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Databaze

~, EudraCT

— vyplnovani evropského formulare zadosti (CTA) pres
stranky EudraCT

, Clinical Trials Register
— Evropska databaze klinickych hodnoceni

% Databaze KH SUKL
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EudraCT

http://eudract.eudra.org

., Pristup k vyplnéni evropské zadosti o schvaleni KH

BfEudra - '

Home Help FAQ

Contact Us Europe

{{Access to EudraCTl:
v7>v8 onversion

EudraPharm EU CTR
Supporting Documents
Useful Links

Subscribe to LEEE

© 2012 STATN[ USTAV PRO KONTROLU LECIV

Welcome to the Community Clinical Trial System
Secure Home Page

EudraCT is a database of all clinical trials commencing in the Community from 1 May 2004, or Third Country clinical trials
that form part of a Paediatric Investigation Plan (PIP) It has been established in accordance with Directive 2001/20/EC.

This site is the sponsor* interface which gives the sponsor access to the EudraCT application. The sponsor may
perform the following tasks:

Sponsor:
+ Get a EudraCT number.
« Complete the Clinical Trial Application form, save as an .xml file on your computer, print a pdf version of the

Clinical Trial Application forms OR
« Complete, save as xml, and upload the notification of a Third Country trial that is part of a PIP.

* Or PIP Addressee in the case of Third Country clinical trial that form part of a PIP.

2.10.2013
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», Vygenerovani EudraCT number (bude zaslano na
e-mail zadatele) + zalozeni zadosti

Eudra“/

Login R “Create ' 4 Load
log-in udraCT Numbe

._Clinical Trial 4 [{_EEA N

T = o | 3rd Country

For further assistance on use of the system and completion of the form, refer to 'Help' and 'FAQ' in
the Banner above.

EudraCT Number:

You need a EudraCT number in order to provide a unigue reference for clinical trials in one, or more, of
the following circumstances. It is emphasized that one individual clinical trial should be identified by one
unique EudraCT number:

« There is at least one investigator site in the Community.
« The dlinical trial is contained in an agreed Paediatric Investigation Plan (PIP) (it may involve sites in
the Community, in third country{ies) or both).
» The clinical trial is one of those for which information has to be submitted in accordance with
article 45 of Regulation (EC) No. 1901/2006 as amended :
Article 45(1): By 26 January 2008, any paediatric studies already completed, by the date
of entry into force, in respect of products authorised in the Community shall be submitted
by the marketing authorisation holder for assessment to the competent authority.

© 2012 STATNi USTAV PRO KONTROLU LECIV 2.10.2013
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>, VVygenerovani zadosti

gzms i)

Login A  NCreate 4:Load

log-in Initial Required Information

National Competent Author zech Republic - SUKL

EudraCT Number 2013-004106-26
@ | Cancel

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10.2013
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=, Vyplnéni zadosti — sekce A . az H.

BJEud

|

Home

ra“ |
Help

FAQ Contact Us

About

European Clinical Trials Database

Login
log-in

CTA
Information

EudraCT
Number

26

Sponsor's
Protocol
Code
Number

NCA

- SUKL

update XML
identifier

2013-004106-

Czech Republic

\¢sValidate § Compare 'y, Save as XML © Switch XML %, save PDF

A. Trial Identification

B. Sponsor Identification
C. Applicant Identification
D. IMP Identification

D.8 Placebo Information

© 2012 STATN[ USTAV PRO KONTROLU LECIV

Clinical Trial Application Menu

D.9 Site(s) where the qualified person certifies batch release
E. General Information on the Trial

F. Population of Trial Subjects

. Clinical Trial Sites/Investigators in the Member State

H. Competent Authority/Ethics Committee Information

. Package

2.10.2013
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=, Vyplnovani jednotlivych poli

+ ulozeni jako xml. a jako pdf.
B Eudra '

Home Help FAQ Contact Us About European Clinical Trials Database

Login A ¢ validate &Cnmpare & Switch XML, save PDF ) Package

log-in A. Trial Identification

|2

CTA Information A&

* The questions marked * are mandatory and must be completed
EudraCT

Number
2013-004106-
26 *A.2 EudraCT Numbers [2013-004106-26 L
Sponsor's

Protocol Code

Number Please enter information in English and add any

NCA other language that is applicable

#A.1 National Competent

Authoritye |Czech Republic - SUKL v

Czech Republic
- SUKL

update XML
identifier

CTA Sections #

Sections - — ; ;

Index Please enter information in other language that
i is applicable

Section A = aF

Section B

*A.3 Full title of the triale

Section C
Section D

Section D.8
Section D.9 Choose Language V| CER - 4

e

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10.2013
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Evropsky formular zadosti o povoleni KH
— pokyny pro vyplnéni

~ A.1,Member State” - uvést Czech Republic - SUKL
— jinak neni mozno nahrat do EudraCT
=, A.3 ,Full title of trial“— uvadét nazev studie v anglickém i
v Ceském jazyce

=, A.3.2 - prosime uvadét ,Abbreviated trial title” - ale tuto
zkratku studie nepouzivat jako identifikaci studie pri komunikaci

se SUKL
, A.6 ,Is this resubmission?“— dulezité:
— vyplnit spravné 1. podani ¢i ,resubmission”
— ,,Resubmission jen v pripadé predchoziho zamitnuti nebo
stazeni zadosti nebo propadlého povoleni!

Pouha aktualizace zadosti (pri predkladani dodatku)
neni ,,resubmission”!

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10.2013
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=, B.2 kontakt na , Legal Representative”

— nevyplnovat — tyka se pouze studii mimo EU!

%, C.1 - kontaktni osoba pro komunikaci se SUKL
— podepise tisténou verzi CTA v sekci |.2

~,D.3.5 ,,Maximum duration of treatment”
— tyka se jednoho pacienta

=, D.3.6.2 ,Total dose”

— uvede se vétsinou denni nejvyssi davka daného pripravku
(jeho nejvyssi sily), pokud neni davkovani a den, uvede se
celkova davka pripravku za studii

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10.2013
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 E.3 a E.4 — ,Principal inclusion/exclusion criteria
— neuvadet prilis strucné

, E.7 ,Trial type and phase” - dilezité vyplnit

, F.1, Age range“- dilezité vyplnit

>, F.4 ,Planned number of subjects”
— pro CR + pro celou studii

*, G ,,Clinical trial sites” — prosime vyplfiovat ¢esky

< H , Ethics Committee”

— pri aktualizaci zadosti je nutné aktualizovat i stav
posuzovani EK

(To be requested/Pending/Given)

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10.2013
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EU Clinical Trials Register

www.clinicaltrialsregister.eu

=, Zpristupnéni dat z KH v EU verejnosti
— v provozu od brezna 2011
— udaje prevazneé pouze v anglictiné
<, Databazi provozuje Evropska lékova agentura (EMA)
=, Informace pouze o schvalenych (CA i MEK)
intervencnich KH, od 1.5.2004
— faze Il - IV u dospélych z EU/EEA
— vsechny faze pediatrickych KH
=, Data jsou nahravany lékovymi agenturami jednotlivych
zemich

— z Evropského formulare zadosti (CTA) predlozeného
zadavatelem lékové agenture

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10.2013



S SL’J KL Databaze

12

=, Vyhledavani v Registru

Home | Search | About | Glossary | Data Quality | Joining a trial | Contacts | EudraPharm
EU Clinical Trials Register Clinicaltrialsregister.eu

Introduction to EU Clinical Trials Register

+ The EU Clinical Trials Register website allows you to search for information on clinical trials in European Union (EU) member states
and the European Economic Area (EEA) and clinical trials which are conducted outside the EU/EEA if they form part of a paediatric

investigation plan (PIF). More...

+ The information on the website is collected and entered by national medicine regulatory authorities or by the addressee of a PIP
decision for trials conducted outside the European Union. They are required by European Union law to enter details of clinical trials into
a database called EudraCT. The information stored in this database is now being made publicly available through a new website, the

EU Clinical Trials Register. Information on the website dates from May 2004. More...

* The website is hosted by the European Medicines Agency (EMA). National medicines regulatory authorities and the addressees of PIP
decisions collect and enter the information in the EudraCT database, this information is then displayed through the EU Clinical Trials

Register website. More...

+ Users can find information on the design of each clinical trial, the sponsor, the investigational medicinal products and therapeutic

areas involved and the status of the clinical trial. More...

+ If you require further information on a specific clinical trial published on the website, please contact the sponsor (company or

organisation) conducting the clinical trial. The EMA will not be able to provide any information on a specific clinical trial. More...
* The EU Clinical Trials Register website is upgraded continually in order to meet user needs. More...

* The EU Clinical Trials Register has been a primary registry in the WHO Registry Network since September 2011 and is now a WHO
Registry Network data provider. It is available on the WHO ICTRP website.

Click to search for Clinical Trials

© 2012 STATN[ USTAV PRO KONTROLU LECIV
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>, Vyhledavani v registru
— Zakladni

* spojovani vyrazti pomoci ,,AND“ ,,OR", nap¥.
pneumonia AND drug name

— RozSirené

 hledani pomoci filtru pro zemi, vékovou skupinu,
pohlavi, fazi KH, status KH, casové rozmezi

>, Helpdesk, dotazy: euctr@ema.europa.eu

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10. 2013
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>, Co lze v registru vyhledat

— Informace z Protokolu
* |dentifikace

» Zakladni informace o studii (design, faze, cile studie, hodnocené
parametry, zarazovaci kritéria)

* Populace ve studii
— Informace o zadavateli a zadateli
— Informace o hodnocenych pripravcich, o placebu
— Stanovisko autorit a etickych komisi
— Informace o ukonceni KH

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10. 2013
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=, Vyhledavani v registru
EU-CTR Version: 1.2.1 Home | Search | About | Glossary | Data Quality | Joining a trial | Contacts | EudraPharm
EU Clinical Trials Register Clinicaltrialsregister.eu
Search for Clinical Trials
(|Alzheimer ) || Search Reset Advanced Searc
Examples: Cancer AND Drug Name. Pneumonia AND Sponsor Name.
Click here for more information
Search Tips: Under advanced search you can use filters for Country, Age Group, Gender, Trial Phase, Trial Status, Date Range, Rare
Diseases and Orphan Designation. For these items you should use the filters and not add them to your search terms in the text field.
Select Country:
Select Age Range:
Select Gender:
Select Trial Phase:
Select Trial Status:
Not Autherised
Ongoing
Prematurely d b
Select Date Range: | I g1 [
Select Rare Disease: O
IMP with orphan designation O
in the indication:
Orphan Designation Number: |
Clear advanced search filters
© 2012 STATNIUSTAV PRO KONTROLU LECIV 2.10.2013
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s, Struktura vyhledanych dat

Query returneisrlla'fing page 1 of 1.
EudraCT Number: 2004-004918-17 Sponsor Protocol Number: A2501046 Sponsor Name: Pfizer Inc.

Full Title: A 12-week, open label, multicentre study assessing the efficcay and of

¥
Donepezil in patients discontinuing treatment with Memantine monotherapy Start Date : 2005-04-01

Medical condition: Alzheimer's disease

] Version SOC Term Classification Code Term Level
Disease:
7 10012271 WTC
Population Age: Adults, Elderly Gender: Male, Female

Country: FI [Completed) CZ (Completed) BE (Completed) ES (Ongoing)
Sponsor Name: Pfizer Inc, 235 East

EudraCT Number: 2009-012456-25 Sponsor Protocol Number: B1451006 42nd Street, New York, NY 10017

Full Title: A PHASE 3, MULTI-CENTER, RANDOMIZED, DOUBLE-BLIND, PLACEBO-

CONTROLLED 26-WEEK TRIAL TO EVALUATE THE EFFICACY AND SAFETY OF ®
DIMEBON (LATREPIRDINE, PF-01913539) IN PATIENTS WITH MODERATE-TO- Start Date : 2005-12-21
SEVERE AL...
Medical condition: Alzheimer's Disease
Di Version SOC Term Classification Code Term Level
isease:
12.0 10001896 Alzheimer's disease LLT
Population Age: Adults, Elderly Gender: Male, Female
Country: DE (Prematurely Ended) PT (Prematurely Ended) HU (Prematurely Ended) ES (Prematurely Ended) CZ (Prematurely
Ended)

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10. 2013
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Databaze KH SUKL

www.sukl.cz

Informaéni stfedisko

Databdze léki

eRecept

DidleZitad upozornéni
Hldgeni pro SUKL
Dodavlky a jind hodnoceni

Frehledy a seznamy

Elektronické publikace

e, SUKL

Statni ustav pro kontrolu léciv

© 2012 STATN[ USTAV PRO KONTROLU LECIV
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Vefejnost
+420 272 185 111
telefonni seznam
Léciva Zdravotnické prostredky L rny Zdravotnicka zafizeni Farmaceuticky primysl Distribuce 8
PoZadavky nové legislativy - registrace
nnaosti n
v ohlasti registr
Dilezité informace Nejnovéjsi €lanky
. 20.09. 2013

% Sdéleni SUKL ze dne 20.9.2013 .

) = Navrh Seznamu k 20.9.2013

SUKL informuje o staZeni uvedenych Sarzi .. - i

cue e . Seznam zohledhuje rozhodnuti SUKL a rozhodnuti

létivého pfipravku Solmucal, por. plv. sir., - T .

. . - e . Ministerstva zdravotnictvi CR nabyvajici pravni
180ml z drovné zdravotnickych zafizeni. - . -
moci do 15.9.2013. Seznam zohledfuje 15% vysi
DPH,...
2.10.2013
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%, Co lze databazi SUKL vyhledat

— Nazev studie a identifikace
e EudraCT number, Cislo Protokolu

— Informace o zadavateli

— Zakladni informace o studii
* Indikacni skupina, diagndza
* Populace ve studii

— Rok predlozeni zadosti, datum schvaleni (i MEK), zahajeni
a ukonceni

— Centra, kde bude KH probihat

© 2012 STATN[ USTAV PRO KONTROLU LECIV 2.10. 2013
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3 x

Vyhledavani

Pro wyhledani zvolte alespof jednu moznost (napf. indikacni skupinu...)

Cast nazvu studie:
Indikacni skupina:

Cast ndzvu diagndzy:

Rok pfedloZeni Zadost:

Misto/mésta:

Definovane poZzadavky
na populaci:

Stav studie:

© 2012 STATN[ USTAV PRO KONTROLU LECIV

|Deprese |
| Psychiatrie A |
2012 |
[™ In utero

[~ Pfedtasné narozeni novorozenci [ <= 37 tydnd)

[~ Novorozenci (0 - 27 dnd)

[~ Kojenci 3 batolata (28 dnd - 23 mésicd)

I Déti predskolni a nizsi Skolni vék (2 - 11 let)

[~ Dospivajici (12 - 17 let)

v Dospéli (18 - 65 let)

2 T I B B B

y

Dospéli vyisiho véku ({ = 65 let)
MuZi

Zeny

Zdravi dobrovalnici

Nemocni

Viechny

Probihajici

Ukonéené

2.10.2013
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Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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