Fakultni nemocnice u sv. Anny v Brné, pracovisté: Eticka komise/ ¥ Ll
St. Anne’s Faculty Hospital, Department: Ethics Commitlee =
Pekarska 53, 602 00 Brno, Ceska republika
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STANOVISKO ETICKE KOMISE K ZADOSTI O SOUHLAS K DOPLNUJIM
INFORMACIM K OBSERVACNI STUDII
OPINION OF THE ETHICS COMMITTEE ON THE OBSERVATIONAL STUDY

Cislo jednaci ptivodniho hodnoceni a datum projednani/EC Reference Number of the Study and the Date of
Ethics Committee’s Session: 11J8/2016 - vyzkum, dne 13.01.2016

Cislo jednaci doplitku/Reference Number of the Amendment:11JS/2016
Datum a misto jednani EK/Date and Place of EC Session: FN u sv. Anny v Brné, dne 13.09.2023

Jméno a pracovidt® Zadatele/Name of Investigator and Designation of Research Project Site:

Fakultni nemocnice u sv. Anny v Brné, I. neurologickd klinika, Peka¥ska 53, 602 00 Brno, Ceska
republika/Czech Republic

Hlavni zkousejici/PI: MUDr. Michal Dufek, Ph.D.

Zadatel/Applicant: IMPULS, nadatni fond, se sidlem Katefinskdi 30, 120 00 Praha 2, Ceska
republika/Czech Republic, Kontaktni osoba: KateFina Hlisnikovska, E-mail:
k.hlisnikovska@multiplesclerosis.cz

Datum doruceni Zadosti o posouzeni vyzkumného projektu/Date of Submission of the Application Form:
29.08.2023

Nézev vyzkumného projektu/Title of Research Project:
Celostatni registr pacientii s roztroufenou skleré6zou ReMuS
Multiple Sclerosis Patient Register (ReMusS)

Seznam predloZené dokumentace/List of Submitted Documents:

Priivodni dopis, ze dne 29.05.2023

Cover letter, dd. 29 May 2023

Popis projektu, 24.1.2023

Protocol synopsis, dd. 24 January 2023

Informace o naklid4ni s osobnimi Gdaji pacienti v registru ReMu$, datovino 5.2.2023 - peposuzovino
Information on handling personal data of patients in the ReMusS register, dated February 5, 2023 — not judged
Souhlas se zpracovAnim osobnich udajii v registru ReMu$, datovéno 5.2.2023 - neposuzovino

Consent to the processing of personal data in the ReMusS register dated February 5, 2023 — not judged

Dokumentaci prostudoval a predlozil &len etické komise/The documentation reviewed and introduced member of
the EC: prof. MUDr. Vliadimir So8ka, CSc.

Eticki komise nemd némitek k pFedloZené dokumentaci za podminky dodrZeni platnych pFedpisi,
tykajicich se ochrany osobnich ddaji: GDPR, U00U, smérnice FNUSA & S/A/36999/001 — Ochrana
osobnich idaji a souhlasu povéFence FN USA./The EC has no objection to the submitted documents umfer thg
condition of compliance with applicable regulations regarding the protection of personal data: GDPR, Uoov,
FNUSA directive No. 5/4/36999/001 — The Protection Data Privacy and consent of the FN USA commissioner.

V Brné dne/In Brro, date 13.09.2023

ultni nemocnice
Eak v. An v Brne
o(icatska 664/53, 602 00 Brno
< Eﬂckﬁgkonnse

~

prof. MUDr. Vladimir So¥ka, CSc.
predseda Etické komise FN u sv. Anny v B¢/
Chairperson of the EC St. Anne’s University Hospital Brno
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Seznam lenil etické komise a jejich acast na jednani dne 13. zaFi 2023
List of members of the ethics commiltee and their attendance at the meeting held on 13th September 2023

prdvniho vztahu

(pozn: Zam&stnanec zizovatele EK/
SloZeni Etické komise FN u sv. Anny v Brn¢ odpovidéd poZadav
k FN u sv. Anny v Brn&: doc. MUDr. Ri
PharmDr. Stanislav Synek, Ph.D./The composition of the Ethics Com
meets the requirements of the ICH GCP. The following members of the
prof. MUDr. Richard Chaloupka, Ph. D., Lenka Vitoveovd and PharmDr.

Employee of EC appointing
kiim ICH GCP. Clen E

authority)
tické komise bez pracovné-
chard Chaloupka, CSc., pani Lenka Vitovcovd,
mittee of St Anne’s University Hospital in Brno

Jméno a p¥ijmeni | MuZ/ Zena Zamestnani/odbornost | Zaméstnanec Funkce v EK“ Pfitomen Ucasmil E\
First name and|Male/ Female Occupation/specialism ztizovatele EK” | Role in EC Attendance hlasovani
surname Ano/Yes Ne/No Ano/YesNe/No | Voted
Ano/Yes Ne/No
Vladimir So3ka Muz/Male Lékat/Physician X [ | Ptedseda/ X ERIn
Chairperson
Marek Balaz Mu#/Male Lékat/Physician Clen/member | D4 B} 414 1
Elidka Dastychova | Zena/Female Lékai/Physician Clen/member EHin ]
Zita Chovancovd | Zena/Female Lékat/Physician X [ | Clen/member X Egim O
Zdenzk Handl Muz/Male | Technik/Engineer Clen/member aln [
Ota Hlinomaz MuZ/Male Lékat/Physician | | Clen/member O O
Richard Chaloupka | Muz/Male ___| Lékat/Physician i, 04 | Clen/member FI O
Marek LZicaf Muz/Male Farmaceut/Pharmacist 1 | Clen/member O |
"Robert Prosecky Muz/Male Lékaf/Physician [ | Clen/member = I | ]
Mirosiav Soucek | Mu#z/Male Lékat/Physician O | Clen/member ] X [0 e
Stanislav Synek Muz/Male Farmaceut/Pharmacist B4 | Clen/member = s =8
Lenka Veverkova | Zena/Female | Lékak/Physician Clen/member | L] X (O ]
Lenka Vitovcova | Zena/Female Dichodkyn&/Pensioner | [ 1 X4 | Clen/member £l O

EC are not employed with the hospital: assoc.

ProhlsSeni etické komise/Ethics committee s statement

Multicentrické etickd komise Fakultni nemocnice u sv. Anny v Brn
zahrnujiciho lidské uastniky Fakultni nemocnice u sv. Anny v
etického tak i medicinského. Multicentricks etick4 komise FN u sv. Ann
postupil, jednactho Fidu a v souladu s predpisy ICH GCP. Pfi posuzoV:
svitové lékarské asociace (WMA), Mezindrodnimi etickjmi smérnicemi pro bi
(pfipravené Radou pro mezindrodni organizace lékaiskych véd - CIOMS ve s

. WHO, vydané v Zenevé 1993).

PFi posuzovani se Multicentrické etickd komise Fakultni nemocnice

. lidskych priv a diistojnosti lidské

biomedicin#, kteri je publikovina ve sbirce mezinirodnich smluv p
k Umluvé o lidskych prdvech a biomediciné o genetickém testovéni pro zdravotni ugely,
mezindrodnich smluv pod Eislem 41/2019 Sb. m. s., dale pa
vyhliSkou & 226/2008 Sb., o sprivné Klinické praxi a bliZSich podminkdch klinic
pozdéjsich predpisii, zdkonem t. 8972021 Sb., o zdravotnickych p

bytosti v souvislosti s aplikaci

¢ posuzuje v
& projekti Klinickyc
y v Brné pracuje podle svyc

Brng, vietn

u sv. Anny v Brné Fidi z
biologie a mediciny: U
od &islem 96/2001 Sb. m. s.,

rostiedcich a 0 zm

k zdkonem & 378/2007 Sh. o létivech, ve zn&

zméndch nékteryeh souvisejicich zékoni (zdkon o léCivech), ve znéni pozdéjSich pFedpisi,

diagnostickych zdravotnickych prostiedcich in vitro, ve

zpracovini osobnich idaji, ve znéni pozdéjSich predpisi.

Multicentric Ethics Committee of the University Hospital at St. Anny in Brn
Rules of Procedure and in accordance with ICH GCP regulations. All projects are gene
r Biomedical Research Invol
in collaboration with the World Health Org
of the University Hospital at St. Anny in Brno
of the Human Being with regard to the

Medical Association (WMA), the International Ethical Guidelines fo
Ry the Council for International Medical Organizations - CIOMS
puhlished in Geneva I 993). During the assessment, the Multicentric Ethics Committee
is governed in particular by the Convention for the Protection of Huma

znéni pozd¥jSich predpisi,

n Rights and Dignity

Stanislav Synek, Ph.D.

h Standardnich pr

kého hodnoceni 1é€ivych pripravki,
#né zdkona & 375/2022 Sh., 0 létivech a o
zikonem & 375/2022 Sb., 0
a déle zakonem & 110/2019 Sb., o

Sechny projekty biomedicinského vyzkumu
h hodnoceni jak z hlediska

acovnich

4ni viech projekti se obecnd Fidi Helsinskou deklaraci
iomedicinsky vyzkum zahrnujici lidske acastniky

poluprici se Svétovou zdravotnickou organizaci -

ejména Umluvou na ochranu
mluva o lidskych privech a
dale Dodatkovym protokolem
kterd je publikovéina ve sbirce
ni pozdéjiich predpisi,

ve znéni

o works according to her Standard Working Procedures,
rally guided by the Declaration of the World
ving Human Participanis (prepared
anization - WHO,

Application of Biology and Medicine: Convention on Human Rights and Biomedicine, which is published in the Collection of

* International Treaties under No. 96/2001 Coll. m. s., an

Biomedicine on genetic testing for health purposes, which is

d the Additional Protocol to

the

Convention on Human Righis and

published in the Collection of International Trealies under No. 41/2019

* Coll. m. 5., then Act No. 3 78/2007 Coll. on Medicinal Products, as amended, Decree No

. 226/2008 Co

1., on Good Clinical Practice

and Detailed Conditions for Clinical Trials of Medicinal Products, as amended, Act No. 89/2021 Coll., on Medical Devices and on

the Amendment of Act No. 375/2022 Coll., On Medicinal Products and on Amen.
Products), as amended, Act No. 375/2022 Coll., On In Vitro Diagn

On the processing of personal data, as amended.
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ostic Medical Devices, as ame

dments to Certain Relate
nded, and Act No. 11

d Acts (Act on Medicinal
0/2019 Coll.,



