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Vazena pani/ Dear Madam

MUDr. Markéta Griinermelova
Neurologicka klinika 3. LF UK a FTN
Videriska 800

140 59 Praha 4

é.j./ Docket No. 17774/23; G-13-02-01 Praha/ Prague, 12.7.2023

Véc/ Subject: Schvileni dodatku ke grantu / Approval of Project Amendment

Eticka komise s multicentrickou piisobnosti pfi IKEM a FTN na svém zasedani dne 12. 7.
2023 projednala a schvalila nové pfedloZené dokumenty ke grantu/
The Ethics Committee with multi-center competence of the Institute for Clinical and

Experimental Medicine (IKEM) and the Thomayer University Hospital (FTN), discussed and
approved the newly submitted documents for the project at its meeting on 12Jul2023

Nazev studie/ Study name: ReMusS, Registr pacienti s roztrousenou sklerézou

Zadatel/ Applicant: MUDr. Markéta Griinermelova, Neurologicka klinika 3. LF UK a FTN,
Videriska 800, 140 59 Praha 4

Datum pfijeti dokumentace / Date of Submission of Documents: 14. 6. 2023

Predlozené a schvilené dokumenty/ Submitted documents:

e Popis projektu / Project description

e Informovany souhlas a Informace o nakladani s osobnimi udaji pacientli v Registru
ReMusS / Informed Consent and Information on the Handling of Patients’ Personal
Data in the ReMusS Registry

e Souhlas pfednosty pracovisté s vedenim Registru ReMuS / Consent of the Head of
Department to the management of the ReMuS Registry

e Zivotopis hlavniho zkousejictho / CV of the Principal Investigator

Lokalni schvaleni pro centrum/ Local approval for the site:
MUDr. Markéta Griinermelova, Neurologicka klinika 3. LF UK a FTN, Videriska 800, 140 59
Praha 4

Eticka ise nema ndmitek/ The Ethics Committee has no objections,

f@z (L7
Professor mir Stanék, MD, CSec.

ptedseda komise/ Chairman of the Committee

IKEM + FTN
Videfska 800
140 59 Praha 4 Kr&



'



Seznam ¢leni etické komise/ List of the Ethics Commitiee Members:

Jméno a pi{jmeni MuZ/ | Odbornost Zamé&stnanec/ | Funkce Ptitomen Hlasoval
First name and surname Zena | Specialism Employee of: | vEK Attendance | Voted
Male/ IKEM FIN |RoleinEC| Ano Ne |Ano Ne
Female _ _ Yes No |Yes No
Prof. MUDr. Vladimir M/M | kardiolog/ X L] predseda/ |[X] [ X [
Stangk, CSc. cardiologist president
Mgr. Petr Baum M/M | pravnik ] > tajemnik/ [ [ [ [
lawyer secretary
MUDr. Regina Amortovd |Z/F | internistka/ O O Slen/ X O [K [O
internist member
MUDr, Maria Balcarova | Z/F Psychiatr/ ] X &len/ O (X O
psychiatrist member
Doc. MUDr. Pavel M/M | hepatogastroent ] &len/ O X (O
Drastich, PhD. erolog/ member
hepatogastroen
_ terologist _ _
MUDr. Marie Gebauerova | Z/F kardiolog/ X U &len/ L] X L I
cardiologist member
Ing. Antonin Gro$pic, CS¢ |M/M | inZenyr/ ] ] Elen/ M O Xl [
engineer member
MUDr. Radomira Z/F diabetolog/ X U] &len/ U X O X
KoZnarova, CSc diabetologist member
MUDr. Pavel Kabitek, M/M | pediatr/ O X Elen/ X O (B O
CSe. pediatrician member
MUDr. Eugen Kubala M/M | onkolog/ ] X &len/ X O (B’ [
oncologist member
MUDr, Tom Philipp, M/M | revmatolog/ ] X &len/ O X U X
PhD., MBA rheumatologist member
MUDTr. Josef Sedivy, CSc. |M/M | klinicky O O &len/ O K [O
farmakolog/ member
clin.
pharmacologist

Etick4 komise prohlauje, %e byla ustavena a pracuje podle jednaciho ¥adu v souladu se spravnou Klinickou praxi (GCP)
a platnymi pravnimi ptedpisy/The Ethics Committee hereby declares that it was established and operates in accordance

XAno/Yes  [INe/No Komenta¥/Comments: -

‘/
(7]
DATUM/DATE: 12. 7. 2023 PODPIS/SIGN;?%
Prof. MUDF. {ladimir
predseda etické komise/
Chairman of the Ethics Commiltee
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PROHLASEN] ETICKE KOMISE 12.7.2023
Etick4 komise p¥i Institutu klinické a experimentdlni mediciny a Fakultni Thomayerové nemocnici v Praze
posuzuje projekty biomedicinského vyzkumu zahrnujiciho lidské Gcastniky v&etné projektii klinickych studii
jak z hlediska etického, tak medicinského.

Etick4 komise pfi IKEM a FTN pracuje podle Statutu a pfi posuzovani vSech projekti se obecnd fidi
Helsinskou deklaraci Svétové lékaiské asociace (WMA), mezindrodnimi etickymi smérnicemi pro
biomedicinsky vyzkum =zahrnujici lidské 0Castniky (pfipravené Radou pro mezinirodni organizace
1ékarskych véd — CIOMS, ve spolupraci se Svétovou zdravotnickou organizaci — WHO, vydané v Zenevs
1993).

Pi posuzovani klinickych studii se etickd komise fidi Nafizenim EP €. 536/2014 o klinickych hodnocenich
huménnich 1é&ivych pfipravki a o zruSeni smérnice 2001/20/E, zdkonem €. 378/2007 Sb. o 1éCivech a o
zménach a doplnéni n&kterych souvisejicich zakond v platném znéni, vyhlaskou &. 226/2008 Sb., kterou se
stanovuje spravna klinicka praxe a bliz§i podminky klinického hodnoceni 16¢iv, dale - Natizenim EP a
Rady (EU) 2017/745 ze dne 5. dubna 2017, o zdravotnickych prostfedcich, zm&€n& smérnice 2001/83/ES,
nafizeni (ES) &. 178/2002 a nafizeni (ES) &. 1223/2009 a o zru$eni smérnic Rady 90/385/EHS a 93/42/EHS a
zékonem &, 375/2022 Sb. o zdravotnickych prostfedcich a diagnostickych zdravotnickych prostfedcich in
vitro, a déle zakonem &, 110/2019 Sb., o zpracovani osobnich idajii a 0 zméné nékterych zakontl v platném
znéni, v&etné Obecného nafizeni o ochrané osobnich udaji (GDPR).

Statement of the Ethics Committee

The Ethics Committee of the Institute for Clinical and Experimental Medicine (IKEM) and the Thomayer
University Hospital (FTN) in Prague reviews biomedical research projects involving human subjects,
including clinical study projects, from both ethical and medical aspects.

The Ethics Committee of IKEM and FTN works according to the Statute, and when reviewing all projects, it
generally follows the Declaration of Helsinki of the World Medical Association (WMA), international
ethical guidelines for biomedical research involving human subjects (written by the Council for International
Organizations of Medical Sciences — CIOMS, in cooperation with the World Health Organization — WHO,
published in Geneva in 1993).

When reviewing the clinical studies, the Ethics Committee follows Regulation EP No. 536/2014 on clinical
trials on medical products for human use and repealing Directive 2001/20/E, Act No. 378/2007 Coll. on
pharmaceuticals and on the changes and amendments to some related acts, as amended, Decree No.
226/2008 Coll. which regulates Good Clinical Practice and detailed conditions of clinical trials of
pharmaceutical products,also follows Regulation EP and Council Regulation (EU) 2017/745 on medical
devices dated 5 April 2017, Directive 2001/83/EC modification, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009 and repeal of Council Directives 90/385/EEC and 93/42/EEC; also Act No.
375/2022 Coll. on medical devices and diagnostical medical devices in vitro, and Act No. 110/2019 Coll. on
personal data protection and on thcic(im_r%e to some acts, as amended including the General Data Protection

Regulation (GDPR). C
Prof, v/ Standk, M15; PR

P¥edseda komise/ Chairman of the Committee




