Fakultni nemocnice u sv. Anny v Brné
Pracovisté: Eticka komise
Pekafska 53, 656 91 Brno, Ceska republika

Tel.: +420 543 184195, Fax: +420 543 182999, www.fnusa.cz

STANOVISKO ETICKE KOMISE K ZADOSTI O SOUHLAS S PROVADENIM VYZKUMNEHO PROJEKTU
OPINION OF THE ETHICS COMMITTEE ON THE RESEARCH PROJECT

Cislo jednaci/Reference Number: 12V/2017
Datum a misto jednani/Date and Place of EC Session: FN u sv. Anny v Bmné, dne 07.03.2017

Jméno a pracovidté zadatele/Name of Investigator and Designation of Research Praject Site:

FN u sv. Anny v Brng, I1. chirurgicka klinika, Pekafska 53, 656 91 Brno, Ceska republika/Czech Republic

Ustav mechaniky téles, mechatroniky a biomechaniky (UMTMB) FSI VUT v Brng, Technicka 2896/2, 616 69 Bmo, Ceska
republika/Czech Republic

CEITEC VUT v Brang&, Purkyiova 123, 612 00 Brno, Ceska republika/Czech Republic

Hlavni zkoudejici/PI: prof. MUDr. Robert Staffa, Ph.D.
Spoluzkousejici/SI: MUDr. Robert Vlachovsky, Ph.D., MUDr. Tomas Novotny, Ph.D., MUDr. Lubo3 Kubitek, prof. Ing. Jiti Burda, Ph.D.,
Ing. Stanislav Polzer, Ph.D., Ing. Kamil Novak, Ing. Vojtéch Man, prof. Ing. Jozef Kaiser, Ph.D., Ing. Toma$ Zikmund, Ph.D.

Datum dorudeni zadosti o posouzeni vyzkumného projekw/Date of Submission of the Application Form: 22.02.2017

Nazev vyzkumného projektw/Title of Research Project:
Posuzovini vulnerability (stability) ateromového plitu v arteria carotis pomoci vypottového modelovini

Seznam predloZené dokumentace/List of Submitted Documents:

Zadost o stanovisko EK FNUSA k plinovanému vyzkumnému projektu

Potvrzeni z ICRC

Protokol projektu klinického hodnoceni, Verze 1.0 Platnost protokolu od 01.03.2017

Informovany souhlas verze 1.1/2010, platni od 01.03.2017

CV hlavniho zkouSejiciho: prof. MUDr. Robert Staffa, Ph.D.

CYV spoluzkou3ejicich: MUDr. Robert Viachovsky, Ph.D., MUDr. Tomd3 Novotny, Ph.D., MUDr. Lubo3 Kubi&ek, prof. Ing. JiFi
Bur3a, Ph.D., Ing. Stanislav Polzer, Ph.D., Ing. Kamil Novik, Ing. Vojtéch Man, prof. Ing. Jozef Kaiser, Ph.D., Ing. Toma3 Zikmund,
Ph.D.

Etickd komise vydava souhlasné stanovisko s provadénim vyzkumného projektu v miste FN u sv. Anny v Brné (rozhodnuto
hlasovanim)./The Ethics Committee issued a favorable opinion on the research project in the St. Anne’s Faculty hospital (adjudicate by
voting).

Pozndmka: Toto stanovisko Etické komise nenahrazuje souhlas Fakultni nemocnice u sv. Anny v Brné s provadénim vyzkumného projektu,
bez kterého nelze provadéni zahajit.

Note: This Ethics Committee opinion does not substitute the St. Anne’s Faculty hospital approval with research project. This research
project can not be started without St. Anne’s Faculty hospital approval.

Dokumentaci prostudoval a piedlozil ¢len etické komise/The documentation reviewed and introduced member of the EC:
Ing. Zdentk Handl

Z pritomnych &lent etické komise se hlasovani neicastnil/l EC members who did not vote: prof. MUDr. Miroslav Soutek, CSc.

Reitel je povinen zaslat etické komisi: 1. Oznameni o zahdjeni vyzkumné¢ho projektu. 2. Viechny dodatky protokolu pfed jejich
provedenim s vyjimkou dodatkqd, uréenych k eliminaci bezprostiednich rizik pro subjekty hodnoceni a dodatkid administrativniho charakteru,
Tyto viak musi byt nasledng ohladeny etické komisi. 3. Zjisténé skutednosti, které zvy3uji riziko subjektdi hodnoceni nebo vyrazng ovliviiuji
pribéh vyzkumného projektu, viechny zavazné neodekavané prihody a nové informace, které mohou negativng ovlivnit bezpetnost subjekti
hodnoceni nebo pribeh klinického hodnoceni. 4. Od data zahdjeni vyzkumného projektu nejméné 1x roéné zpravu o jeho pribéhu. 5. Zpravu

o ukonéeni vyzkumného projektu.

Investigator is obliged to submit to the EC: 1. Information about research project commencement. 2. Any information with significant
impact on the conduct of clinical trial and/or resulting in an increased risk for trial subjects; all serious unexpecited adverse reactions and
new facts that occurred in relation to the conduct of praject and that may increase the safety of trial subjects. 4. Annual report every 12
months during conduct of the research project. 5. Finally report of the research project termination.
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Fakultni nemocnice u sv. Anny v Brné, pracovisté: Eticka komise/ FAKULTN
Department: Ethics Committee NEMOCNICE
Pekarska 53, 656 91 Brno, Ceska republika U SV. ANNY

Tel.: +420 543 184195, Fax: +420 543 182 999, www.fnusa.cz

V BRNE

Seznam ¢lent etické komise a jejich uc¢ast na jednani dne 7. 3. 2017/

List of members of the ethics committee and their attendance at the meeting held on 7 March 2017

Jméno a piijmeni Muz/ Zena Zaméstnani/odbornost | Zaméstnanec = | Funkce v EK | Pritomen Ugastnil se
First name and|Male/ Female | Occupation/specialism | ziizovatele EK | Role in EC Attendance hlasovani
sumame Ano/Yes Ne/No Ano/YesNe/No | Voted

Ano/Yes Ne/No
Vladimir Soka Muz/Male Lékai/Physician X O |Predseda/ X X O]

Chairperson

Elika Dastychova | ZenalFemale | Lékaf/Physician ] O | Clen/imember |[X] O OJ
Jana Fogasova ZenalFemale | Pravnik/Jurist [ O |Clenfmember |[ ] X | ] O
Zdenék Handl Muz/Male Technik/Engineer [ O | Clen/member | [X] L] ]
Ota Hlinomaz Muz/Male Lékaf/Physician X O |Clen/member |[ | X | ]
Richard Chaloupka | MuZ/Male Lékar/Physician O X | Clen/member 01X OJ
Véra Kosova ZenalFemale | Lékar/Physician X O |Clen/member X ]
Lenka Vitovcova Zenal/Female | Dlchodkyné/Pensioner | [] X | Clentrmember |[X] [ ] [ ]
T. Messerschmidt | Muz/Male Referent/Officer X O |Clenimember |[X] 11X J
Miroslav Soucek Muz/Male Lékai/Physician P O [Clen/member |[[X] g =4
Lubomir Spurny Muz/Male Farmaceut/Pharmacist | [] X | Clen/member |[] X | L] mj
Stanislav Synek Muz/Male Farmaceut/Pharmacist | [X O [Clenimember |[] X< | ] [ ]
Tomas Talach Muz/Male Lékaf/Physician [ O | Clenimember B [ ]
Jan Tomé&ik Muz/Male Lékai/Physician | O |Clentmember |[] X< | [] [
Lenka Veverkova | Zena/Female | Lékai/Physician X O |Clenimember |[] X ([ [

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

Slozeni Etické komise FN u sv. Anny v Brn& odpovida pozadavkiim ICH GCP. Clen Etické komise bez pracovné-pravniho
vztahu k FN u sv. Anny v Brné&: doc. MUDr. R. Chaloupka, CSc., Lenka Vitovcova, PharmDr. L. Spurny/The composition of the
Ethics Committee of St Anne’s University Hospital in Brno meets the requirements of the ICH GCP. The following members of
the EC are not employed with the hospital: R. Chaloupka, MD, PhD, Lenka Vitovcova and PharmDr L. Spurny.

Prohlaseni etické komise/Ethics committee’s statement :
Multicentricka etickd komise Fakultni nemocnice u sv. Anny v Brné& posuzuje viechny projekty biomedicinského vyzkumu
zahrnujiciho lidské acastniky Fakultni nemocnice u sv. Anny v Brng, veetn& projekti klinickych hodnoceni jak z hlediska etick¢ho
tak i medicinského.
Multicentrick4 etickd komise FN u sv. Anny v Brn& pracuje podle svych Standardnich pracovnich postupt, jednaciho fadu a
v souladu s predpisy ICH GCP. PFi posuzovani viech projekt se obecné fidi Helsinskou deklaraci sv&tové lékarské asociace
(WMA), Mezindrodnimi etickymi smémicemi pro biomedicinsky vyzkum zahrnujici lidské ucastniky (pripravené Radou pro
mezindrodni organizace lékaiskych véd - CIOMS ve spolupréci se Svétovou zdravotnickou organizaci - WHO, vydané v Zenevé’
1993).
P¥i posuzovani se Multicentricka etickd komise FN u sv. Anny v Brng fidi zejména Umluvou na ochranu lidskych prav a distojnosti
lidské bytosti v souvislosti s aplikaci biologie a mediciny: Umluva o lidskych pravech a biomedicing, ktera je publikovana ve sbirce
mezinarodnich smluv pod &islem 96/2001 Sb. m. s., dale pak zakonem ¢. 378/2007 Sb. o Ié€ivech, ve znéni pozdé&jsich predpist,
vyhlaskou & 226/2008 Sb., o spravné klinické praxi a bliz3ich podminkéch klinického hodnoceni lécivych pripravki, ve znéni
pozdgjsich predpisti, zakonem & 123/2000 Sb., o zdravotnickych prostiedcich, ve znéni pozdgjsich predpist a ddle zikonem ¢.
101/2000 Sb., o ochran& osobnich udaji, ve zn&ni pozdéjsich piedpisii.
The Multicentre Ethics Committee of Fakultni nemocnice u sv. Anny v Brné (St Anne University Hospital, Brno) reviews all
biomedical research projects involving human subjects conducted at the University Hospital, including clinical trial projects
both in terms of ethics and medicine. The Multicentre Ethics Committee of Fakultni nemocnice u sv. Anny v Brné (St Anne
University Hospital, Brno) works in compliance with its own rules of procedure and the ICH GCP. Its assessments of projects
are generally based on the World Medical Association Declaration of Helsinki (WMA) and the International Ethical Guidelines
for Biomedical Research Involving Human Subjects prepared by the Council for International Organizations of Medical
Services (CIOMS) in cooperation with the World Health Organization (WHO) and issued in Geneva in 1993. lis reviews are
based mainly on the Convention for the Protection of Human Rights and Dignity of the Human Being with regard to the
Application of Biology and Medicine: Convention on Human Rights and Biomedicine (Convention for the Protection of Human
Rights), published in the Collection of International Treaties under 96/2001 Coll., as well as on the Medicinal Products Act No.
378/2007 Coll., as amended, the Decree No. 226/2008 Coll. providing for the Good Clinical Practice and more detailed
conditions for clinical trials with medicinal products, as amended, the Act No. 123/2000 Coll. providing for medical devices, as
amended, and the Act No. 101/2000 Coll. providing for personal data protection, as amended.
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