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CTR: Member States Organisation

It should be left to the Member State concerned to determine;

The appropriate body or bodies to be involved in the
assessment of the application to conduct a clinical trial

To organise the involvement of ethics committees within the
timelines for the authorisation of that clinical trial as set out in
this Regulation.




Application Assessment: Member States Organisation

Multiple European countries

Several and diferente MSs organisations

Different: P
v" Number of bodies involved in the assessment Applications; — i v
h, Py
v Involved bodies with different responsabilities in the — e
assessment; el =‘-L_E:—:, -
— ._.__ “‘ ",,"'_.': = _l.-*
v' MSs with: 1 central Ethic commitee or several Ethics .~
Commites - el

One single tool: EU Portal

REGULATIONS

REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014
on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC
(Text with EEA relevance) 3




An Enormous Challenge for MSs

: . &
) UNSCATION COOPERATION COLLABORATION




EU PORTAL

The system will support the day-to-day business processes of Member States and Sponsors
throughout the life-cycle of a clinical trial in a user-friendly way.

Complex system to adress all CTR requirements
EU Portal and Database (EUPD) - key actors and activities -
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Communication Plan between diferente bodies

Working with the EU Portal

WHO accesses WHAT /WHO takes responsability on specific actions

Cooperation: Responsibilities and Rules
How the feedback is taking into consideration in the EU Portal?

Who is responsible to update the EU Portal?

PART I PART I

+ Benefits vs. risks for subjects, including relevance of CT, *+ Informed consent, subject recruitment, data protection
reliability and robustness of data

* Reward/compensation investigators/subjects
+  Manufacturing and importation for IMP
+ Suitability of investigators and of trial sites
Labelling requirements
*+ Damage compensation
* Investigator's Brochure
» Collection/storage/use of biological samples 6



How to establish my Organizational Structure?

* How to proceed?

QA ¥

* How to select the right roles and permissions?

2

BI Report preparer
_ASR assessor

O
[bg (e . [ "IS i\ ][UI/,:\)[ ] 2 ﬂ
: ’ *National organisation administrators @ A ‘ 2 — N A
; | \ * o =
MS Admin | NOAs STRATEGY
) ' = Coordinator
» CT coordinator
Viewers Preparers Submitters
s e Pt = Validator preparer full rights (Part I & 1I) ~+ Validator submitter full rights (Part I
full rights | =+ Validator Preparer rest. rights (Part I exc. | andII)
+ Viewer Part I Q-IMPD & IT) + Validator Part II submitter
foch ctod « Walidator preparer Part IT + Assessor Part I submitter full rights
rights « Assessor Part I preparer full rights + Assessor part II submitter
. ewer DT + Assessor Part II preparer + Decision-maker submitter
- BI Report = Supervisor preparer « Decision Maker-Supervisor Submitter
viewer + Inspector preparer .

Supervisor submitter
Inspector submitter o
_ASR Decision Maker-Submitter 4



Working with EU PORTAL - How to achieve success?

(1 ORGANISE

Communication /Cooperation: established rules
v' MSs

¥ Ethics Commitee’s ORGANIZATIONAL STRU(TURE

O Plan how you want to work with EU Portal:
v’ Size team
v' N2 CTAs/year
v’ Internal/external employees
v" Workflow control

O Organise your team in advance;

1 Choose the right people for the right role. Experience with:
v" CTR knowledge
v EudraCT, EUCTR, DWH...
v VHP assessment (!)




How to establish my Organizational Structure?

Look at the reality of your Member State

EU Portal user administration allows you to:

X/

%+ Organise your team according to your needs;

X/

** Provide diferent roles/permissions;

X/

«* Combine roles for the same user — Establish an User Profile

How are you going to start working with EU Portal?

Conservative Approach More complex Approach

Only few employees will work with the system, Establish different roles for several employees that will
assuming the role of “Superuser”/CTA National act in collaboration and acess to different parts of the

coordinator system — network of employees

+ Employees full trained and experienced with the

system (VHP like); + A network of employees working with the system;

+ Higher workflow control; - Different employees working with a system with less

+ Less opportunity to make mistakes; experience/Less training;

- Less workflow control;

= Need to establish a set of employees for these - Increased opportunity to make mistakes;

functions;




Conservative Approach

I

Coordinators (Validators) will check the
dossier — Will assign the CT. The assignement

may take into account:

O Previous trials with the same product;
O If the MS will act as RMS

O Others

RMS seleccion

Coordinators/Super-user role

Coordinators/Super-user role
Requirements:

- Previous CTR knowledge /experience;
- CTIS Experts/intensive training

Activities:
O Perform all fth rflow in th m;
.e o _a steps of the worflow in the system; Other team
O Liason with assessors and other experts bers:
0 Communication with Sponsors MEMDENS:
Assessors

Follow all lifecycle of a specific CTA (Initial
submission, Substantial modifications, notifications,

)

Excellent experience with VHP Procedure 10



E I e: Head CT Unit / Senior CTs Coodinador

\-xxx\x\.x\x\.x\xxx\\.\.x\ e i > RMS Selection
(0] owiication submitied e > Assign New CT to a Team Coordinators
Fanpharma An subewiisd an Sl socbcator whath meThes
Agiiia nd Poriagal for T 507 applcaon
Senior CT Coodinador,
-'l-l-./ . . .
¥ Coordinadors TEAM - Work in pairs (Backup)
Lommrhy b » Trial Validation
» Assign Trial Assessors Team
Team A: Condinador 1+ 2 Team B: Coodinador 3+ 4 » Update EU Portal /Comunication with Assessors

Role:
* Validator submitter full rights
e Assessor Submitter Full rights
e Coordinator

w * * Decision/Maker Submitter

e

* Supervisor submitter

I e
ii ii Assessors:
As C Assessors D Role- Assessors C:
Ze530rs .
Internal Assessors: External Assessors: * Assessor Preparer Full rights

Ext A CF:E-\;\EWE;E"'IE“: Reduce Experice CTs assessment
e e e el e

Hiﬁh numher E«E Low number E‘i:s
Teaining EU Partal External expertise Role - Assessors D:

* Viewer part | full rights

11
Coordinators will liaise with assessors



More complex Approach

Several employees working with the system and
assuming diferente roles and permissions.

No central coordination
Less control of the workflow
Need to provide training to all users

Higher risk of disharmonisation between users

Different Users assessing the system:
O Validators preparer
O Validator submitter
O Assessors part | Preparer
O Assessor part | submitter
O Decision Maker submitter
QO Supervisor Preparer
U Supervisor Submitter
O Other roles

§ !
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e £

g
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f
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Internal MS organisation

Set up the User profile for your employee:

Example:

User Profile 1- Coordinator Part |
Coordinator

Validator full rights submitter
Assessor part | submitter full rights
Decision Maker submitter
Supervisor Submitter

User Profile 2 - Coordinator Part Il
Coordinator

Validator part Il preparer

Assessor part |l submitter

Select the adequate training modules
for each User Profile according to the
user responsibilities

User Profile =, A

Assign role(s)

unisys_kd

Drganisation nama

Portugsl

Rale

Salect from list

Organisation Id:

ORG-100003539

T Ty mmeay

ASR Assessor

ASR Decision Maker-Submitter

Azzezsor Part I Preparsr

fzsezsor Part 1T Submitter

Azsezsor Part I Preparer Full Rights
Azsezsor Part I Preparer Restricted Rights
Assessor Part 1 Submitter Full Rights

BI Report pErer

BI Report Viswer

CT Coordinator

Decision Maker-Submitzar

Drecision Maker-Supervisor-Submitter
Inspector Preparer

1 parer
Supervisar Submitter
Validator Part 11 Preparer
validator Part II Submitter

sation Id:

CANCEL

+ ADD ROLE

VN

‘== New Users should not work with CTIS without propef-training




EU Portal: Training Programme

(TRAINING is FUNDAMENTAL for working with the
Portal;

 EMA in collaboration with Member States and Sponsor’s
representatives, is working and developing a “live” Training
Catalogue for the system;

O ELearning based training programme — allow at any time:
training new users/remind functionalities;

U Different types of materials to address different needs
(eLearning, quick guides, clips, FAQs);

J Modules -EMA site - EMA CTIS Training Programme

https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-
trials/clinical-trial-regulation/clinical-trials-information-system-ctis-training-programme




21 Modules

EU Portal: Training Programme - Modules

Modules targeted to Modules targeted to Common modules for Other audience
Introductory modules Member States Sponsors MS/EC and Sponsors specific modules
L ] o @ @ &
: q " HowtomanageaCT (tnal | [  Support with workload |
Introduction to new BI reporting (also the i : Manage Union Controls
Clinical Trials Regulation | Commission) J1 Wﬂgm J 1 mém ) (European Commission)
Overview of main CT1S < Evaluate aninmar CTAT ) ) [ User Access Management | [~ Clinical Study Reports |
components and system {wg&“" """“’:" 0::.:] wm&:ﬂ (self-registration, login & submissions (Marketing
functionalities (high level) S JL -~ J user profile) J | Authorisation Applicant) |
Evaluate an initial CTA | [ How to search, viewand | [ | [ Supervise a CT - Inspection |
(assessment and decision- download a CT and a CTA in iy gl e el
g making) J | the sponsor workspace | | JL (MS inspectors) '
f Supervise CT - Ad hoc " Respond to RFIs received | r )
I assessment (incl. safety) ] CTA ) X Public Users i
" Supervise CT - additional | [ Create and submit an |
IM mm MM S‘dv Rmrt AR E e PR Ly A Training materials ...

N

and respond to related RFIs |

" How to search, view and
download a CT and a CTA in
_the authority workspace |
4 3
Supervise a CT - Corrective
measures

.

¢ "
Assess an Annual Safety

Report

3 FAQs
@ Compilation of responses to
! frequently asked questions
Quick guides
Presenting key information
about specific system
functionalities and steps in the
system

eLearning materials

including online PPTs and
elearning Interactive modules
of system functionalities

Audio-visual material
g ad hoc for selected modules and
functionalities

Instructor guides .
' How-to guides for Master Trainers,
m to support consistent knowledge
dissemination !
.
suppart the dissemination
of specific content
¢ detaile

Infographics
Visual representation of key
information

Additional support
documents
Ad hoc documentation to

{commaon) system
functionalities
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EU Portal: Training Programme

Evaluate a clinical trial application: Assessment and decision-making
08)

Module 08 Evaluate a clinical trial application: Assessment and decision-making
:Td%::*ce(s: e Authorities of EU Member States
e Phases and associated timelines for evaluating an initial clinical tria
application, including validation, assessment and decision
e Process and user roles involved in the first part of the assessment of an initia
clinical trial application as a reference and as a concerned Member State
Topics e Process and user roles involved in the second part of the assessment of an
covered nitial clinical trial application as a concerned Member State
e Process and the user roles involved in the decision on authorising an initia
chnical tnal application
« Workload functionalities in CTIS that allow users to monitor the tasks during
the evaluation of an initial clinical trial application
.
. Frequently asked questions (FAQs
Learning s Videos:
o o How to assess an initial clinical trial application in CTIS - Part I [2
© How [0 assess an iniial C CTIS LS
© How to submit the hnal decis on the nical tnal apg atio 1 the

Training is the Key to Success

» Extensive Training catalogue (21 Modules)

e EMA’s training programme is mainly composed
of online training modules

» Design by module and target user group;

» Each module contains a brief summary of the

topics it covers and learning materials;

» Learning materials are accessible via links;

* To support micro, small and medium-sized
(SMEs) and non-

enterprises
commercial sponsors in academia, EMA
organising tailored virtual training sessions.
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MASTER TRAINERS NETWORK
Member States

Objetive:Dissemination of knowledge about the EU Portal

e Core group of users who will train and support other users in their organisations in preparing to work
with the sytem

* Master trainers from the national competent authorities and ethics committees of each EU Member
State
* Master trainers, at National level, should:

» Plan a training programme, according to the training provided;

» Select the target audience for each Module;

» Ask for feedback on each Module (content /training material);

» Provide the feedback gathered to the EMA training team - Improve Learning Material Y




Communication and collaboration between MSs, Sponsors and EMA

Sticees

New challenges require effective communication between partners .

>

R

O MSs, Sponsors, EMA and EC need to communicate and collaborate together;

O Each MS should establish a functional organization adapted to its reality, allowing the correct use
of the EU Portal

O MSs should also provide support to Academia
= Periodic training sessions;

O EMA should establish an effective and quick helpdesk for
the EU Portal support;

18



Questions?

Thank You
For Your Attention

EC-DG SANTE/HMA-CTFG/EMA joint training on the Clinical Trials Regulation (EU) 536/2014 March 9-10, 2021

THERE WILL BE OBSTACLES.
THERE WILL BE DOUBTERS.
THERE WILL BE MISTAKES.

| BUT WITH HARD WORK,
THERE ARE NO-LIMITS.

Fatima Pimentel

Pharm.D, Senior Clinical Trials Coordinator
INFARMED - National Authority of Medicines and Health
Products, I.P. 19



