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CLINICAL TRIAL UNDER EU-CTR

- Collection of documents

from sites

- Redaction of documents

- CTIS preparation

Sites Selection Submission
‘ 1 — .
Submission Request For
Preparation Information
Submssion via CTIS in all (RF|)
Member States Concerned

A v

/ \ Management

Parallel Sequential Submission:
Submission of first Part 1, then Part 2
Part 1 and Part 2

Approval

Final Decision released by
each Regulatory Authority
and valid for all sites involved
in the Trial
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Submission Preparation

* Documents to be collected from Selected Sites for their inclusion in the Trial submission:
- CV of Principal Invesitgator
- Declaration of Interests of Principal Invesitgator

- Site Suitability Form

* To perform the Redaction of documents before their upload in CTIS = each document can be uploaded twice:

DTENEE For Publication:
Recruitment Arrangements Personal PrOteCted Data (PPD) NOt For Pu_bllcatlon: the .
Recruitment arrangements *: and/or Commercia”y document IS Uploaded as it
Confidential Information (CCl) is, and all information can
\ need to be redacted before be seen
Recruitment arrangements for test trial £ & ] i} (4]
the upload
Germa_n IRecruitment arrangements (for publicaticn) § System version 1.00
ersiol ST The only documents that won’t be
published in any form are:
-Quality IMPD

-Financial Agreements
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CLINICAL TRIAL APPLICATION DOSSIER IN CTIS

MSCs Submission date

AT(Under evaluation)
DE(Under evaluation)

FR{Under evaluation) 28/10/2020

AT(Authorised) 22/10/2020
DE(Authorised)

APPLICATION AND NON-SUBSTANTIAL MODIFICATION
Type 1D Parts
Substantial modification SM-1 Part |
Part 1
Part |
Additional MSC AM -3 Part 11
Initial N Part I & Part 11
Part | & Part 11

Decision date

22/10/2020

A v

Form

v

MSCs
Part 1

v

v

Part 11

- BE
- FR

v

- DE
- IT
- ES

Evaluation

A 4

Timetable

\ 4

Reason Scope Link
+ + =
+ INFO
: i + INFO
Cover Letter

Compliance with Regulation (EU) 2016/679

List of Member States Concerned with the number of expected patients

Part 1 Documents (Protocol, Synopsis, 1B, IMPD, Labels, etc...)

Part 2 Documents for each Member State Concerned (ICFs, Insurance, Recruitment
materials, Site Documents, etc...)

Section to receive RFl, Approvals and to upload the Sponsor’s replies

Study-specific Timetable

AICRO Pagina4




CLINICAL TRIAL SUBMISSION IN CTIS

Create, submit, and withdraw a clinical trial — Submission confirmation

Submit confirmation

Part 1

Part II Austria

] Part II Germany

You can choose to submit Part 2 in parallel
for all MSCs or just to some of them
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Clinical trials  Notices & alerts @ RFI  User administration

HOW TO MANAGE RFls

Notices & alerts €

RFls can be found in two tabs:

Showing 1 - 5 of 5 items 1 of 1 pages 1
Sortby: 1i Received v
New! © Al @D
= Notices & alerts tab
£ RFI sent to sponsor Source  Evaluation
Ref number Recelved mp RMS Sponsor
type process
Assess part Paracetamol
An RFI has been sent by Austria for the Initial application, Assess Part I . 2021-500043-12:00 Initial 1 01/03/2021 g ote S00mg Austria Organisation
Clinical trials
Clinical trials  Notices & alerts @ RFI  User administration
RFI
Advanced Search v
Showing 1 - 10 of 38 items 1 of 4 pages VI e
Sort by: I} No sorting -
RFI-CT-2021-500043-12-00-IN-001 IN MSC  Source type Evaluation process bmitted ded Due
m‘ B m Initial Assess part | 01/03/2021 15/03/2021
Title: CTIS Training Programme test CT for Demo
IMP1: Paracetamol Tablets 500mg + PARACETAMOL
RFI-CT-2021-500043-12-00-IN-003 IN MSC  Source type Evaluation process bmitted ded Due
| A

C1:2021-500043-12-00 [ Austrio JEROICEY ssess part]  01/03/2021 15/03/2021
Titla: CTIE Teaininn taet T bne Nama
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HOW TO MANAGE RFls
Chec w

Evaluation
Form
MSCs Validation
RFI @ S .
Sort by v I§
Conclusion Response to consideration

Assessment Part I

sideration number RFI-CT-2021-500043-12-00-IN- ﬁpplicEﬂll section pari_s Part I - Non-clinical Application section and document Cover letter

001-01

RFI ©

Consideration Austria Consideration nrli - Part | assessment

Conclusion
Response

Intended Disagreem

Documents related to the response

Response for RFI-CT-2021- X
J SO0 -2 - T0-IN-D04 s

submitted successfully.
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Assessment Overview

Part1I
Part 11
Evaluation

Timetable

A v

ASSESSMENT OVERVIEW

MSCs Validation

SPAIN

ITALY Valid
(14/11/2022)

Assessment Part I

Acceptable
(20/02/2023)

Assessment Part I1

Acceptable
(12/01/2023)

Acceptable
(20/02/2023)

Decision

Authorised
(23/02/2023)

Authorised
(23/02/2023)

+Al
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CONCLUSION

« CTISIis the single-entry point for clinical trials information in the European Union (also with the public section)
« CTIS allows the submission of clinical trials simultaneously in the Member States Concerned
« CTISIs auser-friendly system for many aspects

BUT

« Many bugs became apparent in the system during 2022, impacting operational efficiencies which resulted in the
opening of many tickets to the helpdesk

« Challenges continue into 2023, particularly in relation to creation of new applications and bugs within Modifications
and Additional Member State applications
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Thank you
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