PRILOHA C. 1
Evropsky formular Zadosti
Anglicko-Ceska verze - slouzi jako pomucka pro vypliiovani evropského formatu zadosti, a to z divodu format u (Word), ktery neni
akceptovan EudraCT databazi (XML). Tento dokument nelze pouzit k vyplilovani a predkladani zadosti.

Application Form / Formular Zadosti

REQUEST FOR AUTHORISATION OF A CLINICAL TRIAL ON A MEDICINAL PRODUCT FOR HUMAN USE TO
THE COMPETENT AUTHORITIES AND FOR OPINION OF THE ETHICS COMMITTEES IN THE COMMUNITY /

ZADOST O POVOLENI / OHLASENI KLINICKEHO HODNOCENI LECIVEHO PRIPRAVKU PRO HUMANNI
POUZITI KONTROLNIMU URADU A O STANOVISKO ETICKE KOMISE VE SPOLECENSTVI

For official use / Urceno pro uredni zaznamy:
Date of receiving the request / Datum podani | Date of request for additional Grounds forfiton accepta egative opinion /
zadosti: information / Datum vyzvy Dtivod za uti / nesouhlas  stanoviska:

k doplnéni dokumentace: Yes / ano

Date of request for information to make it
valid / Datum vyzadani dopliujici
dokumentace po formalni kontrole:

Date of valid application / Datum obdrzeni Date of receipt of S ini ovoleni

vyzadané dokumentace: additional/amended informati S
Datum piijeti dopliujici No/ne o
Date of start of procedure / Datum zahajeni | dokumentace: 0, datum:

posuzovani:
Competent authority, Ethics Committee registration number / Evj

To be filled in by the applicant / Vyplni Zadatel:

This form is common for request for authorisation i the opinion from an Ethics Committee.
Please indicate the relevant purpose in a box below.

Tento formulat je urcen jak pro zadost o povoleni aseni dvané pii trolnim ufadem, tak pro zadost o stanovisko
etické komise. V niZe uvedenych moznostec énko.

REQUEST FOR AUTHORISATION ORITIES / ZADOST O POVOLENI/OHLASENI
VYDAVANE PRISLUSNYM KONTROLNIM : o

REQUEST FOR OPINION OF T 7.A O STANOVISKO ETICKE KOMISE: o

A. 'KEHOHODNOCENI (ddle KH)
|Member State in which the submission i Clemsky stit, v némz je Zadost predkladana:
EudraCT number :

sion, and date” / Cislo, verze a datum protokolu zadavatele:
ilable / Jméno ¢i zkraceny nazev KH, je-li k dispozici:

B1. Sponsor / Zada

act / Jméno kontaktni osoby:
Address / Adresa:
Telephone number / Telefon:
Fax number / Fax:

e-mail:

B2. Legal representative’ of the sponsor in the Community for the purpose of this trial (if different from the sponsor) / Osoba
zmocnéni zadavatelem® k jednani pro toto KH v ramci Spole¢enstvi (pokud se jedna o osobu odlignou od zadavatele)

Append the EudracCT number confirmation receipt / PfiloZte potvrzeni o ¢isle EudraCT

Any translation of the protocol should be assigned the same date and version as those in the original document. / Jakykoliv pieklad
protokolu musi byt oznacen stejnym datem a verzi jako originalni dokument.

International Standard Randomised Controlled trial number



Name of organisation / Nazev organizace:

Name of the person to contact / Jméno kontaktni osoby:
Address / Adresa:

Telephone number / Telefon:

Fax number / Fax:

e-mail:

Status of the sponzor / Statut zadavatele: commercial’ / komeréni® o non commercial / nekomeréni o

C. APPLICANT IDENTIFICATION (please tick the appropriate box) / IDENTIFIKACE ZADATELE (zaskrtnéte prosim
prislusné okénko)

C1. Request for the competent authority / Zadost o C2. Request for the Ethics Committee / Zadost etické o
kontrolnimu tradu komisi
- Sponsor / Zadavatel o - Sponsor / Zadavatel o
- Legal representative of the sponsor / Osoba zmocnéna - Legal representative of the
zadavatelem k jednani o  zadavatelem k jednani o
- Person or organisation authorised by the sponsor to make the - Person or organisati
application. In that case, complete below / Osoba ¢i the application. I y Ci
organizace zmocnéna zadavatelem k podani zadosti. o i o
V tomto pfipad¢ prosim vypliite nize:
- Organisation / Organizace: -
- Name of contact person / Jméno kontaktni
osoby:
- Address / Adresa:
- Telephone number / Telefon:
- Fax number / Fax: :
- e-mail: i i plication / Zkousejici
o
estigator (for single centre trial) / Hlavni  ©
(u hodnoceni provadénych v jednom centru)
se of the 1nvest1gat0r complete below / Jedna-li se
o
Address / Adresa:
Telephone number / Telefon:
Fax number / Fax:
e-mail:
D. INFORMATI@N GATIONAL INAL PRODUCT(S) BEING USED IN THE TRIAL: MEDICINAL
PRODUCTABEING USED AS A COMPARATOR / INFORMACE O HODNOCENEM LECIVEM

YCH V KH: LECIVE PRIPRAVKY (dile LP) TESTOVANE NEBO

use extra pages a
combination produ
V tomto oddile by m

d sequential number ; information should be given for each product, likewise if the product is a
ould be given for each active substance.

ny informace o jednotlivych “nerozplnénych pripravcich” pred provedenim konkrétnich operaci pro
ucely KH (zaslepeni, aleni a znaceni pro ucely KH), a to jak pro testovany LP, tak pro srovnavaci LP. Pripadné informace o
placebu by meély byt deny v oddile E. Pokud se KH provadi s nekolika hodnocenymi LP, pouzijte samostatné stranky a
prideéltekazému hodnocenému LP poradové cislo; informace by mély byt uvedeny pro vsechny pripravky, stejnym zpiisobem i
v pripade, zZe se jedna o kombinovany pripravek, je tfeba uvést informace o vsech lécivych latkach.

Indicate which of the following is described below, then repeat as necessary for each of the numbered IMPS to be used in the
trial(assign numbers from 1-n) / Oznacte, k Cemu se vztahuji niZe uvedené informace, a zopakujte podle potreby pro kazdy
ocislovany hodnoceny LP, ktery se pouzije v KH (priradte cisla 1 az n):

In accordance with Article 19 of the Directive 2001/20/EC / Podle €l. 19 smérnice 2001/20/ES.

A commercial sponsor is a person or organisation that takes responsibility for a trial which at the time of the application that is
part of the development programme for a marketing authorisation of a medicinal product, including postmarketing trials. /
Komeréni zadavatel je osoba nebo organizace nesouci odpovédnost za KH, které je v dob¢ piedlozeni zadosti soucasti vyvojového
programu pro registraci LP, v€etné poregistracnich hodnoceni.



This refers to the IMP number / Tyto informace se vztahuji k hodnocenému LP ¢islo: (........ )
IMP being tested / Testovany LP o
IMP used as a comparator / LP pouZity jako srovnavaci o

D1. STATUS OF THE INVESTIGATIONAL MEDICINAL PRODUCT TO BE USED IN THE TRIAL / STAV
HODNOCENEHO LECIVEHO PRIPRAVKU, KTERY SE MA POUZIT V KH

D1(a) Has the IMP to be used in the trial a If yes, specify for the product to be used in the trial / Pokud
marketing authorisation (MA) / Yes | No | ano, pro pripravek, ktery se ma pouzit v KH, uved’te:
Je hodnoceny LP, ktery se ma pouzit v KH, ano | ne | Trade name / Name of the MA MA number /
registrovan: Obchodni nazev | holder / Jméno Registracni ¢islo
drzitele rozhodnuti o
registraci
- In the Member State concerned by this o o

submission? / V Ceské republice?

If yes to this question and if the IMP is not modified

but the trade name and MA holder are not fixed in the

protocol, go to D.1(b) / Pokud odpovite ano na
predchozi otdzku a LP neni upravovan, ale obchodni
nazev a drzitel rozhodnuti o registraci neni dan

protokolem, pokracujte oddilem D.1(b)

If no to the previous question, / Pokud na piedchozi

otazku odpovite ne,

- in another Member State from which it is sourced | © o
for this trial? / v jiném clenském staté, odkud je
dodavan pro toto hodnoceni?

- Ifyes specify in which country / Pokud ano,
upfesnéte ve které¢ zemi

If no to the 2 previous questions, / pokud od

- in the third country from which it is source i 1y j avafi pro toto KH?
If yes, in which country? / Pokud ano, v jaké ze

D1(b) Situations where the IMP to be used in th but the protocol Yes No
allows that any brand of the IMP with MA i subjects and it is

s obsahem dané 1é¢ivé latky.
In the protocol, treatment is defi i ? olu je ptipravek definovan pouze o o
1é¢ivou latkou?

- if yes, go to D2 / pokud.a

o s of marketed products used according to o o
local clinical practicg i i i ./ Protokol v ramei terapeutického rezimu

D2
as belonging to an ATC group’. / Hodnoceny LP ma o o

sfined
ore to the level that can be defined) of the applicable authorised

az do urovné, 4 muz efinovéana) v oddilu “D2 - ATC kod” tohoto formulare
Other / Jiny:

Has the use of the i tigational medicinal product been previously authorised in a clinical trial conducted by the sponsor
in the Community? / Bylo jiZ diive povoleno pouZiti hodnoceného LP v KH provadéném zadavatelem ve Spolecenstvi?
Yes/ano o No/ne o

Has the investigational medicinal product been designated in this indication as an orphan drug in the Community? / Byl
hodnoceny LP v této indikaci oznacen ve Spolecenstvi za 1é¢ivy pripravek pro vzacna onemocnéni?

Yes/ano o No/ne o
If yes, give the orphan drug designation number’ / Pokud ano, uved'te &islo lé¢ivého pFipravku pro vzicna onemocnéni’:

Available from the Summary of Product Characteristics / Obsazeno v souhrnu udajti o ptipravku.
According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) / Podle Registru Spolecenstvi
pro 1é¢ivé pripravky pro vzacna onemocnéni (Nafizeni (ES) ¢. 141/2000) http://pharmacos.eudra.org/F2/register/alforphreg.htm




D2. DESCRIPTION OF THE INVESTIGATIONAL MEDICINAL PRODUCT / POPIS HODNOCENEHO LP

Product name where applicable® / P¥ipadny nazev p¥ipravku®:

Product code where applicable’ / P¥ipadny kéd p¥ipravku’:

Name of each active substance (INN or proposed INN if available, specify whether proposed or approved INN) / Nazvy
vSech l1é¢ivych latek (mezinarodni nechranény nizev nebo navrhovany mezinarodni nechranény nazev — INN, pokud
existuje; uved’te, zda se jedna o navrhovany ¢i schvaleny mezinarodni nechranény nazev):

Other available names for each active substance (CAS, current sponsor code(s), other descriptive name, etc: provide all
available)/ DalSi existujici nazvy vSech lécivych latek (CAS, soucasny kéd(y) zadavatele, jina popisna jména, apod.: uved’te
vse, co je k dispozici), tj. veSkera synonyma pro lé¢ivou liatku, pouzZivana béhem vyvoje pripravku:

ATC code, if officially registered'’ / Kéd ATC, pokud je oficidlné registrovan'’:

Pharmaceutical form (use standard terms) / Lékova forma (pouZijte standardni terminolog
Route of administration (use standard terms) / Zpiisob podani (pouZzijte standardni

Strength (specify all strengths to be used) / Sila (uved’te vSechny sily, které maji
- Concentration (number) / Koncentrace (¢islo):
- Concentration unit / Jednotka koncentrace:

Concentration type (“exact number”, “range more than” or "up to”) / Udaj

”aZ do”)

e nez”’ nebo

Type of medicinal product / Typ LP
Does the investigational medicinal product contain an active
- of chemical origin / chemického ptivodu?
- of biological/biotechnological origin'' / biolo
Is this / Jedna se o:
- acell therapy medicinal product'’ / LP pro bun: Yes/ano o No/ne o
- agene therapy medicinal product'' / LP pro ge@vou terapn”‘7 Yes/ano o No/ne o
- aradiopharmaceutical medicinal product / gadio
- an immunological medicinal product (s ' / imunologicky
LP (napft. vakcina, alergen, imunosérum)
- aherbal medicinal product / rostlinny LP?

Yes/ano o No/ne o
Yes/ano o No/ne o

Yes/ano o No/ne o

Yes/ano o No/ne o
Yes/ano o No/ne o
Yes/ano o No/ne o

modifikované organismy''?

. lfyes/Pokud ano, Yes/ano o No/ne o

Yes/ano o No/ne o
Yes/ano No/ne
Yes/ano o No/ne o

@)
O

AL INVESTIGATIONAL MEDICINAL PRODUCTS INCLUDING VACCINES /
FICKE HODNOCENE LP VCETNE VAKCIN

Type of product

- Extractive / e Yes/ano o  No/ne o
- Recombinant / Yes/ano o  No/ne o
- Vaccine / vakci Yes/ano o No/ne o
- GMO Yes/ano o  No/ne o
- Plasma derived products / krevni derivat Yes/ano o  No/ne o

In the absence of a tradename, this is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB, ...) / Pokud neexistuje obchodni nézev, jedna se o nazev, ktery pro pfipravek pouziva zadavatel v dokumentaci ke
KH (protokol, IB...)

In the absence of the tradename, this is a code designated by the sponsor which represents the name routinely used by the sponsor
to identify the product in the CT documentation. This code is potentially used in the case of combinations of drugs or drugs and
devices. / Pokud neexistuje obchodni nazev, jedna se o kéd zadavatele, kterym je piipravek oznaCovan v dokumentaci ke KH.
Tento kod je piipadné uzivan i v piipadé kombinaci 1éCivych latek nebo kombinace 1é¢iva latka/zdravotnicky prostiedek.
Available form the Summary of Product Characteristics/ Obsazeno v souhrnu udajti o pfipravku.

""" Complete also section D3, D4 or D5 / Vypliite také oddily D3, D4 nebo D5



- Others/jiné Yes/ano o No/ne o
If others, specify / Pokud se jedna o jiné pipravky, upiesnéte:

D4. SOMATIC CELL THERAPY INVESTIGATIONAL MEDICINAL PRODUCT (NO GENETIC MODIFICATION) / LP PRO
SOMATICKOU BUNECNOU TERAPII (BEZ GENETICKE MODIFIKACE)
Origin of cells / Piivod bunék

- autologous / autologni Yes/ano o No/ne o
- allogeneic / allogenni Yes/ano o No/ne o
- xenogeneic / xenogenni Yes/ano o No/ne o

if yes, specify species of origin / pokud ano, upfesnéte druh, z néhoz pochazeji:

Type of cells / Typ bunék
- Stem cells / Kmenové bunky

- Differenciated cells / Diferenciované bunky
If yes, specify the type (e.g. keratinocytes, fibroblasts, chondrocytes,...) / Pokud ano, upis
(keratinocyty, fibroblasty, chondrocyty...):

- Others/ Jiné:

If others, specify / Jedna- li se o jiné, upfesnéte:

No/ne o

No/ne o

Yes/ano

D5. GENE THERAPY INVESTIGATIONAL MEDICINAL PRODUCTS
Gene(s) of interest / Zaméieno na gen(y):

In vivo gene therapy / Genova terapie in vivo: o / Genova terapie*ex vivo: o

Type of gene transfer product / Typ pripravku pro genovy
- Nucleic acid (e.g. plasmid) / Nukleova kyselina(napf plazmi o Yes/ano o No/ne
If yes, specify / Pokud ano, uptfesnéte
- if naked / zda je naha:
- or complexed / nebo komplexni:
- Viral vector / Virovy vektor:
If yes, specify the type: adenovirus, ret p: adenovirovy,
retrovirovy, AAV ...:
- Jiné/ Others:
If others, specify / Jedna-li se

o Yes/ano o No/ne
o Yes/ano o No/ne
o Yes/ano o No/ne

o Yes/ano o No/ne

Genetically modified cells / Geneti o Yes/ano o No/ne

If yes, specify: / Pokud ano, uptesnéte:

o Yes/ano o No/ne
o Yes/ano o No/ne
o Yes/ano o No/ne

Which IMP is it a pla
Specify IMP Number(

boffor? / Ke kterému hodnocenému LP se placebo vztahuje?
om D / Uptesnéte ¢islo hodnoceného LP dle oddilu D

Pharmaceutical form / Lékova forma:

Route of administration / Cesta podani:

Composition, apart from the active substance(s) / Slozeni kromée 1é¢ivé latky (latek):

- is it otherwise identical to the IMP / je jinak identické jako hodnoceny LP? o Yes/ano o No/ne
- if not, specify major ingredients / pokud ne, uved’te hlavni slozky:

F. AUTHORISED SITE RESPONSIBLE FOR THE RELEASE OF THE INVESTIGATIONAL MEDICINAL PRODUCT IN
THE COMMUNITY / SCHVALENE MISTO ODPOVEDNE ZA PROPOUSTENI HODNOCENEHO LP VE
SPOLECENSTVI



This section is dedicated to finished investigational medicinal products, i.e. medicinal products randomised, packaged, labelled and
released for the intent of the clinical trial. If there is more than one site or more than one IMP is released, use extra pages and give
each IMP its number for D or E for any placebo. In the case of Multiple sites indicate the product released by each site. / Tento oddil
je urcen pro informace o kone¢ném hodnoceném LP, tj. randomizovaném, zabaleném, oznaceném a propusténém pripravku urceném
pro klinické hodnoceni. V pripadé existence vice jak jednoho centra nebo vice jak jednoho propousteéného LP je tireba oddil prislusné
opakovat na samostatnych strankdach a u kazdého LP pouczit cislo dle oddilu D nebo E pro jakékoli placebo. V pripade existence
nekolika mist uvedte, jake pripravky jsou v jednotlivych mistech propousteny.

Who is responsible in the Community for the release of the finished IMP (please tick the appropriate box) / Kdo je ve
Spolecenstvi odpovédny za propousténi konecného hodnoceného LP (zaskrtnéte prosim piislusné okénko):
This site is responsible for release of (specify the number(s) from D of the IMP and E for the placebo concerned): / Toto
misto odpovidé za propousténi (uved’te ¢islo LP dle oddilu D a ¢islo placeba dle oddilu E):
- Manufacturer / Vyrobce o
- Importer / Dovozce
- Both manufacturer and importer / Vyrobce i dovozce souc¢asné
- Name of the organisation / Nazev organizace:
- Address/ Adresa:
- Please, give the manufacturer or importer authorisation number / Uved'te prosi
k vyrobé pro vyrobce ¢i dovozce:
If no authorisation, give the reasons / Pokud povoleni neexistuje, uved’te diivod:

- Has the site been inspected by EU authorities / Bylo misto kontrolovan o No/me o

ICD10 classification code'?/ ICD 10 klasifikac
MedDRA classification code' / Kéd klasifikace Me

Is it a rare disease'* / Jedna se o vzicné onemocnéni? Yes/ano o No/ne o

Objective of the trial / Cil KH
Main objective / Hlavni cil:

Secondary objectives / Vedlejsi cil

vvvvvv

Principal inclusion criteria (/i rtant) / Hlavii kritéria pro zarazeni (uvedte ta nejdulezitejsi)

vvvvvv

Principal exclusid Q ‘ avni kritéria pro vyrazeni (uvedte ta nejdiileZitéjsi)

Prophylaxis /
- Therapeutic/ T
- Safety / Bezpec
- Efficacy / Uéinn
- Pharmacokinetic / Farmakokinetika

- Pharmacodynamic / Farmakodynamika
- Bioequivalence / Bioekvivalence

O 0O O O O O O

"2 Source: World Health Organization / Zdroj: WHO

The information on the ICD and MedDRA classification is optional. When both classifications are available only one should be
provided; in this case applicants are encouraged to provide the MedDRA classification. / Informace o ICD a MedDRA klasifikaci
neni povinnd. Jsou-li k dispozici obé klasifikace, méla by byt uvedena jen jedna a zadatelim se doporucuje v takovém piipadé
pouzit MedDRA klasifikaci.

Points to consider on the calculation and reporting of the prevalence of a condition for Orphan drug designation: COM/436/01
http://www.emea.eu.int/pdfs/human/comp/043601.pdf.




- Dose Response / Odpoved’ na davku o

- Pharmacogenomic / Farmakogenomika o

- Pharmacoeconomic / Farmakoekonomika o

- Others/ Jiné o

If others, specify / Jedna-li se o jind, upfesnéte:

Trial type" and phase / Typ" a fize KH

o Human pharmacology (Phase I) / Farmakologie (faze I) o Therapeutic o Therapeutic o Therapeutic
exploratory confirmatory use (Phase IV)

Is it: / Jedna se o: (Phase IT) / (Phase III) / / LéCebné uziti

o First administration to humans / Prvni podani u lidi Lécebny Prtkaz 1écby (faze IV)

o Bioequivalence study / Studie bioekvivalence vyzkum (faze I1I)

o Other - Please specify / Jiné - upfesnéte: (faze II)

Design of the trial / Charakteristika KH

Randomised / Yes/ano o Ifyes, specify / Pokud ano, uptesnéte:
Randomizované: No/ne o Open / Oteviené: Yes/ano Yes/ano o
No/ne o
COntrOlled/ Yes/ano o
Kontrolované: No/ne o Single blind / Jednoduse zaslepené: es/ano o
Nome o
Parallel group / S paralelnimi skupina,
Other / Jiné:
Specify the ¢
- (an)other medici jiny v DIt ipravky) Yes/ano o No/me o
Yes/ano o No/me o
Yes/ano o No/ne o
Yes/ano o No/me o
Yes/ano o No/ne o
Yes/ano o No/me o
Yes/ano o No/me o

ustification, in the case where it is not the last visit of the last subject undergoing the trial'®
enim neni posledni navitéva subjektu Gi¢astniciho se KH'®:

years/roky months/mésice
ve vSech zucastnénych zemich years/roky months/mésice
H. POPULATI 'BJECTS / POPULACE SUBJEKTU HODNOCENI
Age / Vék
Agespan o years / Mén¢ nez 18 let o Adult(18-65 o Elderly (> 65
/ Veékové ecify / Jestlize ano, upfesnéte: years) / years) /
rozmezi: Dospéli (18— Seniofi (nad
o Preterm Newborn Infants (up to gestational age <37 weeks) / 65 let) 65 let)

Predcasn¢ narozeni novorozenci (< 37 tydnt t¢hotenstvi)

o Newborn (0-27 days) / Novorozenci (0—27 dni)

o Infant and toddler (28 days-23 months) / Kojenci a batolata (28 dni—23
mesict)

o Children (2-11 years) / Déti (2—11 let)

"> According to page 5 of Community guideline CPMP/IC291/95 / Podle str. 5 pokynu Spoledenstvi CPMP/IC291/95.
' If not provided in the protocol / Neni-li uvedeno v protokolu.
7" From the 1* inclusion until the last visit of the last subject / Od 1. zafazeni do posledni navitévy posledniho subjektu.




o Adolescent (12-17 years) / Dospivajici (12—17 let)

Gender / Pohlavi o Female/ Zeny o Male / Muzi

Population of trial subjects / Populace subjektii KH

Healthy volunteers / Zdravi dobrovolnici Yes/ano o No/ne o
Patients / Pacienti Yes/ano o  No/ne o
Specific vulnerable populations / Zranitelnd populace Yes/ano o  No/ne o

- women of child bearing potential / zeny v plodném véku Yes/ano o No/me o

- pregnant women / t¢hotné
- nursing women / kojici
- emergency situation / akutni stavy
- subjects incapable of giving consent personally / subjekty, které nemohou dat souhlas osob
If yes, specify / Pokud ano, upfesnéte:
- others / jiné:
If yes, specify / Pokud ano, upfesnéte:

No/me o
No/me o

Yes/ano Nome o

Yes/ano

Planned number of subjects to be included / Plinovany pocet zai'azenych

- 1n the Member State / v ¢lenském staté:

For a multinational trial/ Pro multicentricka KH:

- in the Community / ve Spolecenstvi:

- 1n the whole clinical trial / v ramci celého KH:

different from the expected

Plans for treatment or care after the subject has
'® (pokud se ligi od

normal treatment of that condition) / Pos
predpokladané délky 1é€by daného onemocnéni):

Please specify / Upfesnéte prosim:

1. PROPOSED CLINICAL TRIAL SIT. CONGCERNED BY THIS REQUEST / PRACOVISTE,

NA KTERYCH BUDE KH V CLENSKEM

(TE PROBIHAT

I1. Co-ordinating investigator ] ] ipal investigator (for single centre trial) (see comments in
section C2) / ZkouSejici — Y eni) a hlavni zkouSejici (u hodnoceni probihajicich v jediném
centru) (viz poznamky v oddzle C.

Name / Jméno ...)/ | Address /Adresa (tel.,e-mail)

ormulare)

Qualification (MD ...)/ | Address of the principal investigator site / Adresa ptisobiste
Kvalifikace (MUDr. ...) | hlavniho zkousejiciho

13. Central tech
measurement
Centralni techn
opakujte dle pot

be used in the conduct of the trial (laboratory or other technical facility), in which the
t of the main evaluation criteria are centralised (repeat as needed for multiple organisations) /
i vyuzivané pro provadéni KH (laboratof ¢i jiné technické zafizeni) (v pfipad¢ n€kolika organizaci

Organisation / Organi
Name of contact person / Jméno kontaktni osoby:
Address / Adresa:

Telephone number / Telefon:

Duties subcontracted / Cinnosti ve smlouvé:

I4. Organizations to whom the sponsor has transferred trial related duties and functions (repeat as needed for multiple
organisations) / Organizace povétend zadavatelem k nékterym ¢innostem a funkcim v rdmei KH (v pfipadé nékolika organizaci
opakujte podle potieby)

Has the sponsor transferred any major or all the sponsor’s trial related duties and functions to another organisation or third party /

'® " If not already provided in the protocol / Neni-li jiz uvedeno v protokolu.



Pievedl zadavatel nékteré hlavni nebo vSechny povinnosti a funkce zadavatele vztahujici se ke KH na jinou organizaci ¢i tieti stranu
Yes/ano o No/ne o

If yes, specify / Pokud ano, upfesnéte:
Name of contact person / Jméno kontaktni osoby:
Organisation / Organizace:
Address / Adresa:
Telephone number / Telefon:
Duties / functions subcontracted / Cinnosti a funkce ve smlouvé:

J. COMPETENT AUTHORITY / ETHICS COMMITTEE IN THE MEMBER STATE CONCERNED BY THIS REQUEST /
KONTROLNI URAD / ETICKA KOMISE V CR, NA NEZ SE TATO ZADOST VZTAHUJE

If this application is addressed to the competent authority, please tick the Ethics Committee box an

committee concerned and viceversa / Je-li tato zadost uréena kontrolnimu ufadu, zaSkrtnéte

poskytnéte informace o pfislusné etické komisi a naopak

Competent authority / Kontrolni urad

Ethics Committee / Eticka komise

Name and address / Nazev a adresa:

ation on the Ethics

Date of submission / Datum ptedloZeni zadosti:

Authorisation/opinion / Stanovisko o  to be requested / bude o jednava oV vydano
kontrolniho tfadu / EK: vyzadano

If given, specify / Pokud vydano, = Date of authorisation/opinion / D,

upiesnéte:

ddosti jsou spravné,
- KH bude prob protokolem, narodnimi ptedpisy a dle principt spravné klinické praxe,

- uskutecnéni na S je odvodnitelné,

- predlozim kontr! radu a pfislusné etické komisi zpravu o ukonceni KH v pribéhu max. 1 roku po ukonceni KH,
oznamim kontrolnim u a piisluiné etické komisi datum zahajeni' KH, jakmile bude zndmo.

APPLICANT of the request for the competent authority(as stated | APPLICANTOof the request for the Ethics committee (as stated in
in section C1) / ZADATEL ptedkladajici zadost kontrolnimu section C2) / ZADATEL predkladajici zadost etické komisi (jak

uradu (jak je uvedeno v oddile C1): je uvedeno v oddile C2) /:
Name of the contact person / Jméno kontaktni osoby: Name / Jméno:
Organisation / Organizace: Organisation / Organizace

' Inclusion of the 1st patient in the Member State (the inclusion starts with the informed consent signature) / Zatazeni 1. pacienta v
CR



Date / Datum:
Signature / Podpis:

Date / Datum:
Signature / Podpis:
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Notification of Amendment Form / Formular ohlaSeni zmén

REQUEST FOR AUTHORISATION OF A SUBSTANTIAL AMENDMENT OF A CLINICAL TRIAL ON A MEDICINAL
PRODUCT FOR HUMAN USE TO THE COMPETENT AUTHORITIES AND FOR OPINION OF THE ETHICS
COMMITTEES IN THE COMMUNITY /

ZADOST O POSOUZENI DODATKU KH HUMANNIHO LP KONTROLNIM URADEM A O STANOVISKO ETICKE
KOMISE VE SPOLECENSTVI

For official use / Urceno pro uredni zaznamy:

Date of receiving the request / Grounds for non acceptance/ negative opinion / Ditvod zamitnuti / nesouhlasného stanoviska:
Datum piedlozeni Dodatku : Yes/ano o No/ne o

If yes, date / Pokud ano, datum:

Date of start of procedure / Datum | Authorisation/ positive opinion / Schvaleni/souhlasné stai
zahdjeni posuzovani : Yes/ano o No/me o

Date/Datum:

Competent authority, Ethics committee registration number of the trial / Evidencni ¢islo
komisi:

, etickou

To be filled in by the applicant / Vyplni Zadatel.:
This form is common for request for authorisation from the Competent A

Ethics Committee.
datku kontrolnim uradem, tak

REQUEST FOR AUTHORISATION TO THE COMPETENT A HVALENi DODATKU
VYDAVANE KONTROLNIM URADEM :4 o
REQUEST FOR OPINION OF THE ETHICS C IT
K DODATKU: o
NOTIFICATION FOR INFORMATION ONLY

- to the competent authorit o

- to the Ethics committee / Etic o
Al. TRIAL IDENTIFICATION / ment concerns more than one trial, repeat this form as

necessary / v pripade, e se Dod
Eudract number:
Full title of the trial / Uplny

ytisation’ / Amendment vyzadany kontrolnim ufadem o
ent code number, version, date / Pokud zaskrtnete uved’te ¢islo, verzi a datum Dodatku:

request

If checked specify sor’s am

B. IDENTIFICATI THE SPONSOR RESPONSIBLE FOR THE REQUEST / IDENTIFIKACE ZADAVATELE
ODPOVEDNEHOZA ZADOST

B1. Sponsor / Zadavatel

Organisation / Organizace:

Name of the person to contact / Jméno kontaktni osoby:
Address / Adresa:

Telephone number / Telefon:

Fax number / Fax:

e-mail:
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B2. Legal representative® of the sponsor in the EU for the purpose of this trial (if different from the sponsor) / Osoba
zmocnéna’ zadavatelem pro toto KH k jednani v EU (pokud se jednd o osobu odlignou od zadavatele)

Organisation / Organizace:

Name of the person to contact / Jméno kontaktni osoby:
Address / Adresa:

Telephone number / Telefon:

Fax number / Fax:

e-mail:

C. APPLICANT IDENTIFICATION, (please tick the appropriate box) / IDENTIFIKACE ZADATELE (zaSkrtnéte prosim
prislusné okénko)

C1. Request for the competent authority / Zadost o C2.Request for the Ethics Committee/ Zadost etické o
kontrolnimu uradu komisi

- Sponsor / Zadavatel o - Sponsor /Zadavatel o
- Legal representative of the sponsor / Osoba zmocnéna - Legal representative of the nocnéna
zadavatelem jednat za n¢ho o zadavatelem jednat za néhi o
- Person or organisation authorised by the sponsor to make - Person or organisatign aut p make
the application. In that case, complete below / Osoba ¢i the application. [ soba ci
organizace zmocnéna zadavatelem k podani zadosti. o o
V tomto pfipad¢ prosim vypliite nize:
- Organisation / Organizace:
- Name of contact person / Jméno kontaktni osoby: ¢ ntaktni osoby:
- Address / Adresa:
- Telephone number / Telefon:
- Fax number / Fax:
- e-mail
Coordinatin@investigator (for multicentre trial) / o
dinéator (u multicentrickych KH)
o

ase’of the investigator, complete below / Jedna-li se ©
ejiciho, vypliite prosim nize:

Adresa / Address:

Telefon / Telephone number:
Fax / Fax number:

E-mail / E-mail:

Yes/ano o No/ne o

jeets / Zmény z divodu bezpecnosti nebo nedotknutelnosti subjektti hodnoceni

Yes/ano o No/ne o
fic“documents/value of the trial / Zmény v interpretaci védeckych dokumentt/vyznamu KH
Yes/ano o No/ne o
Changes in quality o / Zmény v jakosti hodnoceného LP Yes/ano o No/me o

Changes in conduct or management of the trial / Zmény v provadéni ¢i vedeni KH
Change/addition of principal investigator (s) / co-ordinating investigator / Zména/pfidani hlavniho zkousejiciho (zkousejicich)

anebo zkousejiciho-koordinatora Yes/ano o No/me o

Change of sponsor/legal representative / Zména zadavatele/zmocnéné osoby Yes/ano o No/me o
Change in transfer of major trial related duties / Zména v pfevedeni hlavnich povinnosti vztahujicich se k KH

Yes/ano o No/ne o

Other change / Jiné zmény Yes/ano o No/me o

If yes, specify / Jestlize ano, upfesnéte:

2 As stated in article 19 of Directive 2001/20/EC / Jak je uvedeno v &l. 19 sm&rnice 2001/20/ES.
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Other case / Jiné ptipady Yes/ano o No/me o
If yes, specify / Jestlize ano, upfesnéte

Content of the amendment / Obsah Dodatku:

an amendment to information in the application form / zména tdaji ve formulafi zadosti  Yes/ano o No/me o
an amendment to the protocol / Dodatek k protokolu Yes/ano o No/me o
an amendment to other appended documents / Dodatek k jinému pfilozenému dokumentu  Yes/ano o No/me o

if yes, specify / pokud ano, upfesnéte:

Other case / Jiné ptipady Yes/ano o No/me o
if yes, specify / pokud ano, uptesnéte:

E. REASONS FOR AMENDMENT (one or two sentences) / ZDUVODNENI DODATKU (jed

F. BRIEF DESCRIPTION OF THE CHANGES /STRUCNY POPIS ZMEN:

G. LIST OF THE DOCUMENTS APPENDED TO THE APPLICATION FORM / 7 OZENYCH
K FORMULARI ZADOSTI

Please submit only relevant documents and/or when applicable make clear references to
references to any changes of separate pages and submit old and new texts. Tic . dejite, prosim, pouze
relevantni dokumenty a/nebo pripadné uvadéjte jednoznacné odkazy na ty dlozeny. Uvadeéjte jednoznacné
odkazy na jakékoliv zmeny na jednotlivych strankach a predkladejte stagy i Y nacte). Zaskrtnéte prislusné
okénko(a).

o Covering letter stating the type of amendment and the reason
Summary of the proposed amendment / Sou
List of modified documents (identity, version,
If applicable, pages with previous and n i ¢ i m znéni, kterych se zmény tykaji
Supportive information / Dopliujici informac
When applicable, revised XML file and copy ofimiti icati i data highlighted / Je-1i mozné, predlozte

O O 0O O O

I hereby confirm that / on behalf of the sponsor t
- the above information given on tii

- the trial will be conducted ac and the principles of good clinical practice
- itis reasonable for the propése

APPLICANTOof the request for the Ethics committee (as stated in
section C2) / ZADATEL podavajici zadost etické komisi (jak je
uvedeno v oddile C2):

Jméno / Name:

Name of organisation /Nazev organizace:

Date / Datum: Date / Datum:
Signature / Podpis: Signature / Podpis:
Print name: Print name:
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Declaration of the end of trial form / Zprava o ukoncéeni klinického hodnoceni

DECLARATION OF THE END OF A CLINICAL TRIAL /
ZPRAVA O UKONCENI KLINICKEHO HODNOCENI{

For official use / Urceno pro uredni zaznamy
Date of receipt / Datum pfijeti: Competent authority, Ethics committee registration number / Eviden¢ni ¢islo
kontrolniho ufadu, etické komise:

To be filled in by the sponsor or his legal representative / Vyplni zadavatel nebo jim zmocnéna osoba
| Member state in which the declaration is being made / Clensky stit, v némz je zprava o ukonéeni KH vypracovana:

Trial identification / Identifikace KH

Eudract number: 5
Sponsor’s protocol code number / Cislo protokolu zadavatele:
Full title of the trial / Uplny nazev KH:

Sponsor / Zadavatel
Osoba zmocnéna zada
Name / Jméno: Name / Jméno:

Address / Adresa:

End of trial / Ukonc¢eni KH Date of the end of trial

/ Datum ukonceni KH
(DD/MM/RR):
- Is it the end of the trial in this Member Sta
v tomto ¢lenském state? )] -

- Isit the end of the complete trial in all cou
Jedna se o celkové ukoncéeni KH ve vSech zemic No/me [0 |--/--/--
Is it a premature ending of the trial / Jedna se o : i Yes/ano [1 |No/me [
Is it a temporary halt of the trial / Jedna se o ¢ Yes/ano [ |No/me [
If yes, complete following boxes / Pokud ano, o
- What is(are) the reason(s) for thesalt or prem
nebo predc¢asného ukonceni
- safety / bezpe¢nost Yes/ano [ |No/ne [
- lack of efficacy / nedostatecna Yes/ano [ |No/ne [J
- the trial has not co Yes/ano [ |No/ne L[]
- other/jiné Yes/ano (] |No/ne [J
if yes, speci

C Nakonec strucné popiste v ptiloze (ve volném textu):
premature ending of the trial / odivodnéni pozastaveni nebo pfed¢asného ukonceni KH,
jents receiving treatment at time of the halt or of study termination / navrhovana péce o

ermination for the evaluation of the results and for overall risk benefit assessment of the
roduct / vliv pfedcasného ukonceni na vyhodnoceni vysledkti a na celkové posouzeni risk benefit

Signature of the spon r_his legal representative / Podpis zadavatele nebo osoby zmocnéné zadavatelem:

I hereby confirm / on behalf of the sponsor (delete if not applicable) that the above information is correct and that a summary of the
clinical trial report will be submitted to the competent authority and ethics committee concerned as soon as available and within a 1
year deadline after the end of the of the trial in all countries.

Timto potvrzuji, Ze / jménem zadavatele (nehodici se vymazte), ze vySe uvedené informace jsou pravdivé a ze zadvérecna zprava o
KH bude k dispozici kontrolnimu tifadu a etické komisi béhem 1 roku po ukonceni KH ve vSech zemich.

Name / Jméno:
Date, signature / Datum, podpis:
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