Handbook https://www.ema.europa.eu/en/documents/other
/clinical-trial-information-system-ctis-sponsor-
handbook_en.pdf  

SPOR data management services 
 

https://spor.ema.europa.eu/sporwi/  
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Reference Location 

Timelines document https://www.ema.europa.eu/en/documents/other
/clinical-trial-information-system-ctis-evaluation-
timelines_en.pdf  

 

Questions and answers  
The questions related to CTIS and the CTR, received from the different stakeholders mentioned above, 

were collected and categorised by themes. Each category is presented in the table below along with the 

questions and answers provided by the Query Management Working Group. 
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