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PRACOVNY PIESTOR

DATABAZY

I Uplatiiuje sa &lanok 82 (Nariadenia Eurépskeho parlamentu a rady (EU) &. 536/2014) - Funkcie portélu EU a databazy EU
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o klinickych
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k informaciam I
pre verejnost I

EudraVigilance Clinical Prepojenie
Trial Module (EVCTM) databaz/
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Zdroj: https://www.ema.europa.eu/en/documents/other/functional-specifications-european-union-eu-portal-eu-database-be-audited _en.pdf
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* 31.januar 2022

 portal EU a databaza EU

e jediny vstupny bod pre
predkladanie udajo

informacii o klinicky
skusaniach

Udaje a informdcie /oz"?mé v
CTIS su sprostredVQ/ 5 )
verejnosti v sulade

transparentnosti.

CTIS je zriadeny a spravovany
Europskou liekovou agenturo
(EMA) v spoluprdci s ¢lensky

stdtmi a Europskou komisiou.

o

SUSAR = Suspected Unexpected Serious Adverse Reaction
ASR = Annual Safety Report
MAH = Marketing Authorization Hg


https://www.ema.europa.eu/en/documents/other/functional-specifications-european-union-eu-portal-eu-database-be-audited_en.pdf

Self- regiStration * CTIS je usporiadany do dvoch obmedzenych a zabezpecenych pracovnyc

priestorov, t.j. - ,,submission workspace” a ,, authority workspace” a Casti pre

Of users verejnost - ,public website”.
C EMA - Self-service Registration Form
N CTI S . * Pristup k zabezpelenym e

[ ]

priestorom je dostupny e

’
E MA S ACCOU nt pr‘e kaidého uiivatel'a S This is used to create your username and to address you in email correspondence.

Management Portal EMA kontom.
This is used to create your username and to address you in email correspondence.
Email * L

* Uzivatelia si mézu zrigeit
EMA konto ——
prostrednictvom EMA’s
Account Management
Portal.

Please enter a password that you want to use to access your EMA Account. The password must have at least 8 characters and must
contain upper case, lower cass, numeric and special characters.

Confirm Password *

Country Code Mobile (optional)

b OUiCk gUide - User Access This is an optional field. We will only use this information for

security messages or alerts in relation to your account. Please

IVI a nage m e nt — m ate ria, I :':l:gznthe international dialling code in front of your mobile
k self-registration of B

. IRIS access as Individual User
users in CTIS 0 7

Please tick this box if you need access to IRIS as an Individual User, e.g. to submit Innovation Task Force (TTF) meeting requests, orphan
or scientific advice applications.

W

(please note that affiliation to submit applications on behalf of an organisation must be requested separately in the system)

Zdroj

https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityig/home.html / \/



https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html
https://www.ema.europa.eu/en/documents/other/quick-guide-user-access-management-ctis-training-programme-module-03_en.pdf
https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html
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E MA * EMA spustila tzv. ,Systém riadenia organizacii” (Organisation Mahagement
Orga n |Sat|0n Service (OMS)) na podporu regulacnych Cinnosti v celej Eurépskej unii.

* OMS je sucastou SPOR programu, ktory zdruzuje Styri systémy obsahujuce
Ma nagement farmaceutické a regulacné udaje o ucinnych latkach (Substance —,S“),

5 produktoch (Products —,,P“), organizaciach (Organisations —,0“) a referenciach
Se rV|Ce (Referentials — ,R“) > ,SPOR" a poskytuje, tak konzistentnost a Uplno 0
(OMS) udajov dalej vyuzivanych EMA, narodnymi autoritami a priemyslom. E

‘?9 3 . , .
o Substance Management Services (SMS) V pripade po
alebo doplne

QR: E

«5Z8vc, organizacii v O musi mat
6 Product Management Services (PMS) usivatel vytvorené EMA
s, konto s rolou SPOR

°’ Organisation Management Services (OMS) pouZivatel.

éf@{" Referentials Management Services (RMS) * Ti, ktori uz EMA konto m

mozZu pouZit rovnaké
Zdroj: https://spor.ema.europa.eu/sporwi/ prihlaSOVE\Cie Uda.

~ N\



https://spor.ema.europa.eu/sporwi/
https://spor.ema.europa.eu/sporwi/

EMA
Organisation
Management
Service

N7

OMS predstavuje pre CTIS jediny zdroj overenych udajov o
organizaciach (obsahuje ich nazvy, adresy, atd’.)

Organizacie, ktoré by mali byt registrované v OMS:
* sponsors

* CO-sponsors
* third party contractors (e.g. CRO)

e EEA trial sites
* Marketing Authorisation Holders (MAH)

Zakladné informacie o OMS je mozZné nast na webovej stranke MS.

Y%

Uzitocné video: Industry Webinar Introduction to OMS services and

Step-by-step navod na registraciu do OMS najdete tu.

activities — YouTube. @

Otazky smerovat na EMA Service Desk - subject: OMS.



https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisation-management-service-oms
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisation-management-service-oms
https://spor.ema.europa.eu/omswi/#/viewDocuments
https://www.youtube.com/watch?v=fxMpsgDnWZY
https://servicedesk.ema.europa.eu/jira/servicedesk/customer/portals

Table 1 Required documentation to create new organisation

Jurisdiction

A. EEA

B. outside
the EEA

Organisation is...

Al. Registered in the
National Business
Registry - please refer
to table 5 - except for
Organisations located
in Germany, Sweden

and Bulgaria

A2. Located in
Germany, Sweden and
Bulgaria registered in
the National Business
Reqgistry

A3. Mot registered in

the National Business

Reqgistry

e.g. Hospital,
University, Research
Institution, etc.

B1. Registered in the
DUNS or GS1 database

B2. Not registered in
the DUNS or GS1

database

Required Documentation

No document is required.

Note: OMS data stewards will validate the information submitted against
the National Business Registry website at the time when processing the
CR and data will be added accordingly. Before submitting a change
request, verification on National Business Registry references is
required. In case the Organisation and location that are the subject of
the change request is not present in the National Business Registry
website, the change request will be rejected (apply point A3.)

National Business Registry document which includes the full company

name and address

Note: German and Swedish National Business Registry do not display
address data. Companies registered in Bulgaria with Cyrillic characters.
The EudraGMDP site reference number or document for the GxP
certificate which includes the full company name and address

If the above not available, a document stating the DUNS or GS1
identifier number along with the full company name and address (in the
form of letter/email/scanned printout, etc.)

If nane of the above exists, a headed letter document signed and dated
by the organisation the user represents, stating the full company name
and address

A document stating the DUNS or GS1 identifier number along with the
full company name and address (in the form of letter/email/scanned
printout, etc.)

A National Business Registry document which includes the full company
name and address

If the above not available, the EudraGMDP site reference number or
document for the GxP certificate which includes the full company name
and address

If none of the above exists, a headed letter document signed and dated,
by the organisation the user represents, stating the full company name

and address

All documentation supplied should be dated.

S

Registracia novej or acie:
Organizacie so sidlom v EHP (okrem DE, SE, BG):
e narodny obchodny register

DE, SE, BG:
* ,National Business Registry document® s celym
nazvom a adresou organizacie
Organizacie so sidlom v EHP neregistrované \ nom
obchodnom registry:
e _EudraGMDP site reference number/ document for
the GxP certificate “
* dokument s DUNS/ GS1 identifikacnym-¢islom
* dokument na hlavickovom papieri organizacie s
datumom a podpisom kompetentnej os\@\by ';.
\ N\ /
Organizacie so sidlom mimo EHP: N ¥
* dokument DUNS/ GS1 identifika¢nym cislom
e ,National Business Registry document”
e _ EudraGMDP site reference number/ document for
the GxP certificate “ B
* dokument na hlavickovom papieri organizacies ~
datumom a podpisom kompetentnej osoby [ 7

| F

EHP = Eurdpsky hospodarsky priestor
DUNS = Data Universal Number System
GS1 = Global Location Number

provided

9

Zdroj: Guidance on supporting documentation/information to he

change requests —
For OMS users (EMA/412467/2020; Information Management Division; 2

1)




EMA
Organisation
Manhagement
Service

(OMS):

EEA trial sites registration

QR: Of [w]

* V zmysle zjednodu$enia procesu vyplifiania Ziadosti o klinické skianie, 6znamenia
alebo dalsich aktivit zadavatelov (napr. vyplnenie udajov o zamestnavatefovi v
osobnom profile) sa odporuca registracia centier, v ktorych sa klinic usanie
bude vykonavat, CROs, MAHSs a dalsich.

Registracia centier klinického skusania v

ramci EHP: QQ

* Potrebnd je registracia len zdravotnickych zariadeni (v pripade, Ze sa jednd o
nemocnice, polikliniky, atd'.), nie jednotlivych pracovisk, ako su kliniky, oddelenia a

iné, ktoré su sucastou daného zdravotnickeho zariadenia. Q
* OMS registracia centier sa povazuje za menej relevantnu pre tie c ;v ktorych
sa klinické skusanie vykona jednorazovo, pripadne velmi zriedka.

e Nazov a adresy zariadenia sa uvadzaju:
e v anglictine (preferované)
e v lokdlnych jazykoch

* dvojjazy€ne (napr. v ramci riadka ,, Alternative names”)

* Pokial ide o slovensky jazyk, nazvy a adresy sa uvadzaju vratanec


https://spor.ema.europa.eu/omswi/#/viewDocuments

Sponsor
Organisation
Models for
CTIS

QR:

Spustenie systému CTIS so sebou prinasa novy sposob predklads
Ziadosti. Kazdd organizdcia by preto mala zvazit pripravu ,,organizaér
modelu”, teda prispOsobit nastavenie vnutornych procesov a struktur
organizacie pouzivaniu CTIS.

* Who in the organisation will use CTIS?
* How will tasks in CTIS be split between different teams/user gr
in the organisation?
* What user roles should these user groups to have in CTIS?
EMA v spolupraci so zastupcami zadavatelov pripravila subor dokumentov

tykajucich sa sponzorskych organizacnych modelov. Tieto doku |||oli

zverejnené na webovej stranke EMA, pripadne na stranke SUK
* Getting started with CTIS: Sponsor quick guide
* Principles for Sponsor Organisation Modelling for CTIS
* CTIS - Sponsor User Personas
* Sponsors Workspace Roles - permission matrix summary

Prirucka Principles for Sponsor Organisation Modelling for CTIS popisuje 4 é
nazorné priklady organizacnych modelov - Simple Model, Complex Model
1, Complex Model 2, The Academia Simple Model. Modely boli vy e

na zaklade spatnej vazby od zadavatelov. /\


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#reference-materials-for-clinical-trial-sponsors-section
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
https://www.ema.europa.eu/en/documents/other/principles-sponsor-organisation-modelling-ctis_en.pdf
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-user-personas_en.pdf
https://www.ema.europa.eu/en/documents/other/sponsor-workspace-summary-role-permissions_en.pdf
https://www.ema.europa.eu/en/documents/other/principles-sponsor-organisation-modelling-ctis_en.pdf

Clinical Trials
Information
System
(CTIS):

Training and support

QR:

Qp EMA v ramci svojej stranky pripravila sekciu venovanu ,,€
m training and support”, ktora je urCena pre buducich uzivatelov

systému CTIS, a to: Eurdpsku komisiu, Clenské staty, zadavatelov a
dalSie organizacie.
e Obsah CTIS: training and support:

e CTIS Sponsor Handbook for clinical trial sponsors

* zaCiatkom decembra 2021 bola zverejnena aktualizovana
prirucka pre zadavatelov klinickych skusani - verzia 2.00 C


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support

CTIS Sponsor Handbook for clinic
trial sponsors

* Prirucka bola vyvinuta v spolupraci so zastupcami zadavatelov klinickych
skusani a je zamerana na ich pripravu na pouzivanie CTIS.

Clinical Trials
Information
System
(CTIS) . * Priru¢ka sa pravidelne aktualizuje aj na zadklade spatnej vizby od

. sponzorskych organizacii prostrednictvom formulara - Sponsors QC

CTIS Sponsor Handbook Handbook Feedback.

Document evolution

Version Version description Date

1.0 This first version of the CTIS Sponsor Handbook contains prioritised topics. 28 July 2021
Additional topics will be inserted/completed in the document and updates
provided in next versions.

2.0 Updated handbook sections: 30 November 2021
- Editorial changes across the document
- OMS registration process (section 3.2.1) updated
- User personas and organisation models (section 4.5) updated with new
links
- Product management in CTIS (section 5) updated
- Transition from Directive to Regulation (section 6) updated
- Data fields and documents specifications (sections 7.1.3) new
- SUSARs reporting (section 8.1) updated
- Training environment for user training and organisation preparedness
(section 10.4) new

Zdroj: https://www.ema.europa.eu/en/documents/other/clinical-triaI-information-svstem-ctis-sponsor-handW



https://ec.europa.eu/eusurvey/runner/CTIS_Sponsors_Handbook_Feedback
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_.pdf

Clinical Trials
Information
System
(CTIS):

Training and support

QR:

Qp EMA v ramci svojej stranky pripravila sekciu venovanu ,,€
m training and support”, ktora je urCena pre buducich uzivatelov

systému CTIS, a to: Eurdpsku komisiu, Clenské staty, zadavatelov a
dalSie organizacie.
e Obsah CTIS: training and support:
e CTIS Sponsor Handbook for clinical trial sponsors
» zacCiatkom decembra 2021 bola zverejnena aktualizovana Q
prirucka pre zadavatelov klinickych skusani - verzia 2.00 C
* Online training modules

» Skoliace moduly boli doplnené o Module 21: Union Controls in
CTIS a Module 22: Introduction to CTIS for public uset
Guide to CTIS Training Catalogue (aktualizovana verz
decembra 2021)



https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf

Clinical Trials
Information
System
(CTIS):

Online training modules

Online training -

modules |

» aktudlne zverejnenych 92 % CTIS Training -
Catalogue

* revizie 2/3 z pé6vodného kataldgu
zverejnené do konca janudra 2022

l | | | | | | |
* uZzverejnené na stranke EMA:

- modul 21 urceny pre:
*  Eurdpsku komisiu I

I * Clenské staty I
* sponzorov

I - modul 22 urceny pre:

|

e verejnost
| | | | | |

r | | | | | | | | | | | | | |
 zatial nezverejnené na stranke EMA:
I - moduly 23 a 24, oba uréené pre:
*  Eurdpsku komisiu
| * ¢lenské staty
* sponzorov

e oo e e e s =

Zdroj:
https://www.ema.europa.eu/en/documents/other/guide
-ctis-training-material-catalogue en.pdf

* Module 21: Manage Union Controls
+ Module 24: Business Intelligence Reporting

AN AN
Module 1: Introduction to the Clinical Trials Regulation

Module 2: Qverview of CTIS workspaces and common system functionalities
Module 3: User Access Management
Module 4: Support with workload management by workspace

Module 5: How to manage a Clinical Trial (Notifications, Ad hoc assessment,
Corrective measures, and Trial results)

Module 6: Evaluate a Clinical Trial Application (Selection of Reporting
Member State (RMS) and validation of the clinical trial application)

Module 7: Management of registered users and role matrix

Module 8: Evaluate a Clinical Trial Application: Assessment and Decision-
making

Module 9: How to search, view and download a Clinical Trial and a Clinical
Trial Application (Sponsors)

Module 10: How to create, submit and withdraw a Clinical Trial Application

Module 11: How to respond to Requests For Information received during the
evaluation of a Clinical Trial Application

Module 12: Data protection in CTIS
Module 13: Clinical Study Reports submissions
Module 14: Supervise a Clinical Trial = Corrective measures

Module 15: How to search, view and download a Clinical Trial and a Clinical
Trial Application (Authority)

Module 16: Supervise a Clinical Trial - Inspection records
Module 17: Supervise a Clinical Trial - Ad hoc assessment (including safety)

Module 18: How to submit an Annual Safety Report and respond to related
Requests for Information

Module 19: CTIS for SMEs and academia
Module 20: Assess an Annual Safety Report



https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf

training and support”, ktora je urCena pre buducich uzivatelc

1 systému CTIS, a to: Eurépsku komisiu, clenské staty, zadavatelov a
I nformatlon dalSie organizacie.

SYSte m * Obsah CTIS: training and support:

* CTIS Sponsor Handbook for clinical trial sponsors

(CTIS) . » zacCiatkom decembra 2021 bola zverejnena aktualizovana g
Training and support pre zadavatelov klinickych skusani - verzia 2.00 Q

* Online training modules

CI i n ical Tria IS Qp EMA v rdmci svojej stranky pripravila sekciu venovanu ,,

QR » Skoliace moduly boli doplnené o Module 21: Union Controls in

CTIS a Module 22: Introduction to CTIS for public usefs, Y
Guide to CTIS Training Catalogue (aktualizovana ver
decembra 2021)
e v ramci aktualizacie viacerych dokumentov bola v tejto Casti
uverejnena prirucka Getting started with CTIS: Sponsor quick
guide (z 13.12.2021) @

* Reference materials for clinical trial sponsors



https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf

. : Reference materials for clinical tri sors
Clinical Trials

@ EUROPEAN GETTING STARTED WITH CTIS:

Information S ——
As of GoLive on 31st of January 2022, the Clinical Trials Information System (CT1S) becomes the single-entry portal for submitting clinical trials information in the EU,

supporting the day-to-day business processes of authorities and sponsors throughout the life-cycle of a clinical trial.
Select your user management approach
[ ]
The organisation-centric approach The trial-centric approach serves the
e

To get started with CTIS, sponsors must decide their user management approach and complete registrations. A transition period applies for sponsors -
serves the needs of organisations Organisation-centric Trial-centric needs of small organisations and
Sponsor quick guide

L\H ere,

that run multiple clinical trials on a academic sponsors, which may
regular basis. initiate trials on an od hoc basis,

If you use ather
EmMA applications
(e.g. Eudralink, _
Do you have an EMA SPOR, IRIS, Do you have an EMA
account? Eudravigilance, account?
EudraCT)
you already have

an EMA Account

L:nm

L and
click an "Create a
new EMA account”

Log into SPOR portal
with your EMA account
If you cannot find
your arganisation,
request creation afa
néw one

»

Ga ta I
] Land

click an E reate a new
EMA account”

Have you registered a
Sponsor Administrator?

Can you find your
organisation in SPOR?

If yau cannot find
your site(s), request
creation of a rew one,

Request the first Sponsar mmum srratar
rale for your ﬂl‘HJI\I sation in EhA Account Have you completed

“'IE'E'”S‘“”I'III'IH:" Learn more abaut
Product registration

Mo jal-li-g
Ensure the medicinal
products related to the
clinical trial are registered in

HEEVMPD

Hawve you completed the
CTIS training?

READY TO SUBMIT YOUR TRIAL(S)

[ For mare information plecse consulf the (115 spensar handbook ]

Zdroj: https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide en.pdf / \\/



https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf

Clinical Trials
Information
System
(CTIS):

Training and support

QR:

Qp EMA v rdmci svojej stranky pripravila sekciu venovanu ,,
m training and support”, ktora je urcena pre buducich uzivatelo
systému CTIS, a to: Eurépsku komisiu, clenské staty, zadavatelov a

dalSie organizacie.
* Obsah CTIS: training and support:
* CTIS Sponsor Handbook for clinical trial sponsors
e zacCiatkom decembra 2021 bola zverejnena aktualizovana pn’rui
pre zadavatelov klinickych skusani - verzia 2.00
e Online training modules

 Skoliace moduly boli doplnené o Module 21: Union Controls in CTIS a
Module 22: Introduction to CTIS for public users, viac v Gﬁ\l‘%i:t}cﬂs

Training Catalogue (aktualizovand verzia 1.1) W

* Reference materials for clinical trial sponsors

* v ramci aktualizacie viacerych dokumentov bola v tejto Casti
uverejnena Getting started with CTIS: Sponsor quick guide

 Reference materials for authorities @



https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf

and support”, ktora je urCena pre buducich uzivatelov sy

I nfo rm atlon a to: Eurdpsku komisiu, ¢lenské staty, zadavatelov a dalSie

organizacie.

SySte m * Obsah CTIS: training and support:

(CTI S) . * CTIS Sponsor Handbook for clinical trial sponsors

e zacCiatkom decembra 2021 bola zverejnena aktualizovana priru
Training and support zadavatelov klinickych sku3ani - verzia 2.00

Online training modules

CI i n ical Tria IS Qp EMA v rdmci svojej stranky pripravila sekciu venovanu ,,

QR ppp—  Skoliace moduly boli doplnené o Module 21: Union Controls.in CTIS a
; o Module 22: Introduction to CTIS for public users, viac v Gﬁ\l‘%i:t}cﬂs

Training Catalogue (aktualizovand verzia 1.1) W

Reference materials for clinical trial sponsors

* v ramci aktualizacie viacerych dokumentov bola v tejto ¢asti uverejnena
Getting started with CTIS: Sponsor quick guide

* Reference materials for authorities O
* Training and information events
* EMA si pre zadavatelov klinickych skusani pripravila “CTIS sponsor end
user training programme”, ktory pozostava zo Siestich samo h

kurzov /\


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf

Training and information events

Clinical Trials

1 * EMA CTIS sponsor end user training programme - Sest separatnych kurzov
I nformatlon v priebehu roka 2022 organizovanych DIA.
System e program a blizSie informacie o kurzoch najdete tu Q

(CT' S) - 24 - 27 January 2022 | 14:00 - 18:30 CET

e registracny formular na najblizsi kurz najdete tu Q
Training and information * 15-18 February 2022 | 09:00 - 13:30 CET Q
* 01-04 March 2022 | 09:00- 13 :30 CET
* 05-08 April 2022 | 14 :00 - 18 :30 CEST

* 10- 13 May 2022 | 09 :00 - 13 :30 CEST
* 20-23June 2022 | 14 :00 - 18 :30 CEST

* Pre uzivatelov, ktori planuju Skolenie kolegov v ramci svojej organizacie si
mozu zvolit doplnkovy kurz ADDITIONAL TRAINER MODULE
* 23-24 February 2022 | 14:00 —18:00 CET

« 07-08 May 2022 | 09 :00-13 :00 CEST @

e Aktudlne Sieste vydanie informacného bulletinu “CTIS Highlights” najdete
tu: https://www.ema.europa.eu/en/news-
events/publications/newsletters#clinical-trials-information-s
highlights-section



https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-january-2022
https://www.ema.europa.eu/en/documents/agenda/programme-clinical-trials-information-system-ctis-sponsor-end-user-training-programme-january-2022_en.pdf
https://www.diaglobal.org/en/ema/course-listing/2022/01/ema-clinical-trial-information-system-sponsor-user-training-programme
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-january-2022

S

I nfo rm atl O n Regulation (EU) No 536/2014 Questions & Answers — draft September 2021

SySte m * Frequently asked questions on CTIS functionalities

(CTIS): e CTIS training video Q
Q&A and useful links E

e New gquestions on CTIS functionalities (AskEMA)

e Assistance with information technology (IT) systems
https://www.ema.europa.eu/en/about-us/contacts-european-medi
agency#assistance-with-information-technology-(it)-systems-section

e EMA service desk portal

* Informacie o nariadeni o klinickom skusani liekov na humanne pouzitie najdete
v publikacii Eudralex — zvazok 10 — Pokyny pre klinické skusanie: Eudralex - @

Volume 10 - Clinical trials guidelines

» Otazky k narodnym poziadavkam smerovat na Oddelenie klinického skus

liekov, kontakt: trial-sukl@sukl.sk, ctis@sukl.sk /\



https://ec.europa.eu/health/system/files/2021-10/regulation5362014_qa_en_0.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.youtube.com/watch?v=NSQmVtqhmWo&list=PL7K5dNgKnawZC5W6okujD6ic0tOMsmtsg
https://www.ema.europa.eu/en/about-us/contact/send-question-european-medicines-agency
https://servicedesk.ema.europa.eu/jira/servicedesk/customer/user/login?nokerberos&destination=portals
https://ec.europa.eu/health/documents/eudralex/vol-10_en#fragment1
mailto:trial-sukl@sukl.sk
mailto:ctis@sukl.sk

CTIS Sandbox
(CTIS Training environment)




Dakujeme
Za pozornost.



