Fakultni nemocnice u sv. Anny v Brné

Pracovisté: Eticka komise

Pekafska 53, 656 91 S8ma. Cesks repudlia

Tel: +420 543 184125 Fax +420 343 182 998, www.fnusa.cz

STANOVISKO ETICKE KOMISE K ZADOSTI O SOUHLAS S PROVADENIM
POZOROVACI STUDIE (SBER DAT)

sl sedinacs Reference number @ 11J8/ 2016
Dwtwm = misto jednani: Date and place of EC session FN u sv. Anny v Brné, dne 13.01.2016

W s0 hodnoceni/ Jméno zkousejiciho /Trial Site / Name of Investigator : FN u sv Anny v Brng,
K. Pekaiska 53, 656 91 Brno , MUDr. Michal Dufek, spolufesitelé: MUDr. Jan Tom¢ik ,
Jitka Cont.

Zadavatel (Nazev a adresa) / Sponsor (Name and Adress): IMPULS, nada¢ni fond, se sidlem Praha
2, Katefinska 30, PSC 128 08, 1C: 261 69 428
Zadatel/ Applicant: MUDr. Michal Dufek, Ph.D., LNK

Nazev KH/Full Title of Clinical Trial REMUS, registr pacientii s roztrouSenou sklerézou

Datum dorudeni zadosti/Date of submission of the Application Form : 27.10.2015
Seznam hodnocenych dokumentl/List of all submitted documents:

Zadost o projednani EK

Informace pro pacienty

Navrh smlouvy mezi zadavatelem, FNUSA a hlavnim zkousejicim

Nahlageni na Odd. klinickych studii

Popis projektu

Zivotopis hlavniho zkousejiciho a ¢lenii studijniho tymu

Souhlas ptednosty kliniky

Eticka komise vydava souhlasné stanovisko s provadénim vySe uvedené pozorovaci studie v
misté FN u sv. Anny v Brné s podminkou, Ze sbér dat bude v souladu s platnou legislativou
Ceské republiky, pFedeviim pak zikonu o ochrané osobnich dadaju ¢. 101/2000 Sb.
(Rozhodnuto hlasovanim).

Dokumentaci prostudoval a predlozil ¢len EK: MUDr. Tomas Talach, Mgr. Jana Fogasova

Z ptitomnych &lent: etické komise se hlasovani neza¢astnil: - MUDr. Jan Tomdik

Resitel je povinen zaslat etické komisi: 1. Vechny dodatky protokolu pfed jejich provedenim 2.
Od data zahéjeni studie nejméné 1x roéné zpravu o priibéhu klinické studie. 3. Zpravu o ukonteni
klinické studie.

V Brné dne:13.01.2016

Prof. MUDr. Vladimir SoSka, CSc.
predseda Etické komise FN u sv. Anny v Brné&
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Fakultni nemocnice u sv. Anny v Brné, pracovisté: Eticka komise/

NE

1ero
DCNICE

Department: Ethics Committee NE
Pekafska 53, 656 91 Bmo, Ceska republika u SV ANN y
V BHRNE

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

Seznam ¢lenu etické komise a jejich icast na jednani dne 13. 1. 2016/
List of members of the ethics committee and their attendance at the meeting held on 13 January 2016

Jméno a pfijmeni Mu2/ Zena Zaméstnani/odbornost | Zaméstnanec | Funkce v EK | Pfitomen Ucastnil se
First name and|Male/ Female | Occupation/specialism | zfizovatele EK | Role in EC Attendance hlasovani
sumame Ano/Yes Ne/No Ano/YesNe/No | Voted

Ano/Yes Ne/No
Viadimir Sogka Muz/Male Lékai/Physician X [0 |Predseda/ X O O

Chairperson

Eliska Dastychova | Zena/Female |Lékai/Physician O |Clenimember |[X X ]
Jana Fogasova ZenalFemale | PravnikiJurist X 0 | Clenimember |[] im O
Zdenék Hand| Muz/Male Technik/Engineer O | Clenimember |[] X1 ]
Ota Hlinomaz Muz/Male Lékat/Physician X 00 | Clenimember |[] E—-ﬁ ﬁ_
Richard Chaloupka | Muz/Male LékaF/Physician O Clen/member | X O ml
Véra Kosova ZenalFemale | Lékai/Physician X O | Clen/member O ml
Hana Kvasnitkova | Zena/Female | Lékai/Physician ] X | Clen/member |[] X0 O
T. Messerschmidt | Mu2/Male Referent/Officer X 0 | Clen/member |[X] O ]l
Miroslav Souéek Muz/Male Lékai/Physician X 0 [ Cienimember | [ O ]
Lubomir Spurny Muz/Male Farmaceut/Pharmacist | (] X | Clen/member | [ X1 O
Stanislav Synek Muz/Male Farmaceut/Pharmacist | [ [0 | Clen/imember X1 Il
Tomas Talach Muz/Male Lékar/Physician K [0 | Clenimember |[X I ]
Jan Toméik Muz/Male Lékat/Physician = [0 | Clen/member |[X] 10 K
Lenka Veverkova | Zena/Female |Lékai/Physician X 0 [ Clen/member |[] X1 7]

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

Slozeni Etické komise FN u sv. Anny v Brné odpovida pozadavkiim ICH GCP. Clen Etické komise bez pracovn&-pravniho
vztahu k FN u sv. Anny v Bmé: Doc. MUDr, R. Chaloupka, CSc., MUDr. H.Kvasnitkova, 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, H. Kvasnickovd, MD; and PharmDr L. Spurny.

Prohlagenti etické komise/Ethics committee s statement
Multicentricka etickd komise Fakultni nemocnice u sv. Anny v Bmé posuzuje viechny projekty biomedicinského vyzkumu
zahrnujiciho lidské Gcastniky Fakultni nemocnice u sv. Anny v Brn&, veetn¢ projektii klinickych hodnocent jak z hlediska etického
tak i medicinskeho.
Multicentrick4 etickd komise FN u sv. Anny v Brn& pracuje podle svych Standardnich pracovnich postupi, jednaciho fadu a
v souladu s predpisy ICH GCP. Pfi posuzovéni viech projektii se obecng Fidi Helsinskou deklaraci svétové lékafské asociace
(WMA), Mezinarodnimi etickymi sméricemi pro biomedicinsky vyzkum zahrnujici lidské ucastniky (pfipravené Radou pro
mezinarodni organizace lékafskych véd - CIOMS ve spolupraci se Svétovou zdravotnickou organizaci - WHO, vydané v Zenevé
1993).
PFi posuzovani se Multicentricka eticka komise FN u sv. Anny v Brn& Fidi zejména Umluvou na ochranu lidskych préav 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., déle pak zdkonem &. 378/2007 Sb. o Ié¢ivech, ve znéni pozd€jsich predpisi,
vyhlaskou &. 226/2008 Sb., o spravné klinické praxi a bli28ich podminkéch klinického hodnoceni lé€ivych pripravkd, ve znéni
pozdgjSich predpisti, zakonem ¢&. 123/2000 Sb., o zdravotnickych prostfedcich, ve znéni pozdgjsich predpist a ddle zikonem ¢.
101/2000 Sb., o ochrané osobnich dajl, ve znéni pozd&jsich predpisi.
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. lis 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,
Its 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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