Etickd komise, Fakultni nemocnice Hradec Kralové, Sokolska 581, 500 05 Hradec Kralové
Ethics Committee, University Hospital Hradec Kralove, Sokolska 581, 500 05 Hradec Krdlové

STANOQVISKO ETICKE KOMISE/Opinion of the Ethics Committee

Cislo jednaci/Reference number: 202307 126P

Zadavatel/Sponsor: IMPULS, nadacni fond, Praha 2

Zadatel/Applicant: Ing. Jifi Drahota, IMPULS, nadacni fond, Katefinska 30, 128 08 Praha 2
Nézev studie/Full Title of study: Registr pacientl s roztrousenou sklerézou v Ceské republice (ReMusS)
Datum doruceni zadosti/Date of submission of the Application Form: 07Jun2023

Datum jednani EK + ¢as/Date and time of Ethics Committee’s session: 13Jul2023 (14.00-16.00)

Seznam hodnocenych dokumenti/List of all submitted documents:
» Popis projektu 29.5.2023
Zadost o zproiténi od poplatku
Souhlas se zpracovanim osobnich v registru ReMus
Celostatni registr pacientt s roztrousenou sklerézou ReMUS

YV VY

Seznam mist hodnoceni s oznacenim mist, ke kterym se EK vyjadfila jako mistni EK a kde vykonava dohled/List of clinical trial
sites in the Czech Republic where EC has given its opinion and will perform supervision:
» Doc. MUDr. Zbysek Pavelek, Ph.D., Neurologicka klinika, Fakultni nemocnice Hradec Kralové

Vyjadfeni EK/ Ethics Committe’s opinion:

EK vydava / EC issues BX souhlasné stanovisko/Favourable opinion
] podminéné stanovisko/ Conditionally approved (see attached letter)
D Nesouhlasné stanovisko/Unfavourable opinion

University Hoapital Hradec Krélové
Ethics Committee

Sokolska 581
500 05 Hradec Kralové

zeah Republic

Datum/Date:14Jul2023 MUDr. Jifi Vortel, pfedseda EK
Signature of Chairperson of the EC

vyfizuje: Ing. Petra Dolezalovd, tel.: 49 583 3795; E-mail: etikom@fnhk.cz



Seznam ¢lend etické komise/List of the Ethics Committee Members:

Iméno a pfijmeni Muz/ Odbornost Zaméstnanec Funkce Pfitomen Hlasoval
First name and surname Zena Specialization zfizovatele EK* v EK Attendance Voted
Male/ Ano  Ne Rolein EC |Ano Ne Ano Ne
Female Yes No Yes No Yes No
Josef Bis, M.D., Ph.D. M Physician, The 1st Dept. of Internal | [ O | member O X O X
Medicine, University Hospital
Hradec Kralove
Petra Dolezalova, Ing. F Economist, University Hospital O | member X O X O
Hradec Kralove
Jan Harrer, Prof, M.D, Ph.D. ™M Cardiac surgeon University X< [:] member E [:| E |
Hospital Hradec Kralove
Eduard Havel, M.D., Ph.D. M Physician of the Surgery Dept., K] [ | member X O XK O
University Hospital Hradec Kralove
Josef Herink, Assoc.Prof., M.D., | M Physician , Dept. of Toxicology D E member E D X |:|
PhD.
Marta Hordkovd, Ing. F Economist member O X [
Jaromir Hrubecky, M.D. M Physicion Retired [0 [ [member K O |
petr Hulek, Prof., M.D., Ph.D. M Physician , The 2nd Dept. of @ ﬁ member O
Internal Medicine, University
Hospital Hradec Kralove
Stépan Klasek M Diocesan bishop of Litomysl % X | member % E |
Kopecky Jindfich M.D., PhD. M Physician, Department of Onclogy O |member OJ
and Radiotherapy, University
Hospital Hradec Kralove
Hubert Vanicek, M.D., Ph.D. 0 Physician, Department of Pediatric B [ |member K OIK O
Medicine, University Hospita
Hradec Kralove |
Petra Rozsivalovd, PhambDr. F Pharmacy, University Hospital B [ |member X OO
Hradec Kralove
Rosvita Sevéikovd, M.A. F Lawyer O member X OX L]
lvana DvoFatkovd, M.A. F Vice-Head Nurse, University [0 | member 0 X IO K
Hospital Hradec Kralove
Jii Vortel, M.D. M Cardiologist — private physician K [] |chairman [ X [
Jifina Zatloukalova, M.A. F Lawyer [0 [ |member = ]
)

(pozn: *Zaméstnanec ZFizovatele EK/ Employee of EC appointing authority

Etické komise prohladuje, Ze byla ustavena a pracuje po
platnymi pravnimi predpisy/The Ethics Committee hereb;
its Rules of Procedure in compliance with Good Clinical Practice and

Xano/yes

Datum/Date: 131UL2023

[CINe/No

%

¥
MUDr. Jifi Vortel, pfedseda EK
Signature of Chairperson of the EC

dle jednaciho fadu v souladu se spravnou klinickou praxi (GCP) a

y declares that it was established and operates in accordance with
valid legal regulations:
KOMENtar/CoOmMENTS: NO....wecusunrarsimsassisssnss



