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OSTRAVA

STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI

Opinion of the Ethics Committee on Clinical Trial

Klinické hodnoceni IéCivého pripravku / Clinical Trial on Human Medicinal Products
Klinické hodnoceni zdravotnického prostiedku / Clinical Trial on Medical Devices

Jiny vyzkumny projekt / Other Research Project

Multicentrické KH, je pozadovano 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

Multicentrické KH, je poZzadovano stanovisko multicentrické EK / Multi-centric clinical trial, opinion issued by
the Multicentre Ethics Committee(s) is required

O X O X OO

Cislo jednaci / Reference number: 65/2025
Identifikaéni €islo KH / Eudra CT number: 1

Zadavatel / Sponsor: "

Doc. RNDr. Pavlina Kusnierova, Ph.D.
Ustav laboratorni mediciny - Oddéleni klinické biochemie

Zadatel / Applicant: Fakultni nemocnice Ostrava

17. listopadu 1790

708 52 Ostrava

Uchovavani vzorku biologického materialu pro ucely
biobankovnictvi ve FNO.

Cislo protokolu / Protocol Code Number: i

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

Datum a ¢as jednani EK / Date and time of Ethics
Committee 's session:

U multicentrického KH adresa multicentrické EK, ke
které bylo KH predlozeno / For multi-centric clinical
trials give address of the Multi-Centric Ethics /4
Committee to which the application was
submitted.

Nazev KH / Full Title of Clinical Trial:

156.12.2025

18.12.2025

Uhrada nakladi spojenych s posouzenim zadosti a vydanim stanoviska / Reimbursement of costs related (o
assessment and issue of the EC opinion:

[0 Ano/ ves X Ne, zdGvodnéni / No, reasons: Vlastni vyzkumny projekt

Vyjadreni EK / Ethics Committe s opinion:
EK vydava / £C issues [X] Souhlasné stanovisko / Favourable opinion
[0 Nesouhlasné stanovisko / Unfavourable opinion
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ZdlUvodnéni stanoviska EK / Reasons for £EC opinion:

Lhata pro podani pisemné zpravy o pribéhu KH od jeho zahajeni / Time schedule for submission of the written
Annual Report from the CT commencement.

X 1x ro&né& / Once a year [] Jinalhata/ Other:

Vyjadreni k zafazeni subjektll hodnoceni, kdy nelze ziskat jejich souhlas k zafazeni do KH (napf. akutni 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 vyjadrila jako mistni EK a kde vykonava dohled/

Misto hodnoceni/ Jméno zkouSejiciho Mistni EK | Adresa mistni EK

Doc. RNDr. Pavlina KuSnierova, Ph.D.

Ustav laboratorni mediciny - Oddéleni klinické biochemie Fakultni nemocnice Ostrava
17. listopadu 1790

Fakultni nemocnice Ostrava X 708 52 Ostrava-Poruba

17. listopadu 1790
708 52 Ostrava

Seznam hodnocenych dokumentt / List of all submitted documents:

Vzato na
Schvaleno védomi
. Approved Taken into
Nazev dokumentu, verze, datum account
Document title, version, date ANO NE | ANO NE
Yes No Yes No
Zadost o stanovisko Etické komise ] [l X O
Abstrakt X | O | 0| O
Informovany souhlas pacienta(tky)
Souhlas s uchovavani vzorkl biologického materialu pro u&ely biobankovnictvi ] O ]
Cislo: 746
Souhlas prednosty s realizaci projektu O O X O
Zivotopis hlavniho zkousejiciho
Doc. RNDr. Pavlina Kusnierova, Ph.D. I O O O
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Seznam ¢lent etické komise / List of the Ethics Committee Members:

Zaméstnanec )
Muz / . . Pritomen | Hlasoval
. zfizovatele EK o s
Jméno a pfijmeni Zena Odbornost Funkce v EK | Attendance Voted
First name and surname Male / Speciality Ano Ne Role in EC
Female Yes No Ano | Ne A}no Ne
Yes | No | Yes | No
doc. MUDr. lvana Kacirova, S i T sty i predseda /
Ph.D. 2 lékar / physician X ] Chairman XIOIXK| O
mistopredseda
JUDr. Sylva Macurova Q pravnik / lawyer X Il / Vice- X OdOIX | O
Chairman
Bc. Jifi Hyngica, MBAce 38 laik / layman X | O ‘f‘f{”:’t"}[‘y’ X! 0Ol X | O
Bc. Marta Vajdova Q V§Z?)t:f$2lénie':ga . X ] glen/member | X1 | O | X | [
Mgr. Michal Turjap 3 Iékamik / pharmacist | [X] ] glen/member | X1 | [ | X | [
MUDTr. Patrice Popelkova, Ph.D. Q Iékaf / physician X ] glen/member | X1 | O | X | O
MUDr. Bohumir Blazek 3 lékaf / physician X L] [een/member | X | OO | X | O
MUDr. Jan Segeta 3 lékaf / physician X O Jeen/member | | XK | O X
:;/I;Jgr Magdalens Higlamka, Q lékar / physician | X glen/member | X | O | X | [
MUDr. Monika Skutova Q Iékaf / physician X [ gen/member | X | O | XK | OO
MUDr. Ondrej Susol 3 Iékar / physician X O |een/member | K| O | O
Sylvie Javorska Q laik / layman X O |een/member | K| O | XK | O
Zuzana Hruba 0 laik / layman X O |een/member | K| O | XK | O
. . vSeobecna sestra / R
Mgr. Martina Robenkova, MBA 0 g5 STl e X O | een/member | K| O XK | O
nezavisly ¢len /
Leo Zidek <) laik / layman O X independent X IO XK|O
member
nezavisly ¢len /
Magr. Vladimir Jank( 3 laik / layman ] X independent | X | O | X | O
member
nezavisly ¢len /
PhDr. Blanka Svobodnikova Q laik / layman J X independent X IO X|O
member
nezavisly ¢len /
MUDr. Marta Leskova Q lékar / physician ] X independent X | [ X | [
member

(pozn: * Zameéstnanec zfizovatele EK / Employee of EC appointing authority)

Eticka komise prohlasuje, Ze byla ustavena a pracuje podle jednaciho ifadu 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 [0 Ne/No  Komentar/ Comments:

Datum / Date:  18.12.2025

FAXKULTNI NEMOCNICE OSTRAVA

ETICKAKOMISE
17. listapadu 1790, 708 52 Ostrava-Poruba
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Priloha

doc. MUDr. Ivane Kacffovs, Ph.D.
| deeickiddne >

Podpis pfedsedy EK nebo zastupce
Signature of Chairman or Vice-Chairman of the EC

/ Annex
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCEN!I

Opinion of the Ethics Committee on Clinical Trial

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

Zkousejici a zadavatel berou na védomi, Ze klinické hodnoceni nem(ze byt zahajeno dfive, nez bude vydano
souhlasné stanovisko etické komise (v pripadé multicentrickych klinickych hodnoceni, stanovisko etické komise pro
multicentricka klinicka hodnoceni, a pokud je v misté hodnoceni ustavena eticka komise, pak i souhlas této etické
komise) a povoleni/ohlaseni SUKL / 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 committee) and
approval/notification of SUKL.

1.

Zkousejici/zadavatel umozni 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.

Zadavatel/zkou$ejici poskytne etické komisi hlaseni o vyskytu zavaznych neocekavanych nezadoucich
ucinkl hodnocenych lécivych pfipravki nebo zdravotnickych prostfedkld, ke kterym doslo v prabéhu
daného klinického hodnoceni, v souladu s platnou legislativou a pokyny SUKL. / The sponsor/investigator
shall report to the ethics committee the incidence of serious unexpected adverse reactions that have
occurred during the given clinical trial on medicinal products or medical devices, pursuant to valid
regulations and SUKL guidelines.

Zadavatel poskytne etické komisi (jde-li o multicentrické klinické hodnoceni, pak je informace poskytnuta
etické komisi pro multicentricka klinicka hodnoceni) kazdych 12 mésicl v prib&hu provadéni klinického
hodnoceni ,Zpravu o pribéhu klinického hodnoceni* a ,Ro¢ni zpravu o bezpecnosti IéCivého pfipravku
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 zpUsobilosti) nebo
subjekty, u nichz nelze ziskat informovany souhlas vzhledem k aktualnimu zdravotnimu stavu, predklada
zadavatel etické komisi ,Zpravu o pribéhu klinického hodnoceni* kazdych 6 mésicll, 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 (where 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 gquidelines. 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

Zadavatel/zkousejici neprodlené poskytne etické komisi (jde-li o multicentrické klinické hodnoceni, pak je
informace poskytnuta etické komisi pro multicentricka klinickd hodnoceni) informaci
= 0 novych skuteCnostech, které se vyskytly v souvislosti s provadé&nim klinického hodnoceni a které
mohou ovlivnit bezpe¢nost subjektl hodnoceni;
* o jakychkoli zménach vyznamné ovliviiujicich vedeni klinického hodnoceni a/nebo zvysuijicich
riziko subjektd hodnoceni
* 0 novych poznatcich o léCivu &i zdravotnickém prostiedku; o pferugeni klinického hodnoceni:
o0 zastaveni vyvoje léCiva nebo zdravotnického prostredku; o pfijatych opatienich 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 or medical device, suspension of clinical trial, termination
of development of the medicinal product or medical device and on adopted measures, in
accordance with the valid regulations and Commission directive.

Zadavatel informuje etickou komisi pro multicentricka klinickd hodnoceni o zahajeni klinického hodnoceni
(nejpozdéji do 60 dnl od zahajeni), zkousejici informuje o zahajeni klinického hodnoceni etickou komisi,
ktera v daném misté bude vykonavat dohled.
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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.

6. Zadavatel oznami pfislusnym etickym komisim do 90 dn(, Ze bylo klinické hodnoceni ukon&eno. Pokud
doslo k ukonc&eni klinického hodnoceni pred¢asne, zadavatel a zkou$ejici do 15 dnli informuji pfislugnou
etickou komisi o prfed¢asném ukonéeni 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.

Rozdelovnik / Distribution list:

Zadatel / Applicant

2. ZkouSejici / Investigator

3. Statni ustav pro kontrolu Iéciv / State Institute for Drug Control
4. Lokalni eticka komise / Local Ethics Committee

-—
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