VITKOVICKA NEMOCNICE a.s. ,
ETICKA KOMISE PRO MULTICENTRICKA HODNOCENI
Ethics Committee of the Vitkovice Hospital a.s.

ZaluZanského 1192/15, 703 84 Ostrava — Vitkovice, tel.: 595633202, fax: 596632966,
e-mail: ek@nemvitkovice.cz, judita.placzkova@nemvitkovice.cz, www.nemvitkovice.cz

STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI LECIV

Opinion of the Ethics Committee on Clinical Trial on Human Medicinal Products

[] Multicentrické KH, je pozadovéano stanovisko multicentrické EK pro vSechna centra/Multi-centric
clinical trial, opinion issued by Ethics Committee for Multi-Centric Clinical Trials is required

[] Multicentrické KH, je pozadovéno stanovisko EK pro mistni centrum (centra)/ Multi-centric clinical
trial, opinion issued by local Ethics Committee(s) is required

[ ] KH provadéné v jednom centru, pozadovano stanovisko EK pro mistni centrum (centra)/ Clinical
trial conducted in a single site, opinion of a local EC is required

Cislo jednaci/Reference number:
Identifika¢ni Cislo KH/EudraCT number:
Zadavatel/Sponsor:

Zadatel/Applicant:

Nazev KH/Full Title of Clinical Trial:

Cislo protokolu/Protocol Code Number:

s~z

Datum doruceni Zadosti/Date of submission of the Application Form:

Datum jednéni EK + Cas/Date and time of Ethics Committee s session:

U multicentrického KH adresa multicentrické EK, ke které bylo KH ptedlozeno/ For multi-centric
clinical trials give address of the Multi-Centric Ethics Committee to which the application was
submitted :

Uhrada nékladd spojenych s posouzenim Zadosti a vydanim stanoviska /Reimbursement of costs related
to assessment and issue of the EC opinion:
|:| Ano/Yes |:| Ne , zduvodnéni/ No, reasons:..............

Vyjadieni EK/ Ethics Committe s opinion:
EK vydava/ EC issues [ ] Souhlasné stanovisko/Favourable opinion
[ ] Nesouhlasné stanovisko/Unfavourable opinion

Zdavodnéni stanoviska EK/ Reasons for EC opinion:
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tomas.pupala
Lístek s poznámkou
MigrationConfirmed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
MigrationConfirmed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
Completed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
Completed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
Completed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
Completed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
MigrationConfirmed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
MigrationConfirmed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
Completed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
Completed nastavil tomas.pupala

tomas.pupala
Lístek s poznámkou
Marked nastavil tomas.pupala


Lhtta pro podani pisemné zpravy o prubéhu KH od jeho zahdjeni/ Time schedule for submission of the
written Annual Report from the CT commencement:

[] 1xro&n&/Once a year [] Jind lhiita/ Other ................

Vyjadieni k zatazen{ subjektl hodnoceni, kdy nelze ziskat jejich souhlas k zatazeni do KH (napft. akutn{
stavy, bezvédomi)/Position on inclusion of CT subjects whose consent with inclusion in CT cannot be
obtained (e.g. acute condition, unconsciousness):

Seznam mist hodnoceni s ozna¢enim mist, ke kterym se EK vyjddfila jako mistni{ EK a kde vykondva
dohled/List of clinical trial sites in the Czech Republic where EC has given its opinion and will perform
supervision:

Misto hodnoceni/ Jméno zkousejiciho Mistni EK | Adresa mistni EK
Trial Site / Name of Investigator Local EC | Address

I O

Seznam hodnocenych dokumentl/List of all submitted documents:

Schvaleno |Vzato na

Nézev dokumentu, verze, datum [Approved |védomi /

Document title, version, date Taken into
account
ANO |NE
Yes No

OO0 ds 2
3
00000000053

NN
NN
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LOgon
OOgon
LOgon
LOgon

Seznam ¢lent etické komise/ List of the Ethics Committee Members:

Jméno a piijmeni Muz/ Odbornost Zaméstnanec Funkce v EK Pfitomen Hlasoval

First name and surname Zena Specialism zfizovatele EK” | Role in EC Attendance | Voted
Male/ Ano Ne Ano Ne |Ano Ne
Female Yes No Yes No |Yes No

L] COEE T

HpEEEEpEEEEN

L] COEE T
L] COEE T

(1 []

(pozn: “Zaméstnanec ziizovatele EK/ Employee of EC appointing authority)

Etickd komise prohlasuje, Ze byla ustavena a pracuje podle jednaciho faddu v souladu se spravnou
klinickou praxi (GCP) a platnymi pravnimi piedpisy/The Ethics Committee hereby declares that it was
established and operates in accordance with its Rules of Procedure in compliance with Good Clinical
Practice and valid legal regulations:

X]Ano/Yes [ |Ne/No Komentai/Comments:
Datum/Date: Podpis ptedsedy EK nebo zastupce

Signature of Chairperson or Vice-Chairperson of the EC:

Pouceni o povinnostech zkousejiciho/zadavatele:
Responsibility of Sponsor/Investigator:

1. ZkousSejici a zadavatel berou na védomdi, Ze klinické hodnoceni nemiiZze byt zahajeno diive, nez
bude vyddno souhlasné stanovisko etické komise (v piipadé multicentrickych klinickych
hodnoceni, stanovisko etické komise pro multicentricka klinickd hodnoceni, a pokud je v misté
hodnoceni ustavena etickd komise, pak i souhlas této etické komise) a povoleni/ohlageni SUKL
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/The investigator and sponsor accept that the clinical trial cannot commence prior to obtaining a
favourable opinion of the ethics committee (in the case of a multi-centric clinical trial an opinion
of a multi-centric ethics committee and, where applicable a favourable opinion of a local ethics
commiittee) and approval/notification of SUKL.

2. Zkousejici/zadavatel umoZzni inspektorovi etické komise kontrolu nad pribéhem a provadénim
klinického hodnoceni v souladu s platnou legislativou a smérnici Komise. /The
investigator/sponsor shall enable the ethics committee inspector to perform supervision over the
course and conduct of clinical trial in compliance with valid regulations and the European
Commission directive.

3. Zadavatel/zkouSejici poskytne etické komisi hldSeni o vyskytu zdvaZznych neocekdvanych
nezddoucich tucinkli hodnocenych 1écivych piipravki, ke kterym doSlo v pribéhu daného
klinického hodnoceni, v souladu s platnou legislativou a pokynem SUKL KLH-21. /The
sponsor/investigator shall report to the ethics committee the incidence of serious unexpected
adverse reactions that have occurred during the given clinical trial, pursuant to valid regulations
and SUKL guideline KLH-21.

4. Zadavatel poskytne etické komisi (jde-li o multicentrické klinické hodnoceni, pak je informace
poskytnuta etické komisi pro multicentrickd klinickd hodnoceni) kazdych 12 mésici v pribéhu
provadéni klinického hodnoceni ,,Zpravu o prubéhu klinického hodnoceni* a ,,Ro¢ni zpravu o
bezpecnosti 1é¢ivého piipravku® v souladu s platnou legislativou a pozadavky uvedenymi
v pokynech SUKL a Komise. Jsou-li subjekty klinického hodnoceni tzv. zranitelné subjekty (napf-
nezletili nebo zletili zbaveni pravni zptsobilosti) nebo subjekty, u nichZ nelze ziskat informovany
souhlas vzhledem k aktudlnimu zdravotnimu stavu, pfedklada zadavatel etické komisi ,,Zpravu o
prabéhu klinického hodnoceni* kazdych 6 mésict, neni-li v rozhodnuti etické komise stanoveno
jinak. / Every 12 months during conduct of the clinical trial the sponsor shall submit to the ethics
committee (wWhere a multi-centric clinical trial is concerned, to the multi-centric ethics committee)
a “Annual Report“ and “Annual safety report of the medicinal product” in accordance with
valid regulations and requirements laid down by the SUKL and Commission guidelines. Where so
called vulnerable subjects (e.g. minors or incapacitated adults) or subjects unable to give
informed consent due to their current health condition are concerned, the sponsor shall submit to
the ethics committee the “Annual Report” every six months, unless otherwise specified in the
ethics committee decision.

5. Zadavatel/zkouSejici neprodlené¢ poskytne etické komisi (jde-li o multicentrické klinické
hodnoceni, pak je informace poskytnuta etické komisi pro multicentrickd klinickd hodnoceni)
informaci

= o0 novych skuteCnostech, které se vyskytly v souvislosti s provadénim klinického
hodnoceni a které mohou ovlivnit bezpecnost subjekti hodnocent;

= 0 jakychkoli zménidch vyznamné ovliviiujicich vedeni klinického hodnoceni a/nebo
zvySujicich riziko subjektli hodnoceni

= o novych poznatcich o 1éCivu; o preruseni klinického hodnoceni; o zastaveni vyvoje 1éciva;
o prijatych opatfenich a to v souladu se platnou legislativou a smérnici Komise.

The sponsor/investigator shall forthwith submit to the ethics committee (Where multi-centric

clinical trial is concerned, to the multi-centric ethics committee) the following information:

= new facts that occurred in relation to the conduct of clinical trial and that may influence
the safety of trial subjects;

= any changes with significant impact on the conduct of clinical trial and/or resulting in an
increased risk for trial subjects;

* new information on the medicinal product, suspension of clinical trial, termination of
development of the medicinal product and on adopted measures, in accordance with the
valid regulations and Commission directive.
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6. Zadavatel informuje etickou komisi pro multicentricka klinickd hodnoceni o zah4jeni klinického
hodnoceni (nejpozdé€ji do 60 dni od zahdjeni), zkousSejici informuje o zahdjeni klinického
hodnoceni etickou komisi, kterd v daném misté¢ bude vykondvat dohled.

The sponsor shall inform the multi-centric ethics committee of the clinical trial commencement
(within 60 days from the start date), the investigator shall inform of the trial commencement the
ethics committee that will supervise the given trial site.

7. Zadavatel oznami piislusnym etickym komisim do 90 dnt, Ze bylo klinické hodnoceni ukonceno.

Pokud do$lo k ukonceni klinického hodnoceni ptedcasné, zadavatel a zkouSejici do 15 dni
informuji piislusnou etickou komisi o pfedcasném ukonceni klinického hodnoceni a poskytnou
etické komisi podrobné pisemné vysvétleni.
The sponsor shall notify the relevant ethics committees of the clinical trial termination within 90
days. In the case of preliminary termination of clinical trial the sponsor and investigator shall
notify within 15 days the relevant ethics committee on the trial’s preliminary termination and
provide detailed explanation in writing.

Rozdélovnik/Distribution list:
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