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CT Regulation (EU) No. 536/2014: what is new?
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Directive (since 01/05/04) versus Regulation (from 31/01/22)
Directly applicable

Implemented in national laws

Objectives of nhew CTR

e To protect the rights, safety, dignity and
well-being of subjects and the reliability
and robustness of the data generated in
the CT;

e To foster innovation and simplify the
clinical trial application process, in
particular for multistate trials;

overvs e To increase transparency, keeping the
balance between protecting public
health and fostering the innovation
First attempt to harmonise processes and capacity of European medical research
requirements for CT authorizations; while recognising the legitimate

economic interests of the sponsors.

Introduction of the e- application Form

e Overall objective: Make EU attractive for
R&D.
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Why CTIS?
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CTIS is the business tool of the Clinical Trials Regulation.
CTIS harmonises the submission, assessment and supervision
of clinical trials.

¢ $4

Public health Research and innovation Investment in research
Facilitates large-scale trials to Enables knowledge sharing and Ensures the EU/EEA remains an
address key health issues (COVID, expert collaboration. attractive clinical research hub

EU Beating Cancer plan...) globally.

Classified as internal/recipients only by the European Medicines Agency




CTIS Benefits
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With CTIS sponsors can:

Apply for a clinical trial in up to 30 EU/EEA countries with a single application

Facilitate involvement of trial participants by allowing easy expansion of
trials to other EU/EEA countries

Collaborate across borders for better results and knowledge sharing

Ensure the EU/EEA remains an attractive location for clinical research
investment

Fulfil all clinical trial publication requirements with no additional effort

Classified as internal/recipients only by the European Medicines Agency
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CTIS high level overview and interactions with other system &

o> Memb
I eetee.
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CTIS

EU portal and database (EUPD) ¢
Public Website of the EUPD Q el Da
User Registration Management (OMS

(IAM)
|

Data Warehouse/BI Document @ XEVMPD
(DWH) Management
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Two dedicated and secure workspaces and a public portal
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N i

Sponsors: Marketing Member States European

. European .
industry authorisation *NCAs and ethics CommFi)ssion Medicines Genelral
and academia applicants committees Agenc public

*National competent authorities

secure access open access

i

S S SN ——

\
. | . :
sponsor workspace authority workspace | public website
Sponsor User Member State | I —
I :
' EU Portal I

L

EU CT Database

(
I
|
i °  leau e
I
I
I
I
I
(
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CTIS future users
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/ Sponsors/MAH \ / Authorities \ / Public \

Academia Member States (NCA & ethics

Commercial: Iarge Committee)
pharmaceutical Public users (Healthcare
companies & professionals, patients,
CROs, SMEs other)
MAH

/ \EMA EurOPea'n/ \ /
Commission

Will review clinical trial data

(MS/EMA) (Assessment Reports,

corrective measures etc.) and create
Union Control Reports (COM)

\_

Will input clinical trial

data (CTA, notifications,

summary of results, CSR
etc) in CTIS

Will search for publicly
available clinical trial
data in CTIS
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« CTR and CTIS Benefits
« CTIS high-level system overview and actors

« CTIS User Management

« Sponsor Workspace functionalities

» Transparency rules

« Public module

« CTIS Sponsor support

« CTR Application and transition period

* Next steps
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CTIS Key Principles
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« User management is a set of features and capabilities that enable CTIS
administrators to manage user access to CTs through role assignment as well as for
each user to manage their own roles/profiles

« Only users previously self-registered in the EMA Account Management system can
be assigned with CTIS roles

« The CTIS User Management follows a hierarchical approach

« The CTIS administrator roles (Sponsor, MSs, EC, MAH, EMA) are the ones
responsible to manage users though the CTIS user management functionality

« More than one user administrator per organization or per CT is possible in CTIS

« The CTIS users will have access to the CT system functions according to their
business role, so the system will display the appropriate data and also the
appropriate activities for them

« The profile of a user can be built by combining roles

11 Sponsor user management
Classified as internal/recipients only by the European Medicines Agency



User management hierarchy
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EMA Account

Management A structured top-down
® o v ey approach is used to maintain
, the integrity of the system:
v
AI.S:'.I%Sd A High-level administrators Administrator Roles
%] (Sponsors, MAH!2, Member B .
after £ AP States, EU Commission) .« Assign new role/CT access
S ! .« Amend role/CT access
K] v 1
© ) o .+ Revoke role/CT access
3 A Medium-level administrators ! )
> /% (Clinical trial administrator? and .+ Approve/reject user
E ”/MS National Organisation Administrators) ! requests for a role (only
~ I ! .
3 b ’ applicable to sponsor users)
P N 0 0} Business roles
iy P P P « Role allocated to perform CT
Business users related activities in the system

1 The MAH role is the only high level administrator role that will be assigned in CTIS by the EMA Administrator
2 These roles have also mapped the permissions of business roles: able to perform CT actions in CTIS on top of user administration

12
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Organisation centric vs trial-centric approach )
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Two user management approaches in CTIS for the sponsor group of users. They are automatically applied by the
system based on whether there is an Sponsor Administrator registered in the EMA account management system

Yes- Organisation Centric
The user cannot proceed to

System automatically checks
create the CTA unless has

if the sponsor organisation

............. } - -

selected for the CTA has v | Deen assigned with the CT
_ registered a sponsor Admin r.ol_e by the sponsor

Log in sezr_néit:rrezf;er administrator administrator of the

default role f ............. _ .| select sponsor > organization selected

Organisation i
No- CT Centric
Creates a CTA

—y The user can proceed and

[ \ create the CTA
Organization centric /CT centric \
User becomes CT -

* Centralised management of - Faster CTA process in case of a Administrator "<
access and roles across trials within first initial application

one organization (Sponsor Oversight)

« Has less admin burden: not

+ Improves security required MS Admin registration
* Prevents duplication of sponsor « Recommended only for academic
k organization details j sponsor that conduct 1-2 CTs in

) their live
Classified as internalecipients only by the European Medicines Agency



Sponsor workspace roles

Administrator

Business

roles

roles

EUROPEAN MEDICINES AGENCY

x The Sponsors workspace comprises 15 roles business roles and 3 administrator roles
‘gy (including Sponsor Admin, CT Admin and MAH Admin):

—
CT Admin =||

@ Submitter

R
@

Viewer Preparer Submitter
Viewer
+ Part I Viewer (exc Q-IMPD) + Part I Preparer (exc Q-IMPD) * Application submitter
+ Part II Viewer - Part II Preparer * Notification submitter
. Q-IMPD Viewer - Q-IMPD Preparer + CT results Submitter + CSR Viewer « CSR Submitter
+ Notifications Viewer * Notifications Preparer * ASR Submitter

* CT results Viewer

Submit/ update and
withdraw data/
documents from the
workspace to the
EU database

Edit, upload documents,
save, cancel saved drafts,
update saved drafts

View structured data,
documents, and includes
download of documents

*Marketing Authorisation applicants/holders (MAH): user group within the sponsor workspace that is responsible for managing CSRs.
NOTE: A role can be assigned with the scope “all trials” or “specific trials” . In the las case the administrator has to indicate the trial for which the user will have access
Classified as internal/recipients only by the European Medicines Agency
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Introduction to the common sponsor functionalities
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CTIS offers these high-level functionalities to sponsors users. These are: Overview of Clinical Trials (search
functionality), Notices & alerts, Annual Safety Reporting, Requests for Information and User administration.

Clinical trials The tabs displayed will depend on the user profile i.e. roles UAT CT
assigned to the user

Clinical trials Notices & alerts @  Clinical study reports  Annual safety reporting RFI  User administration

Prepare and

Search, select and
submit the ASR

monitor the status of a

trial/application |
\ [_ Prepare a CSR ]

Monitor the messages triggered by
events occurring for a clinical trial
application

Assign and manage user roles ]

View and respond to request
for information

16 CTIS: functionalities and support for clinical trial sponsors, availability of clinical trial data to the public
Classified as internal/recipients only by the European Medicines Agency
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Clinical Trials Search

Clinical trials

Chimical triss  Moficss & sierts §  Cfnical shady reparts  Anmuslasfety rsportisg  AFI  WssrsSminktratisn

Clinical Trials

—— 7 Advance search

Agplication Advanced Sasech +

= B

= Click EU number to navigate to the
& trial Download Trials _

| Trial List




CT Overview N
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Clinical trials  Notices & alerts |  Clinical study reports  Annual safety reporting RFI  User administration -

©  Please noka that, in accandance with Regulatian (EU) No 536/ 2004, all data and documents providid = the EU d i e sasbject ko publication rule
Reguiation (EU) 2016/679 and Regulstion (EU) 2018/1725 when uploading documents and processing perscnal data in €715,

. aimisng amengst cliver thangs @ probecting personal dats sad commurcially confidential infarmation. It @ th responsibility of sach wier 15 eens compliance with

oo (R

NCG testing do not touch

RMS: France

— R e = Within each trial,

. the tabs displayed
will depend on the

i S user profile i.e.

an regrancy Complcatons €13 - roles assigned to

the user

TRIAL INFORMATION

Sponsar

Low intervention study

Medical d
edical device Population type

Start of trial

Mp

w Flucloxacillin 250mg Capsules

OVERALL
TRIAL STATUS
Member State Overall Trial Status First decision date Start of trial End of trial Recruitment start date
AT 20 2
lick to navigate to the Application
APPLICATION AND NON-SUBSTANTIAL MODIFICATION
Type 10 MSCs Submission date Decision date
Initia IN AT[Authorised with condition) x 202 2

+ INFO
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CT Application Dossier structure

Clinical trials ~ Notices & alerts [  Clinical study reports  Annual safety reporting RFI  User administration

©  Pleasi noti that, in acoardancs with Regulatsan (EU) B 536, 2014, all data and documents provided i the EU database ane sobject 18 publication rules , aiming amengst st things at protecting personal dats and e comfichentsal It i the of dach uier 15 s compliance with
Regulation (BU) 2006 /678 and Rugulation (EU)] 301871728 when sploading decamunts snd precossing persenal data in €715,

NCG testing do not touch zo21-s0z041-15-00 /) Initial ot RMS: Franc
Form

Form Form details
M5Cs
Part I Initial Application details
Part IT
Evaluation D ?
Timetable

Proof of payment of fee
France

Proof of Paymant
Austria

Proof of Payment

Deferral publication dates A

Deferral of clinical trial information

Short title £ Trial category *

Ca

Justification for trial category / Trial categary *




CT Application Dossier structure .
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SCIENCE MEDICINES HEALTL
Clinical trials  Notices & alerts  Annual safety reporting RFI  User administration

Pl=zse note that data and documents provided in the EU Datsbas= are subject to publication rules, which take into accouwnt the ne=d to protect personal data and commercially confidential information. Onos available, a redacted wersion of Ue documents will b= made publicly =vailabls in accordancs
with these rules.

Group B-Mono 01- CMS AT- 14-0Oct- An Open Phase III Trial of MK-3475 (Pemb... zois-s0 g-oo /| Initial mo: m

MSCs I )

Member states concerned

Form
MSCs + Add member states
Part1 Member states concerned Reporting Member State First submissions date Subjects Actions
Part I1 r=mE . 0 &
Evaluation
) Belgium 12 m
Timetable
Countries outside the European Economic Area Estimated total population for the trial
EEA subjects
Argentina 23
Rest of the world subjects®
Austrzliz 10
Total subjects
China 33
Colombia
Japan
Mezxico



CT Application Dossier structure

Clinical trials ~ Notices & alerts  Annual safety reporting RFI  User adminisiration

Pleast
with these rules,

Group B-Mono 01- CMS AT- 14-Oct- An Open Phase I1I Trial of MK-3475 (Pemb... 2o

Part I

Trial information

Trial specific information (Part I)

Form
MSCs Trial details
Part1
Part 11 Trial identifiers
Eval Trial i
Timetable

Protocol information

Scientific advice and Paediatric Investigation Plan (PIP)
Associated clinical trials

References

Countries outside the European Economic Area

Sponsors
Sponsors
Name Organisation type Country
Pharmaceutica| company Spain

Contact point for union*

Organisation name

Pierre Fabre oerica 5.4,

Address line 1*
Edif

Warina Vilage

Address line 3

Type

Commercial

Status

Active

otz that data and documents provided in the U Database are subject to publieation rules, which take into account the need to protect personal dats and commercially confidential information. Once available, 2 redacted version of the documents will be mad:

Initial o: m

Legal representative Scientific contact point

)

Address

Edificia Marinz Villzge, Calle Ramon Trias Farg

Address line 2

Calle Raman Trias Farg

Address line 4

EUROPEAN MEDICINES AGEN

Clinical rials ~ Nofices & alerts  Annual safety reporting RFI  User administration

Pl
with bese rues,

MSCs
Part1
Part 11
Evaluation

EEEE

Timetable

Public contact point Third parties

0

that data snd documents provided in the £J De

v et s bl s i et

need ' proted per

Products
Products
Marketing Sponsors
EUMP authorisation  Product Phamiaceutical product
number  number authorisation Product name form Strength code
PRO4323186  EJf1/15/1024/202 AUTHORISED K¢ 2img/nl Bmgml NC3475
. e
Documents
Documents
Part 1

3
Protocol version 2vs 1_Track changes 4
Version 1+ 18/11/2018 Englzh + Protoco

Conment:

onse 1o RFT

)
Pratocol version 2 &
Version 2+ 18/11/2013 Englzh + Protoco

Comment: In response to RFT

m 20191014-MONO1_Cover_Redacted &

Version 1 4/11/2018  Englsh - Redacted Cover Leter

)
Pratocol version 1 &

Version 1+ 14/11/2013 Englzh + Protoco

rmatin. Cnce avaiale, & refected vesion

o the documents wil be mad

&
Actve
substance
Active [41] Spansors  ather
sibstarce  substance ATC ATC ATC substance descriptive
name number  Name Code  level code  mame Trpe
Fembrolzumab SUBLETA36 - LOLKCIS 3 Product
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CT Application Dossier structure

Clinical trials  Notices & alerts  Annual safety reporting RFI  User administration

Pl=zse note that data and documents provided in the EU Datsbas= are subject to publication rules, which take into accouwnt the ne=d to protect personal data and commercially confidential information. Onos available, a redacted wersion of Ue documents will b= made publicly =vailabls in accordancs
with these rules.

Group B-Mono 01- CMS AT- 14-Oct- An Open Phase III Trial of MK-3475 (Pemb... -2e-00 / Initial o:

Part I1 I ) ) )

Country specific details (Part II - AT)

Form &
MSCs Trial sites ’
Part I
Part IT Documents
- AT
- BE Recruitment Arrangements >
Evaluation Subject information and informed consent form >
Timetable
Suitability of the investigator >
Suitability of the facilities >
Proof of insurance cover or indemnification >
Financial and other arrangements >
Proof of payment of fee >
Compliance with national requirements on Data Protection >
Compliance with use of Biological samples >
All documents >



Evaluation section

&)
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G Lesting do not touc Initial i RMS:

Farm

MCs
Part 1
Part 11 -
Evathaation

= Canciugien
imutablu

Assessmant Fari T
L1501 ]
Canclusien

Latended Dizagresments

Evaluation

Validation

Assessment Part I

Aanmnamant Fat 11 Assessment Part II

=
R G

Canclurien

R

RELQ

Canclurien

meeen DECISION

Fart [ Dlsagemements

ASSLSSMINT OVIEVIIW

ML

Vabtation

Ammanrsart Fart 1

fansasmiant Fart 00

Dmciaion

SCIENCE
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Timetable
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SCIENCE MEDICINES HEALTILL

— Timetable (example of a trial under evaluation)

Form
MSCs Winter

Part I

Part IT

Evaluation

Timetable

Timetable




Notices & Alerts
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Chinical trials  Notices & alerts Clinical study reports  Annual safety reporting RFL  User administration

Motices & alerts @ Default and advance Search

Advanced Search »

Natices Alerts @ Baoth

i m

Shawing 1 - 9 of 9 items Lof I pages |

1 Received W

o S 2147 ]

i i rt - "
) Mo active Conclusion to Part IT submitted Wk a el 5:‘:}-:" Evaluatiun Rscaivad i (] Spomsor
441 Initial e e/ = iaghian
) The Initsal hac no actrve conclusion ed for Fart 11 for A
ti , ion b rt 1T i
—I L) Mo active Conclusion to Part IT submitted e 5:'_-";:' S Spomsor
174Ta1 riitial B wighirma
g The Initial has no ad sion recorded for Fart 10 for France
Z =) Mo active Conclusion to Part IT submitted T il Suureg Evaluatiun S Spomsor
[ [ER—

The Initial has no ac ed tor Fart 11 for France:




Request for Information (RFI) s s e

Clinical tria Notices & alerts (@ Clinical study réports  Ann safety reporting RFI  User administration

Default and advance Search

RFI
Advanced Search =
] B B -]
=] =1
— m
Zhowing 1 - 10 of 522 items 53 1 2 3 5.
Sort by 1 Mo sorting i
RFI-ASR-Z021-00232-001 MSC Source type Evaluation process Submitted Responded Due
SR 20/09/2021 P
= =
IMFPL1: APROVEL 300 MG
)]
'_I RFI-CT-20Z1-502028-65-00-1N-003 IN M5C  Source type Evaluation process Submitted Responded Dusz
Infa Ascess part 11 21/09/2021 34/ 104 20
LL

MSC  Source type Evaluation process Submitted Responded Dusz

BSS part | F

RFI-CT-Z0Z1-502013-25-00-1N-004 IN



User Management @)
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SCIENCE MEDICINES HEALTILL

Clinical trials  Notices & alerts  Annual safety reporting RFI User administration

Administration of users

Default and agance Search

—

Advanced search =

Search Results
Showing 1 - 10 of 17 items 1 of 2 pages < 1 2

Sortby: 14 User Id v + Approve

unisys_il L= L T — Role: Creation date: Assesment date: Authorised from: Authorised to:
- N Sponsor Admin 04/10/2019 04/10/201% f
[ approved | EU CT Number:
Scope: Al trizls
Employer:
'IJ; Organisation name: Pierre Fabre Iberica S.A.
 — Organisation Id:  ORG-100003935
| -
Q) ctuat3ss Role: Creation date: Assesment date: Authorised from: Authorised to:
(7)) CT Admin 11/10/2019 11/10/2019 11/10/2019
D [ approved | EU CT Number:
Scope:
Employer:
Organisation name:
Organisation Id: CRG-100003935 m
ctuat3s9 Role: Creation date: Assesment date: Authorised from: Authorised to:

uat.ct

ME.EUropE.eu

EU CT Number:

Application Submitter

11/10/2019

1/10/201%

11/10/201%9
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Annual Safety Report
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Clinical trials varer | G| e

Clinical trials Notices & alerts Annual safety reporting RFL User administration

Default and agance Search

Annual safety reports
/ == e g

Search results

Click to create new
ASR

Screen to create ASR

Clinical trials varer | = | e

Submit ASR o cream ~ crHEck o cancer Sus e




Clinical Study Reports
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Clinical trials uat ot | a

Clinical trials ~ Notices & alerts @  Clinical study reports  Annual safety reporting RFI  User administration

©  Pluase ot that, in accordancs with Rigulatsan (EU) Bo 536/ 20104, all data and documarts provided in Gie EU database s subject o publicstion rules , aiming amengst ot tings et D'Ulmllnbp«anl dats and commarcially gd.m al |nfurm-l|qu & Wi responaibility of ach widr 15 erkns compliance with

itegulation (EU) 2016679 and Rugulation (EU] 2018/1725 whan upioading docamunts and procussing perscnal data in €715, Va n Ce ea rC

Search b4
r ; [
PE— o . aa & &
Az m
EU CT number Trial tithe Procedure number: Procedure outcome Submission date: Status Actions
L & 7
2 @ g
&
® 7
® S E-
& #
&
2021 @&
@

]
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« CTR and CTIS Benefits
« CTIS high-level system overview and actors

« User Management

« Sponsor Workspace functionalities
 Transparency rules

« Public module

« CTIS Sponsor support

« CTR Application and transition period

* Next steps

30
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Transparency rules: legal requirements -
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0 ¢ Article 81(4) of Regulation (EU) No. 536/2014: EU database
publically accessible by default, with exceptions justified on any of
the following grounds:
BT s e (a) protecting personal data in accordance with Regulation (EC)
No 45/2001;

EUROPEAN MEDICINES AGENCY
N F } I ;

Appendix, on disclosure rules, to the “"Functional

i e (b) protecting commercially confidential information, in particular
through taking into account the status of the marketing

AR m——mp—— authorisation for the medicinal product, unless there is an

e overriding public interest in disclosure;

’” D‘b' (c) protecting confidential communication between Member States

Consaton f e fl documer by Eropean Comrisin B in relation to the preparation of the assessment report;

EZI,.Z;EZ:;fi";:,",'l;fl?;f:;ff.:;:l:f:lm,..d %E (d) ensuring effective supervision of the conduct of a clinical trial

by Member States

e Appendix, on disclosure rules, to the “Functional specifications for
the EU portal and EU database to be audited - EMA/42176/2014"-
General pronciples
http://www.ema.europa.eu/docs/en GB/document library/Other/20
15/10/WC500195084.pdf

Classified as internal/recipients only by the European Medicines Agency
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http://www.ema.europa.eu/docs/en_GB/document_library/Other/2015/10/WC500195084.pdf

Transparency rules: general principles C

EUROPEAN MEDICINES AGENCY

e The same rules apply whether the sponsor is a pharmaceutical company, academic
research group or other type of organisation;

e Only applications on which a decision has been reached will be made public;

e Public registration of trials at their start including all information needed for patients who
may wish to participate in therapeutic or preventive trials;

e All data and documents in the system will be made public except for manufacturing/quality
information, details of financial agreements between sponsors and investigators, and
specified personal data;

e The default is always to make public at the first opportunity;

e The rules depend on the IMPs used in a trial and how they are used;

e Depending on the category of trial Sponsors have options to defer the timing of publication
of specific data/documents up to a maximum time limit (see background slides as

reference);

e Theruse of deferrals will be monitored and should not exceed what is really needed.

Classified as internal/recipients only by the European Medicines Agency
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¢ Quality related information that include:
QThe IMPD quality
O Scientific advice on quality
O Quality related request of information (RFI) raised during the assessment
O Quality Assessment reports (draft and final)
e Drafts of assessment reports;

e Versions of documents that are ‘not for publication’, which may include personal
information identifying Member States experts, sponsor staff, MAH/applicant staff,
as needed;

¢ Financial agreements between the sponsor and the investigator site;

e Any requests for information from MS to the sponsor and responses recorded
outside of an assessment of an application

33
CTIS: functonalites and support for cinicaltialsporsors, @ygllhlty QEAVEPHIFHEEIBIER BRIy the European Medicines Agency
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« CTR and CTIS Benefits
« CTIS high-level system overview and actors

« User Management

« Sponsor Workspace functionalities

» Transparency rules

* Public module

« CTIS Sponsor support

« CTR Application and transition period

* Next steps
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The data in CTIS will accumulate over time as sponsors submit their applications and

results.
There is a basic search on free text and an advanced search with more options

# Search Clinical Trials

Clinical trial search

Search criteria Search results Display options

Basic Criteria

Contain all of these terms:

Basic search - Free text

Contain any of these terms: .
fields; key words

Does not contain any of these terms:

35
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Public Module - what the public

Options for search include elements
of, e.g.:

+ Trial information

* Sponsor

+ End point

+ Therapeutic area

* Orphan status and number

+ Rare disease status

» Paediatric trial (PIP)

+ Trial phase

* Product

+ Time ranges

« Trial events

+ Country

» Age group

+ Gender

* Vulnerable population
. etc

36

Trial status

Trial number

Trial title

Conditions
Sponsor/co-sponsor
End point

Product

Product role
Population type
Orphan designation
number

Does this product
have an orphan drug
designation

EEA clinical trial start date
From

To

EEA clinical trial end date

From

To

O No

will be able to search for - advaﬁced

Country

Age group
Therapeutic area
Trial phase

Sponsor type

Gender

Protocol code

Rare disease 0
PIP

Events

Clinical trial results 0
Clinical study report 0
Low intervention trial
Serious breach 0
Unexpected event 0
Urgent safety measure
Inspection 0
Trial region

Vulnerable
population
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Public Module-public search results

EUROPEAN MEDIC

The results can be sorted, downloaded and a subscription to the search can be made.

Sort by: Decision date v DESC v Sort

Download results Subscribe to search

0

) 2021-500570-41-00 - Withdrawn - CTCS-1716_WithdrawApplicationAfterReportingAlIMSCs

Overall start date of the trial (in the EU): N/A | Overall end date of the trial (in the EU): N/A | Conditions: Medical_Condition | Countries
where the trial is taking place (EU country code): FR:Withdrawn, DE:Withdrawn | Decision date: N/A

) 2021-500072-28-00 - Authorised, not started - TC1030.05 EMA-4147 Conclusion Trial Statuses in Revert Decision Screen

Overall start date of the trial (in the EU): N/A | Overall end date of the trial (in the EU): N/A | Conditions: Medical_Condition | Countries
where the trial is taking place (EU country code): FR:Authorised, not started, DE:Not authorised, GR:Authorised, not started | Decision date:

FR:16/07/2021
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Public Module —display options of searches @

EUROPEAN MEDICINES AGENCY

It will also be possible to choose the type of data that will be displayed.

M Search Clinical Trials

Clinical trial search

Search criteria Search results Display options

Available Search Display Options

Title of the clinical trial [J Sponsor/Co-5ponsors [J Primary end point
Trial number [J Sponsor type [J Results first received
Overall trial status [J Trial phase [J Last updated
Countries where the trial is taking place [J End point

(EU country code) ) Product

Overall start date of the trial (in the EU) O Age group

Overall end date of the trial (in the EU) ) Gender

Decision date () Trial region

Conditions [ Total number enrolled

U Therapeutic area [J Overall end of the trial

[J Recruitment status

Submit
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EUROPEAN MEDICINES AGENCY

« CTR and CTIS Benefits
« CTIS high-level system overview and actors

« User Management

« Sponsor Workspace functionalities

» Transparency rules

« Public module

« CTIS Sponsor support

« CTR Application and transition period

* Next steps
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CTIS Sponsor Support

EUROPEAN MEDICINES AGENCY

Info events (recorded & published)
Collaborative approach

= Engagement

Online Traini Extensive online programme available
niiNne lrainin .
9 Sponsor Master Trainer programme

EMA CTIS Sponsor Handbook
Supportive materials and references

@R  Online Support

Research community/SME Targeted SME/academia trainings

A EMA CTIS info EMA CTIS Highlights Newsletters

(subscribe by writing to CT.Communication@ema.europa.eu)

. All above are available on www.ema.europa.eu

40 CTIS: functionalities and support for clinical trial sponsors, availability of clinical trial data to the public
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https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?search_api_views_fulltext=ctis
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#online-training-modules-section
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
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/news-events/publications/newslettersclinical-trials-information-system-(ctis)-highlights-section
mailto:CT.Communication@ema.europa.eu

Next open CTIS Information/Training Events for sponsors !

EUROPEAN MEDICINES AGENCY

Events are planned to help future CTIS users prepare for CTIS Go-Live.
Find on EMA events page (search e.qg. "CTIS”)

26 October info event 29 November training event
Target audience Target audience
MS and sponsor end users SME/academia sponsors & end users
Objectives Objectives
+ Ensure awareness of CTIS across  Ensure awareness of CTIS across
the end-user base the end-user base
* Prepare users for the new way of  Prepare SME/academia users for
working with CTIS the new way of working with CTIS

Supported by DIA; fee applies Open event, no fee

41 CTIS: functionalities and support for clinical trial sponsors, availability of clinical trial data to the public
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https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?search_api_views_fulltext=ctis

EUROPEAN MEDICINES AGENCY

« CTR and CTIS Benefits
« CTIS high-level system overview and actors

« User Management

« Sponsor Workspace functionalities

» Transparency rules

« Public module

« CTIS Sponsor support

« CTR Application and transition period

* Next steps
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CTR Application and Transition (
EUROPEAN MEDICINES AGENCY

-> All trials EC 2001/20
EU Portal Endorse- Notice in CTR need to be stops applying
and ment of audit Official applicable submitted (end of
database by EMA MB Journal under CTR transition
audit rules period)

31/01/20

31/01/2023

31/01/2022

31/07/2021

Q1 2021 21/04/2021

!:ALJR‘QI“H\N\N}I-EI)AICI\NF\SAGH@ 6 months 1 year 2 years
rnctionat et e 0 anceo| © EMAMB-endorsement of full functionality is a condition for the publication of the
eabess tobeudted notice in the official journal and was confirmed on 21/04/2021. 6 months later, the
CTR starts to apply

The date of application is January 31, 2022
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« CTR and CTIS Benefits
« CTIS high-level system overview and actors

« User Management

« Sponsor Workspace functionalities

» Transparency rules

« Public module

« CTIS Sponsor support

« CTR Application and transition period

 Next steps
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Next Steps

EUROPEAN MEDICINES AGENCY

Clinical Trials Information System - CTIS

 Focus:

« Ensure quality and stability of CTIS

« Deliver CTIS for go-live

« Put effort now into preparing for CTIS Go Live
 Get ready:

« Define functions and processes embedding CTIS

« Nominate the Administrator (if applicable)

« Define the form of your organisations

» Choose the people to work with CTIS, train the people
implement the processes

« Countdown has started:
« Go Live 31 January 2022

45 Clinical Trial Regulation and Clinical Trials Information System (CTIS) - what changes in 2022
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Thank you for your attention

Further information

Ana.Rodriguez@ema.europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News

Classified as internal/recipients only by the European Medicines Agency
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CTIS- Actors and activities in the CTIS system

EUROPEAN MEDICINES AGENCY

Submit application (initial, AMS Notification of willingness to be
and SMs) / Address request for Submission gUbtm'Sl’sF'{on oftUnlon RMS (part I) / Decision on
information of CSR JLontro epor S JARMS

Update of Clinical Trial Appllcant Comm|55|on / Submission of requests for
information (re non substantial of a MA // information

modifications) Submission of validation

Submit notifications: \ / outcome (initial, additional MS
Start of trial \ or Substantial Modification)
First visit first subject
End of recruitment

MS, Global)
Temporary halt & restart

\

\ g Submission final conclusion to
\ —

ial (i Member = PSSt Part I and Part II
End of trial (in each MS, All Sponsors Crotas -

\ Final single decision
\ notification

Serious Breach, Unexpected Submission \ AN " :

event, urgent safety - Assessment f Nl Communication disagreement
measure ASRs ASRs \ to part 1 assessment
Inspectlc_)n lige]aadalige! \\ Communication on

country inspectorate \

ANl implementation of corrective
Submission of clinical study \ measures

result (summary and lay Malntenance/Amend Submission Inspection
publication Information
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OPTIONS FOR DEFERRALS

CATEGORY 1 CATEGORY 2 CATEGORY 3
. . For a subset of information and up to
Main Ch?racterlstlcs the time the CT Results Summary is No deferral No deferral
of the trial PR
posted (Justification)
Subiect Up to the time of MA using this trial or | Up to the time of MA using this trial
J : up to 7 years after the end of the or up to 5 years after the end of No deferral
Information sheet . . - - . . . .
trial, whichever is earlier the trial, whichever is earlier
Trial related
documents
Up to the time the CT Results
Summary is posted
Protocol As above As above (usually 12 months after the end
of the trial in the EU)

Product related 1B As above As above As above
Documents IMPD, S&E As above As above As above

Request for

information
Assessors documents MS decides but takes into account the exceptions of the legislation and the No deferral
/data AR (I &1II) deferral time proposed by the sponsor

Conditions




OPTIONS FOR DEFERRALS

CATEGORY 1 CATEGORY 2 CATEGORY 3

Substantial
modifications

Deferral possible only for changes or additions to data/documents not yet made public because of the legal
deadline is not reached or a deferral was requested. Publication will take place when the legal deadline is reached
or deferral deadline expires.

Unexpected Up to the time when summary results are posted -
Notifications events, except fo_r early termln_atlons for' reasons involving No deferral No deferral
urgent safety subject safety or if Corrective measures
measures (Justification)
Up to 18 months after the due date for the
publication of the summary of results (usually 12
months after the end of the trial unless article
Clinical Trials Scientific 37(4) apdplles/or: n;ont(:jhs fgr |gaedllat_rlc CTs No deferral No deferral
Summary Results Summary according to the ae @tnc egulation)
(Justification)
Lay person As above No deferral No deferral
Clinical Study No deferral No deferral No deferral

Report




OPTIONS FOR DEFERRALS

CATEGORY 1 CATEGORY 2 CATEGORY 3
If the sponsor requested a
. deferral up to the time of
Serious Breaches o
publication of summary results
the same will apply here.
Inspections As above
] Reports (EU)
Supervisory No deferral No deferral
measures
Inspections
Reports (by third As above
country CA)
Union Controls As above
Corrective No deferral
Measures




	��Introduction to the  Clinical Trials Information System (CTIS)�
	Disclaimer
	Slide Number 3
	Directive (since 01/05/04)    versus     Regulation (from 31/01/22)
	Why CTIS?
	CTIS Benefits
	Slide Number 7
	Slide Number 8
	Two dedicated and secure workspaces and a public portal
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	What will not be made public
	Slide Number 35
	Public  Module –public search for data
	Slide Number 37
	Slide Number 38
	Slide Number 39
	Slide Number 40
	Slide Number 41
	Events are planned to help future CTIS users prepare for CTIS Go-Live. �Find on EMA events page (search e.g. “CTIS”)
	Slide Number 43
	CTIS development 
	Slide Number 45
	Slide Number 46
	Slide Number 47
	Slide Number 48
	Slide Number 49
	Slide Number 50
	Slide Number 51

