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CTI1S Bitesize talk:
Document and Personal Data in CTIS

14:30 - 14:35 Introduction

14:35 - 15:55 Presentation, CTIS Demonstration Sessions followed by live
Q&A Sessions

For questions,
go to www.sli.do

15:55 - 16:00 Closing remarks & use event code
#bt23feb
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A feW h O U Se kee p I n g rU | e Live broadcast - 14:30 - 16:00 Amsterdam time (CET)
4

For your questions,
go to www Sli do This content is hosted by a third party. By

showing the external content you accept
the terms and conditions of

\ & use event code #bt2 e py—

Remember my choice.
Your choice will be saved in a cookie managed by
europa.eu until you've closed your browser.

+» Make us:¢

th e eve r You should see the live broadcast on pressing the 'play’ icon in the video window, or a message stating that 1 el
we are not currently broadcasting.

To optimise video quality, once the video is playing we recommend clicking on the 'HD' symbol in the video

window then selecting the '720p' option.

\/ . "
’0’ I n C rea Se If the video window is blank, or if you experience other difficulties viewing the broadcast, please try I g h t

connecting directly to the IBM channel [2.

b Otto For technical information about the required network security settings, please see this IBM help page [3.

For further assistance, please consult the EMA service desk[2.
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Main Session: Document and Personal Data in CTIS

* Presentation
« Live demo with Q&A

For questions,
go to www.sli.do
& use event code

#bt23feb
(], 2 W] Eib gt
d
Sjennie Daelmans
[=] Scientific Specialist
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Documents and Personal Data in CTIS

For questions,
go to www.sli.do
& use event code

#bt23feb
[=]s 25 [m]
T
[=]
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What is considered personal data?

EUROPEAN MEDICINES AGENCY

‘Personal data’ means any information relating to an identified or identifiable
natural person (‘data subject’); an identifiable natural person is one who can be
identified, directly or indirectly, in particular by reference to an identifier such as a
name, an identification number, location data, an online identifier or to one or

more factors specific to the physical, physiological, genetic, mental, economic, goFfor &“ﬁﬂi’;&o
cultural or social identity of that natural person. (Article 4(1) of the GDPR and & use event code

#bt23feb
Article 3(1) of the EUDPR).

O

Types of personal data:

» Direct identifiers: such as name, surname, signatures

> Indirect identifiers: such as role, affiliation, demographic data

» Pseudonymised data of trial participants (subject ID)
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CTR and personal data

EUROPEAN MEDICINES AGENCY

« GDPR / EUDPR applies to processing of personal data within CTIS

« CTIS shall contain personal data only insofar as this is necessary for enabling
cooperation and communication between the different users - Article 81(6) CTR

For questions,

: : . go to www.sli.do
« CTIS is to enable cooperation between the competent authorities of the MSs & use event code

concerned to the extent that it is necessary for the application of the CTR and to #bt23feb
search for specific clinical trials - Article 81(2) CTR ]

« CTIS shall be publicly accessible except where justified to protect the
confidentiality of personal data - Article 81(4) CTR

« No personal data of subjects shall be publicly accessible - Article 81(7) CTR
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CTIS Joint Controllership Arrangement (JCA)
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Protection of personal data while using CTIS is the joint responsibility of:

= EMA = Commercial, non-commercial
organisations and academia acting

= European Commission - . :
P as sponsors of clinical trials and/or

= EU/EEA Member States marketing authorisation For questions,
applicants/holders go to www.sli.do
& use event code
#bt23feb

« Each party should ensure that personal data are treated according to the principles
of the GDPR (for MS, sponsors, MAAs, MAHs) and EUDPR (for EMA and EC)

O

« A Joint Controllership Arrangement (JCA) has been created by the EC, EMA,
EU/EEA Member States in consultation with representatives of industry
associations, academia and learned societies. JCA contains Annex II on Data
protection notice

« When accessing CTIS for the first time, users will be reminded of the contents of
the JCA before they can progress with the use of CTIS.
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Protection of personal data in CTIS is a joint responsibility (see JCA)

Each party should ensure that personal data are processed according to the

principles of the GDPR applicable to MSs, Sponsors, Marketing Authorisation For questions,
. . go to www.sli.do
Applicants/Holders (MAA/MAHs) and EUDPR applicable to EMA and EC % Uuse event code
#bt23feb

« Sponsors/applicants responsible for the content of uploaded CTA documentation

O

MAAs/MAHSs responsible for the content of the uploaded CSR

« MSs responsible for the content of the uploaded Assessment Reports and RFI

« EC responsible for the content of the Union Controls plans/programmes &
reports

« EMA responsible for the users management within CTIS
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Publication Rules in CTIS
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Article 81(4) of CTR outlines the requirements for transparency in CTIS:

"The EU database shall be publicly accessible unless, for all or part of the data
and information contained therein, confidentiality is justified on any of the

following grounds: For questions,
go to www.sli.do

& d
(a) protecting personal data in accordance with Regulation (EC) No 45/2001, “;ebi;?,.’;g,‘;" ©

O

(b) protecting commercially confidential information, in particular through taking
into account the status of the marketing authorisation for the medicinal
product, unless there is an overriding public interest in disclosure;

(c) protecting confidential communication between Member States in relation to
the preparation of the assessment report;

(d) ensuring effective supervision of the conduct of a clinical trial by Member
States”.
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Preventing publication of personal data

For questions,
go to www.sli.do
& use event code

#bt23feb
[=]s 25 [w]
=
[=]
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Management of personal data in CTIS

EUROPEAN N‘IE'-[_;I-CI NES AGENCY

CTIS allows to upload a document version ‘for publication’ and ‘not for publication’

Personal data, if needed during the scientific and regulatory review carried out by the
Member States concerned, should be provided in the document version ‘not for publication’
(e.g. sponsor personnel, details of the QP GMP and, exceptionally, pseudonymised data of
trial participants)

Personal data in the document version ‘for publication’ must be anonymised, with few
exceptions

draft quidance document on how to approach the protection of personal

data and commercially confidential information in documents uploaded and published in the
CTIS

Please also consult Annex II of the JCA for an overview of personal data that are captured in
CTIS

12

For questions,
go to www.sli.do
& use event code

#bt23feb

O
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Anonymisation of personal data - documents ‘for publication’

EUROPEAN MEDICINES AGENCY

« Anonymous data - information which does not relate to an identified or identifiable natural
person (Recital 26 of GDPR and Recital 16 of EUDPR)

« Individuals other than clinical trial participants

« Personal data must be anonymised in the version of documents ‘for publication’, this For questions,

includes signatures go to www.sli.do
& use event code

#bt23feb

O

 EXxceptions

« Name and surname of principal investigators, legal representative of the sponsors,
head of the clinic/institution;

« Name and surname (but not signatures) of the sponsor and coordinating investigator
in the clinical study report and the identities of the principal investigator(s) who
conducted the trial

« Clinical trial participants

« Must be anonymised in the version of documents ‘for publication’

* No exceptions
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What documents contain personal data in CTIS? O
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« Personal data of trial participants, in pseudonymised format such as subject ID, if
provided should be included in the document version ‘not for publication’

« Personal data of trial participants be anonymised in the document version ‘for
publication’

« This applies to any documents in CTIS which might contain these personal data for
example: CTA dossier, notifications such as serious breaches, any assessment
document produced by MSC, summary of results and CSR.

14 CTIS bitesize talk 23 February 2023 - Document and Personal Data in CTIS



14

What documents contain personal data in CTIS? - cont'd

“UROPEAN MEDICINES AGENCY

ACT EU OQ&A on protection of Commercially Confidential Information and personal
data while using CTIS (europa.eu):

Only the name and surname of applicable persons are required on the following documents: For questions,
go to www.sli.do
« Principal investigator on the CV; & use event code
#bt23feb

= Qualified Person (QP) on the QP declaration;

O

« The person issuing the site suitability document;

« Data Safety Monitoring Board (DSMB) compeosition on the charter or applicable document;

« Minimum amount of sponsor staff in the protocol

» GDPE compliance statement to be provided under the CTIS “form’ section, in line with available
template
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What documents contain personal data in CTIS? — cont’d

EUROPEAN MEDICINES AGENCY

Example: Investigator CV

Included (not limited): Not included (not limited): .
For questions,
go to www.sli.do
« Principal Investigator name and « Signature (with few exception by MSs, & use event code
surname see Q&A) #bt23feb
« Affiliation with the institution * Private contact details - El
« Current position « List of publications including co-authors T
« EXperience .

Template available in Eudralex Vol 10
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CTA document properties

For questions,
go to www.sli.do
& use event code

#bt23feb
[=]s 25 [w]
=
[=]
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Removal of personal information from properties of CTA documents O
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« Users need to upload many documents, WORD files or PDF files, in their trials
submitted via CTIS.

« After preparing the documents in their computers and before uploading them

to their trials in CTIS, users need to make sure that they have removed For questions,
. . . . go to www.sli.do
any personal information from the properties of their documents. & use event code
#bt23feb

« Users can follow some simple steps to remove the data from the properties of
their documents.

O

Please consult Module 2 - ‘Guide on CTIS Common features’ for step-by-step
guidance on how to remove personal data from Word and PDF document
properties
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0_Part1_CT_Protocol.pdf - Adobe Acrobat Pro DC (32-bit)

FICW Edit View E-Sign Window Help
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Demo and Q&A session

For questions,
go to www.sli.do
& use event code

#bt23feb
[=]s 25 [w]
=
[=]
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We ask for your feedback on this event

A feedback poll is now open in Slido

/ Go to www.sli.do \

& use event code #bt23feb
or scan Slido QR code:

[®] v 3, [

T

o [=] /
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CTIS training environment Survey 4.0

Survey 4.0 remains open where new potential
users of CTIS can express interest to access the
CTIS training environment (CTIS Sandbox).

For satisfaction feedback,
CTIS Sandbox Su rvey 4.0 Please go to www.sli.do

& use event code
#bt23feb
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CTIS upcoming events

. - For satisfaction feedback,
« CTIS Walk-in Clinic = 16 March 2023 - 16:00 - 17:00 CET Please go to www.sli.do

« CTIS Walk-in Clinic — 19 April 2023 - 15:00 - 16:00 CET (more & use event code
#bt23feb

details will be available shortly on the CTIS training and support page)
« CTIS Bitesize talk — 26 April 2023 - 14:30 - 16:00 CET (more details
will be available shortly on the CTIS training and support page)
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Thank you for attending today’s event

Further information

For the Clinical Trials Highlights sign up at CT.NewsletterSubscriptions@ema.europa.eu.

Latest CTIS Newsflash can be consulted here

For upcoming CTIS events, visit the EMA event page.

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands
Telephone +31 (0)88 781 6000

Follow us on % @EMA_News


https://www.ema.europa.eu/en/news-events/publications/newsletters#clinical-trials-highlights-section
mailto:CT.NewsletterSubscriptions@ema.europa.eu
https://www.ema.europa.eu/en/news-events/publications/newslettersclinical-trials-information-system-(ctis)-newsflash-section
https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?search_api_views_fulltext=ctis
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