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Agenda

« Useful information about publication of events
« Change of Sponsor (via SM)

« Update of Sponsor details (via non-SM)

« Useful Publications

 CTCG Guide for Change of Trial Sponsor

o Q&A
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The experts for this event are:

Moderator: Maria Teresa Calandri
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Post event materials
CTIS Bitesize talk

Presented by Ademi Ornela

EMA



here to find post event material?

Clinical Trials Information System (CTIS): training and support | European Medicines Agency (EMA)

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Medicines ~ Human regulatory Veterinary regulatory ~ Committees ~ News & events ~ Partners & networks ~ About us ~

Home > Human regulatory: overview > Research and development > Clinical trials in human medicines
> Clinical Trials Information System (CTIS): training and support

Clinical Trials Information System (CTIS): training and
support

Training and supporting materials are available from the European Medicines Agency (EMA) to help users of the Clinical Trials Information System
(CTIS) comply with their legal obligations.

(Human) (C\in'\cal trials)

Page contents EMA is updating the CTIS training modules to reflect the end of the transition period enabling clinical trial

Also on this topic modules that mentions the transition period or the transitional trials.

Handbook for clinical trial sponsors For information on CTIS, the Clinical Trials Regulation, and EMA's online training modules for CTIS users, see:
Evaluation timelines « Clinical Trials Regulation

« Clinical Trials Information System (CTIS): online training modules

Additional reference materials for

CTIS users X .
o _ Also on this topic
Training and information events

Master trainers Clinical Trials Information System (CTIS): online training modules
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Page contents

Also on this topic

Handbook for clinical trial sponsors
Evaluation timelines

Additional reference materials for
CTIS users

Training and information events
Master trainers

Protection of personal data and
commercially confidential
information

Related EU legislation

Related content

Contact point

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

Training and information events

EMA offers live training sessions to provide additional learning opportunities, including bitesize talks, walk-in
clinics and webinars.

Recordings and supporting materials become available after each event.

You can look up both past and upcoming events below:

Expand section Collapse section

Walk-in clinics v
Bitesize talks v
Q&A from CTIS Bite-Size Talks and Walk-in clinics ~
Sponsor end user training v
Troubleshooting series ~
Events for academia and small and medium-sized enterprises (SMEs) ~
Webinars, information days, demonstrations and other events ~

Master trainers

EMA is working closely with master trainers, a core group of users who will train and support other users in their
organisations in preparing to work with CTIS.

@ EMA


https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support

Page contents Event summary
m This walk-in clinic en CTIS lunctionalities provides an opportunity for sponsors Lo receive practical information about

the Clinical Is Information Systern by asking guestions to CTIS experts in real time.

1 1 1 Video recording
The CTIS experts will address all the guestions related to System functionalities. Questions about the interpretation
a I I l ‘ I I l I ‘ S Participation via Slido of the Clinical Trial Regulation and for national processes are pul of the scope of this event.

Related contant The event is open to all spenser erganisations, including pharmaceutical companies, contract research grganisations,
small and meed; ired enterprises {SMEs) and academic arganisations. IL will be a Eve broadcast; no registration is

regquined Tor those wishing o follow the live broadcast on EMAS website.

To riake the bast out of this secgion, attendess ane Righly recommended to fieat consult the available onne training

and support materials:

= CTIS enline modular raining programime, induding freguently asked guestions (FAQSs) per module
= H = = s [CTIS Sponsor handbook
Training and information events IS e okt oo e o
Page contents

EMA cannot provide attendees certilicates of attendance lor this event.

Also on this topic EMA offers live training sessions to provide additional learning opportunities, including bitesize talks, walk-in A viden recording i made availatile after the event. Processing and publicalian of the video recording typically take
P up to 60 days. Please subscribe to the Clinical Trials Highlights newsletber for updates on the availability of CTIS

clinics and webinars. event video recordings.

Video recording

Handbook for clinical trial sponsors
p Recordings and supporting materials become available after each event.

Evaluation timelines You can look up both past and upcoming events below:

Additional reference materials for

CTIS users Expand section Collapse section
G This content is hosed by a third party. By
Training and information events showing the extemal content you accept the
A lerms and condifions of youlubs.com.

Walk-in clinics

Master trainers o -
Protect] ¢ | dat d « Clinical Trials Information System (CTIS): Walk-in clinic - January 2025 (29/01/2025)
rotec |0rI1 o persona ‘a aan s Clinical Trials Information System (CTIS): Walk-in clinic - November 2024 (20/11/2024) Ramsrber my choioa
commercially confidential - B : L - — .
s Clinical Trials Information System (CTIS): Walk-in clinic - September 2024 (18/09/2024) foare .

information

Clinical Trials Information System (CTIS): Walk-in clinic - July 2024 (10/07/2024)

Clinical Trials Information System (CTIS): Walk-in clinic - May 2024 (15/05/2024)

Clinical Trials Information System (CTIS): Walk-in clinic - March 2024 (12/03/2024)

Clinical Trials Information System (CTIS): Walk-in clinic - January 2024 (24/01/2024)

Clinical Trials Information System (CTIS): Walk-in clinic - December 2023 (13/12/2023)

Clinical Trials Information System (CTIS): Walk-in clinic - November 2023 (15/11/2023)

« Clinical Trials Information System (CTIS): Walk-in clinic - October 2023 (10/10/2023) - Cancelled
« Clinical Trials Information System (CTIS): Walk-in clinic - September 2023 (20/09/2023)

Related EU legislation

Related content

Contact point

Participation via Slido

We encourage event participants to use Slide [f and to submit guestions related Lo Sponsor preparedness in advanee

« Clinical Trials Information System (CTIS): Walk-in clinic - August 2023 (23/08/2023) - Cancelled of the webinar (use code: #ehinic243 ). st popular questions submitted in advance of the svent will be
« Clinical Trials Information System (CTIS): Walk-in clinic - July 2023 (19/07/2023) answered by speakers during the panel session.

« Clinical Trials Information System (CTIS): Walk-in clinic - June 2023 (14/06/2023) Please provide your guestions between 6 lanuary 2025 and 22 January 2025 a1 12:00.

« Clinical Trials Information System (CTIS): Walk-in clinic - May 2023 (17/05/2023)

« Clinical Trials Information System (CTIS): Walk-in clinic - April 2023 (19/04/2023) Related content

s Clinical Trials Information System (CTIS): Walk-in clinic - March 2023 (16/03/2023) Clinica| Trials Information System: training 2nd support

Clinical Trials Informatian System: training and support - Online training modules

Clinical Trials Informatian System: training and support - Handbaook for clinical trial sponsors

Clinical Trials Information System: training and support - Reference materials for clinical trial sponsors
Clinical Trials Regulation
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CTIS Bitesize talks

Page contents

Also on this topic

Handbook for clinical trial sponsors
Evaluation timelines

Additional reference materials for
CTIS users

Training and information events
Master trainers

Protection of personal data and
commercially confidential
information

Related EU legislation

Related content

Contact point

Clinical Trials Information System (CTIS): Walk-in clinic - June 2022 (15/06/2022)
Clinical Trials Information System (CTIS): Walk-in clinic (02/06/2022)

Clinical Trials Information System (CTIS): Walk-in clinic - May 2022 (19/05/2022)
Clinical Trials Information System (CTIS): Walk-in clinic - 5 May 2022 (05/05/2022)
Clinical Trials Information System (CTIS): Walk-in clinic - April 2022 (22/04/2022)
Clinical Trials Information System (CTIS): Walk-in clinic (04/04/2022)

Clinical Trials Information System (CTIS): Walk-in clinic - March 2022 (28/03/2022)

Bitesize talks ~

Clinical Trials Information System (CTIS) bitesize talk: Change of sponsor in CTIS (05/03/2025)

Clinical Trials Information System (CTIS) bitesize talk: End of transition period and notifications
including serious breach (16/10/2024)

Clinical Trials Information System (CTIS) bitesize talk: Revised transparency rules and the new
CTIS public portal (20/06/2024)

CTIS Bitesize Talk: Alternate IMPD-Q and new guidance AxMP (24/04/2024)

Clinical Trials Information System (CTIS) bitesize talk: How to submit a transitional trial in CTIS
(29/02/2024)

Clinical Trials Information System (CTIS) bitesize talk: Training materials, CTIS pre-requisites, and
updates on transparency rules (29/11/2023)

Clinical Trials Information System (CTIS) bitesize talk: Part I-only applications and Part II
requirements in CTIS (30/08/2023)
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Page contents
Ewent sumimary
Video recording
Dacuments

Related content
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Event summary

CTIS is the business tool of the EU Clinical Trials Regulation {Regulation (EU} No 536/2014) and it
acks as a single entry point I | authorisation and supervisio he European Union (EU) and the
European Economic Area (EEA).

ize talk on CTIS provides an cpportunity for sponsors to leam how to create and submil transitional trials in
= ials Information System (CTIS). Sponsors will also have the opportunily Lo ask questions on this CTIS topic
belere and during the event.

The event is open to all sponser erganisations, induding pharmaseutical companies, contract research organisations,
small and medium-sized enterprises [SMEs) and academic arganisations. EMA cannot provide attendees certificates
of attendancs for this event.

CTIS training and 3
me Tocusing on Module 23

To be better prepared for this event, Sponsors are
including the CT1S sponsor handbook and the priling
(Transitional trials).

ppart materials,

The event will be live broadeast and no registration i required lor those wishing to Tollow the live broadcast on EMAS
wabsile,

A video recording i made available after the event. Processing and publication of the video recording typically take
up to 60 days. Please subscribe Lo the dinical trial
recordings.

Video recording

etter for updates on the availability of CTIS event video

o This corlent is hosted by a thind party. By
showing the extamal conbant you aceapt the
Aarms and conclifions of youlbe.com.

‘ ’ Show extemal conent

nts

Presentation - Clinical Trial Information System (CTIS) - Bitesize talk - How to submit a
transitional trial in CTIS

English (EN) (391 KE - PDF)
First published: 22/04/2024

Related content

Clinicz| Trizls Information System
Clinical Trials Informatien System: training and support
Clinical Trials Informatien System: training and support - Handbook for clinical trial sponsors

Clinical Trials Informatien System [CTIS): online training modules

T T Fio ot



Q&A

Clinical Trials Information System (CTIS) bitesize talk: Requests for information (28/04/2022)
Page contents
Clinical Trials Information System (CTIS) bitesize talk: Initial clinical trial application (23/03/2022)

Also on this topic Clinical Trials Information System (CTIS) bitesize talk: User access and role

Handbook for clinical trial sponsors management (24/02/2022)

Evaluation timelines Q&A from CTIS Bite-Size Talks and Walk-in clinics A~

Additional reference materials for
CTIS users Q8&A from CTIS Bitesize Talk on Alternate IMPD-Q and new guidance AxMP (24/04/2024)

raining and information events Sponsor end user training v

Master trainers

Troubleshooting series v
Protection of personal data and
iall fidential . . . .
Icr:’f':rr:gtffny conridentia Events for academia and small and medium-sized enterprises (SMEs) v
Related EU legislation Webinars, information days, demonstrations and other events v

Dalatad ~antant

Revision and redesign of the CTIS/CTR training ongoing
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Change of Sponsor in
CTIS

CTIS Bitesize talk

Presented by Drosos Charalampos

CTIS Homepage
https://euclinicaltrials.eu/

About v Search for trials v CTI1S for sponsors. CTIS for authorities Support v

NEW FEATURE
Find clinical trials on the map

Searching for clinical trials

jals in the Eu

ated in the European Union and the European E & anuary 2 n be found in the

Search in the EU Clinical Trials Register [

End of transition period to the Clinical Trials Regulation

Learn more about this website =



https://euclinicaltrials.eu/

Introduction (1)

« In CTIS, users need to populate organisation related data in different sections. The search functionality, by default, retrieves

data maintained in OMS.

« For certain areas (listed below), if users cannot find the desired organisation among the (OMS) results, they can use the
respective radio button, to search for organisations locally registered in CTIS. If the desired organisation cannot be found
among the results of the second search, users can use the activated ‘Add organisation’ button, to locally register their

organisation in CTIS.

» Part I Sponsor section — Third party organisations

» Part II - Trial sites

» Serious Breach Notifications — Details of the site where the serious breach occurred

» Third Country Inspectorate Inspection — Third country inspection site

» MS Inspections — Inspected site

Select third party

Search organisation

Name starts with ~ | 1D

test organisation

Search in OMS ® Search in CTIS O

pU] Name
) ORG- Test Olympians
100032565 Organisation Street 12
O ORG- Test Test
100119582 organisation employer
address
O ORG- Test Santiago
100032564 Organisation Calle 10
Spain
1-3 of 3

12 Bltesize talk: Ch

starts with v

Address  City postCode country phone

111 42

28001

aty starts with v | Country

All -

. I=CPT8 Search organisation Select third party

Search organisation
email

Name starts with v (o] starts with v city starts with v Country
Greece 02000000000 info@testorganisation.com
test organisation All ~
Antarctica 0987654321 test2@mail.com + New organisation |« tClear Witk b Eir it
Search in OMS O Search in CTIS ®
Spain 0200110000 info@testorganisation- . . .
spain.com ID Name Address City postCode country phone email actions
|
13
F4e =0 v Add third party E M
XCancel BVETLRUTGEET T
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https://spor.ema.europa.eu/omswi/#/searchOrganisations
https://spor.ema.europa.eu/omswi/#/searchOrganisations
https://www.ema.europa.eu/en/documents/other/cttm03-step-step-guide-create-organisations-locally-ctis_en.pdf
https://www.ema.europa.eu/en/documents/other/cttm03-step-step-guide-create-organisations-locally-ctis_en.pdf

Introduction (2)

« In other working areas (not listed in the previous slide), such as the one that users populate the Sponsor organisation of
a trial, the radio buttons do not exist. Search retrieves data only from OMS.

« While creating a trial, user needs to select a sponsor organisation (cannot be edited during the evaluation of the initial
application). Sponsor organisation needs to be selected from the search results (which are retrieved from OMS).

« If users cannot find the desired sponsor organisation among the results of the first (OMS) search (no radio buttons in the
search functionality), they are strongly encouraged to register their organisation in OMS before the creation of an
initial application in CTIS. After the approval of the registration request in OMS, users need to wait up to one day until the
organisation is retrievable in CTIS.

« Users are encouraged NOT to use the ‘Add organisation’ button to add the sponsor organisation in their trial.

Create new trial

Eull title (English)*

Search organisation

Name starts with ~ L starts with ~ City starts with +~

test arganisation

+N¢m ELFTT Search organisation
I MName Address City postCode coulltry phdhe email

O ORG- Test Olympians 111 42 Greece 02000000000 infod@testorganisation.com

100032565 Organisation Street 12
ct one of the
O ORG- Test Test Antarctica 0987654321 test2@mail .com
100119582 organisation employer M S ) r e S u I t S

address
2 ORG- Test Santiago Spain 0200110000  info@testorganisation-

100032564 Organisation Calle 10 spain.com
Spain

1 Transition Trial

EMA
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Introduction (3)

« Any organisation successfully registered in OMS has been assigned an ID, the org-ID. Under the org-ID, an organisation
might have multiple locations (different branches). Each one of them is assigned a loc-ID.

« In the example below, under the first org-ID, there are four loc-IDs, with different addresses. The three active ones will be
retrieved in CTIS, after performing the relevant search and one of them can be selected to be the sponsor of the trial.

SPOR Home

Organisations

Documents

Home / Search Organisations

These results may include organisations selected because their historic versions meet the criteria.

¥ Hide search

Organisation ID Contains w
Organisation name Panpharma Contains ~
Location ID Contains [N
Address Contains v
City Contains v
Postcode Contains v
Country 0 Selected «
Modified Since MM ]
Location status * ACTIVE, INACTIVE -
44 € Page 1 0of1 » m Showing 20 v of 9 results

Organisation 1D Organisation Name 4 Country : Location ID * City * Address Postcode * Location status * Modified Actions
ORG-100002154 Panpharma France LOC-100088686 Maen Roch Zone De Saint Eustache 35460 ACTIVE 2024-01-30T16:11:29 Q
ORG-100002154 Panpharma France LOC-100000569 La Selle En Luitre Zone Industrielle Du Clairay 35133 INACTIVE 2024-10-04T09:22:03 Q
ORG-100002154 Panpharma France LOC-100001011 Beignon Parc D Activite Du Chenot 56380 ACTIVE 2023-09-13T14:17:44 Q
ORG-100002154 Panpharma France LOC-100083842 Luitre Dompierre Z [ Du Clairay Luitre 35133 ACTIVE 2024-10-04T09:36:55 Q
ORG-100002406 Panpharma GmbH Germany LOC-100004657 Trittau Bunsenstrasse 4 22946 ACTIVE 2024-09-17T12:52:54 Q
ORG-100036949 Panpharma Nordic AS Norway LOC-100058378 Ski Anolitveien 4 1400 ACTIVE 2023-12-04T12:40:23 Q
ORG-100005982 Panpharma S.r.l. Italy LOC-100003492 Flumeri Zona Industriale Asi Valle Ufita 83040 INACTIVE 2023-07-03T15:18:54 Q
ORG-100005983 Panpharma UK Limited United Kingdom LOC-100077250 Southport 3 Southport Business Park PR8 4HQ ACTIVE 2023-05-02T14:19:15 Q
ORG-100005983 Panpharma UK Limited United Kingdom LOC-100008587 Liverpool The Cotton Exchange Building L39LQ ACTIVE 2024-02-05T18:33:41 Q

Bltesize talk: Change of sponsor in CTIS

44 44 Page

1of 1 »
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Introduction (4)

« The selected sponsor data cannot change during the evaluation of the initial application (i.e. with an RFI response).

« After the full authorisation of the initial application by all MSCs, and if needed, sponsor user can submit changes on the
Sponsor.

o Change on the sponsor and the selected org-ID (change of ownership, acquisition, take-overs from different legal entities). Sponsor
notifies authorities of change of sponsor (org-ID) via an SM (Part I - Change of Sponsor type).

o Change on sponsor details, but not on org-ID (change on the selected location, change of address, change of contact details, or contact
points). Sponsor notifies authorities of change of sponsor details via a non-SM (that regards part I).

« Before submitting the changes in CTIS, make sure that those are already validated in OMS. Updated data (either new
org-ID or new loc-ID) will be retrieved from OMS too.

Sponsors
Name Organisation type Country Type Status Legal representative Scientific contac
Test Organisation Spain Pharmaceutical company Spain Commercial Active Shawn Kemp
Test Organisation Spain
Name Sponsor type
Test Organisation Spain Commercial
Address Town/City
Santiago Calle 10
Post code Country
28001 Spain
Phone Email
0200110000 info@testorganisation-spain.com

_ Organisation Id
15  Bltesize talk: Chanc ORG-100032564 EMA
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Change of Sponsor org-ID via SM (1)

16

After the authorisation of the initial application by all MSCs, sponsor users submit changes on sponsor org-ID, to transfer

the ownership to a different legal entity.

Such a change can be submitted with a specific type of SM "SM Part I - Change of sponsor".

Change is in implemented in CTIS only after all MSCs authorise this SM.

Attention: Authorisation of that SM type comprises a publication trigger event for Part I documents. Considering the
publication rules regarding historical trials, users need to make sure that their relevant dossier parts are fully redacted,

before submitting the SM.

Yes

Do part I docs 1

‘for publication’
contain personal
data/CCI?

v

For a trial submitted No

to CTIS before 18
June 2024:

. Create SM part I & where the part I docs ‘for

publication” are without CCI, keeping the
previous versions in the slot ‘not for publication’
Submit SM part I

Once SM part I is
authorised in all MSCs

v

1. Create SM part I change of sponsor & specify in the cover
letter that the part I docs ‘for publication” do not contain
personal data/CCI

Bltesize talk: Change of sponsor in CTIS Submit SM part I change of sponsor

N
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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

Change of Sponsor org-ID via SM (2)

« Attention: Users should not proceed with SM draft/submission if there are pending Requests for
Information (RFIs) for Annual Safety Reports (ASRs), Ad hoc assessments, Corrective measures
or if there are ongoing evaluations for ASRs or other applications.

« Attention: Users should not have any drafts of ASR, application or non-SM during this process.

« Warning messages will appear during the SM creation and submission that need to be considered
by users.

« In contrast to other types of SMs, the ‘SM Part I - Change of Sponsor’ has very limited and pre-
defined scope. Only very specific structured data fields and document placeholder can be
updated.

1.FORM page: certain sections have padlock and are editable: ‘SM details’ and ‘proof of payment fee’.

» Document placeholders: ‘Cover letter’, ‘Modification description’, ‘Supporting information
documents’, ‘Proof of payment of fee’

» Structured data: ‘Supporting information’
» The fields ‘SM reason’ and ‘scope’ have been pre-populated and cannot be modified

2.Part I page: ‘Sponsor’ section has a padlock and can be edited: All the structured data fields in this
section can be modified, including those dedicated to contact points.

17  Bltesize talk: Change of sponsor in CTIS EMA
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Change of Sponsor org-ID via SM (3)

« Any role with scope for the specific trial (subjected to change of sponsor org-ID)
under the old org-ID will remain active during the SM assessment. Those roles will
be automatically revoked once the SM is fully authorised (by all MSCs).

« Users of the new sponsor will be able to assess the trial only if they are given roles
associated to the new sponsor org-ID.

 The (sponsor) Administrator of the new sponsor can assign roles with scope ‘All
trials’ before (recommended) or after the SM Part I - Change of Sponsor.

 New sponsor admin can assign roles with scope ‘Specific trial” (under the new
sponsor) to users only after the full authorisation (by all MSCs) of the SM Part I -
Change of Sponsor.

« If the new sponsor organisation follows the CT-centric approach (no Sponsor
Admin has been assigned), the CT Admin role under the new sponsor org-ID will be
assigned by EMA. A CT Admin of the trial under the prior sponsor needs to raise a
ticket to User Service Desk and ask the CT Admin role assignment to a user of the
new Sponsor.

18  Bltesize talk: Change of sponsor in CTIS EMA
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Update of Sponsor details via non-SM

« After the authorisation of the initial application by all MSCs, sponsor users can submit changes on sponsor details (not to
org-ID).

« Such a change can be submitted with a non-SM that affects Part I (non-SM Part I and non-SM Part I & II). Change is
implemented in CTIS after the submission of the non-SM.

« Attention: Submission of a non-SM Part I comprises a publication trigger event for Part I documents. Considering the
publication rules regarding historical trials, users need to make sure that their relevant dossier parts are fully redacted,
before submitting the SM.

« Attention: Users should not proceed with non-SM draft/submission if there are pending Requests for Information (RFIs)
for Annual Safety Reports (ASRs), Ad hoc assessments, Corrective measures or if there are ongoing evaluations for ASRs
or other applications.

« Attention: Users should not have any draft of ASR, application or non-SM during this process.

« Warning messages will appear during the non-SM creation and submission that need to be considered by users.

« The functionalities on how to submit a non-SM are applicable in this case too. Sponsor section and the related data can
be updated. ORG-ID cannot be edited, but by using the search button, users can retrieve the updated data maintained in
CTIS (different name, different address, ...) and overwrite the initially populated obsolete sponsor details.

sssssss

Nome Organisation type Country  Type Status  Legal representative

............................

nnnnnnnnnn

Address Town/City

zzzzz

1 Name Address City postCode country phone email actions
19  Bltesize talk: Change of sponsor EMA
E{CNETN W Add sponsor

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


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

Useful Publications

« Guidelines on how to submit SM Part I - Change of Sponsor: NewsFlash 26/07/2024
* Guidelines on how to submit non-SM to update Sponsor details: NewsFlash 03/05/2024

« OMS Homepage and OMS Document Repository (particularly the document ‘E - OMS Change
Requests’ which includes guidelines on how to submit request to create a new organisation in
OMS)

* Quick Guide on how to use OMS (CTIS Training Programme - Module 03)

« Guidelines on how to register organisations locally in CTIS (not intended for sponsor
organisations)

« Protection of PD and CCI in CTIS and Annex I
« Guide for Change of Trial Sponsor from HMA CTCG website (section Key documents list)

20  Bltesize talk: Change of sponsor in CTIS EMA
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https://www.ema.europa.eu/en/documents/newsletter/ctis-newsflash-26-july-2024_en.pdf
https://www.ema.europa.eu/en/documents/newsletter/ctis-newsflash-3-may-2024_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-referential-spor-master-data/organisation-management-service-oms
https://spor.ema.europa.eu/omswi/#/viewDocuments
https://www.ema.europa.eu/en/documents/other/quick-guide-how-use-organisation-management-service-oms-ctis-training-programme-module-03_en.pdf
https://www.ema.europa.eu/en/documents/other/cttm03-step-step-guide-create-organisations-locally-ctis_en.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://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2025-02-CTCG-Sponsor-guide-for-sponsor-change-v1.0.pdf
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group.html
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CTCG Guide for Change of Trial Sponsor -
Before Substantial Modification Submission

22

Pre-Requisite for sponsor change application: Authorisation of the trial
by all MSs

Transition trials: First SM after Sponsor change SM is first SM post
transition (documentation to be completed in line with CTCG guidance)

Legacy trials (trials submitted before 18 June 2024):

Check for redacted versions of documents in scope of new
transparency rules (if needed: CCI/personal data SM to upload
redacted version, indicate limited scope in cover letter; absence of
CCI/PD shall be indicated in the cover letter otherwise)

OMS registration and user administration

Finalisation of all pending applications before creating the draft SM for
sponsor change

Bltesize talk: Change of sponsor in CTIS

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

CTCG

Clinical Trials Coordination Group

EMA



CTCG Guide for Change of Trial Sponsor -
Assessment

« Validation: Considerations on proof of payment or structured data
possible, in the absence of considerations completed in 6 calendar days

« MSs fee requirements published in annex to Sponsor guide

« After completing validation RMS uploads standard template AR to both
FAR sections and finalises conclusion and ideally also decision the same
day

« The MSC(s) complete(s) the decision task within a maximum of 5
calendar days.

 There is no expectation that doubts in relation to a sponsor are dealt
with during the change of sponsor SM. Instead, these will be addressed
after the end of the procedure. CTCG

Clinical Trials Coordination Group
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CTCG Guide for Change of Trial Sponsor -
After SM Authorisation

« Sponsor performs impact assessment: Change of sponsor legal entity
requires other SMs (affect patients’ willingness to continue with trial)

« Sponsor submits an SM Part I and/or SM Part II without undue delay
when needed according to impact assessment

« Within this subsequent SM application, the sponsor also submits all
other documents reflecting only the administrative change of sponsor

 This SM Part I and/or Part II will be handled in a standard SM
application procedure as it can also include other scientific changes

« If no SM needed reflection of non-substantial changes in the TMF

- Re-labelling can take place with the next batch release CTCG

Clinical Trials Coordination Group

A valid contact point should be ensured at all times
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

Follow us

in @ X ©


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://twitter.com/EMA_News
https://www.instagram.com/accounts/login/?next=/one_healthenv_eu/

Upcoming CTIS events

« 14 May 2025, 16:00 - 17:00 CET - CTIS

Walk-in Clinic
n . 9 July 2025, 16:30 - 18:00 CET- CTIS Bitesize
)
n Talk
= « 24 September 2025, 16:00 - 17:00 CET -
N CTIS Walk-in Clinic
« 19 November 2025, 16:30 - 18:00 CET- CTIS
Bitesize Talk

For upcoming CTIS events, please consult Clinical Trials Information System:
training and support | European Medicines Agency (europa.eu) and EMA
events pages
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https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#training-and-information-events-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#training-and-information-events-section
https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?sort=field_ema_computed_date_field&order=desc
https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?sort=field_ema_computed_date_field&order=desc

@ EMA

EUROPEAN MEDICINES AGENCY

Thank you for attending today’s event

Please provide your feedback for this event in our
Slido survey

Use the passcode: #bt5Smar
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