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EMA information webinar 29th July 2021
‘How sponsor organisations can prepare for CTIS’

The SME perspective

w/ Trine B. Moulvad, VP and Head of Regulatory, Patient Safety and Medical Writing, Zealand Pharma

Member of EUCOPE’s CTR focus group as well as other EUCOPE working groups
Part of the Steering Committee of Zealand Pharma’s CTR implementation team
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Introductory comments

High dependence on 0 Core operational CT
'5,:’“ external resources and o functions fully or partly
partnerships outsourced
Few or no affiliates (for A
9 translations, local CTA m Tight budgets

submissions)

Limited bandwidth to

* engage in
‘extracurricular’ training

activities
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Agenda — SME CTIS preparation and challenges

#%* 1. EMA training efforts

c? 2. In-house vs CRO/vendor roles and responsibilities

=3| 3. Training: where are we and where do we need to get to?
3? 4. EUCOPE take-home messages

R
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1. EMA Training efforts
v Avariety of helpful information to get started is available

O

EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

23 Modules, specifically
Module 19 for SME &
Academia

Issue 3 o
03 June 2021 EUROPEAN MEDICINES AGENCY

CTIS .
HIGHLIGHTS

Newsletter published quarterly
key updates

7 CTIS webinar i\ e
: We nced to
SME and Academia Clinical Trials

Information System (CTIS) allocate

Virtual training/webinars

time
&resources

¥ eUSurvey
CTIS Training

| Fields marked with * are mandatory.

EU Survey - CTIS Training page

Feedback platform
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2. In-house vs CRO/vendor roles and responsibilities==

Administrator

Roles

("User administration will )
be a huge task for a

small organisation.

Where should we

\_.anchor this process?

J

Business Roles

and translation
requirements in

\— who does what?

collaboration with CROs

(Managing transparency )

J

High and

administrator roles (User

Medium level Y s

ﬁ)ecisions to be made:

~

User management approach
(Organisation- or trial-centric?)
Responsibility split Sponsor/CRO on

management permissions View Assi I . .
gementp ) sl i each single role in the system to be
determined for each trial —and will
Conrainatoe role %00 _‘ depend on CRO’s capabilities /
(Task management \_))
permissions - only for View Assign task J
Member States)
[ N
( / , Submitter
Share  Submit  withdraw  Update role
Other business roles : B
(Access level permissions) Preplarer
Create Delete e
4 ) T — *
7+ Viewer
Additional complexity [ view  fole

\_

with >1 vendor pr trial

_J

Figure reference: FAQs Management of roles and

_ Permissions, CTIS Training Programme — Module 7,
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What we need to do has impact

WORKLOAD: In-/external resources

It takes time to
Bl | COSTS
expert
Development
of new ways of

working and Internal staff

collaborating S S T
Heicl | Py | R|SK

and services e.qg.
Plan for redaction and

frontloading translation Trust & accuracy: e.g. information can be made public by mistake
redactions and Expected Cost/benefit as to the (im-)maturity of system and processes —

translations increase in when is the best time to start using CTIS?

requires time CRO costs
and resources
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3: Training and system readiness

Companies need to
prepare NOW

Information about CTIS

Excellent online is complex

training modules
@CTIS training site ©

No sandbox means we don’t
know what we don’t know

SMEs have limited in-
house resources to

dedicate to preparing for
CTIS

Comprehensive CTIS
Training material
catalogue

J
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4. EUCOPE take-home messages

\/ Comprehensive training materials are available —we need to start
preparing NOW

[ Practising in the system is key to our preparation — so we need access to
== asandbox environment ASAP

= Managing roles and responsibilities in collaboration with CROs will be
T complex so co-preparation is a must

A training module with CROs together with SMEs (and academia) would

make sense
Classified as internal/staff & contractors by the European Medicines Agency
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Thank you



