+ ETICKA KOMISE VSEOBECNE FAKULTNi NEMOCNICE V PRAZE

Na Bojisti 1, 128 08 Praha 2 | eticka.komise@vfn.cz | tel. 224964131
VFN PRAHA

STANOVISKO ETICKE KOMISE K DOKUMENTUM REGISTRU PACIENTU

Cislo jednaci/Reference number: 184/23 IS, D, Dp (k zakladni studii: 1701/12 S - registr)
Identifikaéni ¢islo/number: N/A

Cislo protokolu/Protocol Code Number: N/A

Zadavatel/Sponzor: IMPULS, nadac¢ni fond, Katefinska 30, 120 00 Praha 2

Zadatel/Applicant: IMPULS, nadaéni fond, Katefinské 30, 120 00 Praha 2

Nazev KH/Full Title of Clinical Trial: ReMusS, registr pacientd s roztrouSenou sklerdézou

Datum doruéeni zadosti / Date of submission of the Application Form: 6.2.2023

Datum jednani EK + ¢as/Date and time of Ethics Committee’s session: 16.2.2023 (15:30 — 18:45 hod.)

Vyjadreni EK/ Ethics Committe’s opinion:

EK vydava / EC issues X Souhlasné stanovisko/Favourable opinion
[ ] Nesouhlasné stanovisko/Unfavourable opinion

EK VFN vydava souhlasné stanovisko k piedlozenym dokumentim neintervenéniho sledovani pacientt
s roztrousenou skler6zou na Neurologické klinice VFN a 1. LF UK

Datum / Date: 16.2.2023

Podpis predsedy EK nebo zastupce
Signature of Chairperson or Vice-Chairperson
PharmDr. Zbynék Sklenat, Ph.D., MBA

Digitalné podepsal
PharmDr. PharmDr. Zbynék

Zbynék Sklenat, Ph.D.

+ Datum: 2023.03.08
Sklenar' Ph.D. 12:35:46 +01'00'



ETICKA KOMISE VSEOBECNE FAKULTNi NEMOCNICE V PRAZE

Na Bojisti 1, 128 08 Praha 2 | eticka.komise@vfn.cz | tel. 224964131
VFN PRAHA

Zdavodnéni stanoviska EK/ Reasons for EC opinion: viz vyse

U multicentrického KH adresa multicentrické EK, ke které bylo KH ptedloZzeno / For multi-centric CT give address of the Multi-
Centric EC to which the application was: MEK N/A

Uhrada nakladt spojenych s posouzenim Zadosti a vydanim stanoviska /Reimbursement of costs related to assessment and issue
of the EC opinion: ] Ano/Yes X] Ne, zdivodnéni/No, reasons: sproiténi od platby (nadace)

Seznam mist hodnoceni s ozna¢enim 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:

Misto hodnoceni/ Jméno zkousSejiciho Mistni  EK | Adresa mistni EK
Trial Site / Name of Investigator Local EC Address

doc. MUDr. Dana Hordkova, Ph.D, Centrum pro demyelinizacni X EK VFN, Na Bojisti 1,
onemocnéni (RS centrum), Neurologieckd klinika VFN a 1. LF UK 128 08 Praha 2

V Praze, Karlovo namésti 32, 120 00 Praha 2

Seznam hodnocenych dokumentt/List of all submitted documents:

Nazev dokumentu, verze, datum Schvéleno/ | Na védomi /
Document title, version, date Approved | Taken into
account
ANO |NE [ANO |NE
Yes No |Yes |No
Priivodni dopis ze dne 6.2.2023 1 00X
Dotaznik k predkladanym dokumentiim — vicetu¢elovy formula# EK VFN ze dne 6.2.2023 | [ ] O Xx [0
Popis projektu, prubéh X [ [[] [ ]
Informace o nakladani s osobnimi udaji pacient v registru ReMuS, bez data X HEIN [ ]
Souhlas se zpracovanim osobnich udaji v registru ReMusS, bez data X HEIN [ ]
Cestné prohlégeni o provedeni vyzkumného projektu ve VFN ze dne 6.2.2023 [ ] (1 [X [ ]
Souhlas prednosty kliniky ze dne 6.2.2023 (1 LT[ [
Zivotopis hlavni zousejici doc. MUDr. Dany Horékové, Ph.D, bez data L] X [ ]
Zadost o zpro§téni platby ze dne 6.2.2023 L] O[O




ETICKA KOMISE VSEOBECNE FAKULTNi NEMOCNICE V PRAZE
Na Bojisti 1, 128 08 Praha 2 | eticka.komise@vfn.cz | tel. 224964131

VFN PRAHA

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

Muz/ Odbornost Zaméstnanec | Funkce v EK | Pfitomen Hlasoval | |
Zena Specialist zfizovatele Role in EC Attendance | Voted
Male/ EK” Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
PharmDr. Zbynék Sklena¥, | M/M Pharmacist X ] Predseda/ X O |IXK U
Ph.D., MBA Pharmacologist Chairperson
MUDr. Magda Si¥kova, Z/F Haematologist | X ] Mistopied- X [0 |X [
CSc. seda/Vice-
chairperson
Jana Farkadova Z/F Lab.Technician | [X] [ [ClenMember |XI [ |[X [
Doc. MUDr. Pavel Freitag, | M/M Gynaecologist X ] Clen/Member | X [ X [
CSc.
Ing. Antonin Grospic, CSc. | M/M Engineer ] X Clen/Member | [] [X 1 X
Prof. MUDr. Eva Kubala Z/F Neurologist X ] Clen/Member | X [ |1 X
Havrdova, CSc.
MUDr. Hana Honova Z/F Oncologist X (] Clen/Member | X [1 | X [
MUDr. Jiii Humhal M/M Cardiologist X (1 | Clen/Member | XI [1 |X [
MUDr. Anna Jedli¢kova Z/F Microbiologist | [] X | ClenMember | [1 X |[ KX
MUDr. Ladislav Korabek, | M/M Dental surgeon | X ] Clen/Member | X [ |X [
CSc., MBA
Magr. Michael Pauly M/M Lawyer X (] Clen/Member | XI [ |X [
Prof. MUDr. Jan Roth, M/M Neurologist X ] Clen/Member | [] X | X
CSc.
Mgr. Libuse Roytova Z/F Member of ] X Clen/Member | X' [ | X [
Mgr. ThLic. of Theologie clergy
Doc. PharmDr. Martin M/M Clinical X ] Clen/Member | X [ |X [
Sima, Ph.D. Pharmacist
JUDr. Sarka Specidanova Z/F Lawyer [ ] X Clen/Member | X] [ ] X []
MUDr. Marcela Z/F Privat ] X Clen/Member | X [] X []
Trojankova Nefrologist
MUDr. Jiti Valenta M/M Anesthesiologist | X ] Clen/Member | X' [ | X [
-Intensive Med.
Prof. MUDr. Ji¥i Zeman, M/M Paediatrist — X (] | ClenMember | X [ |X O
DrSc. AdolescentMed

pozn: “Zaméstnanec ziizovatele EK/ Employee of EC appointing authority)

Eticka komise prohlaSuje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi pfedpisy.
Posledni sloupec udava, zda ¢lenové EK byli ptitomni hlasovani, ale nikoli jak hlasovali ve véci. /The Ethics Committee hereby
declares that it was established and operates in accordance with its Rules of Procedure in compliance with GCP and valid legal
regulations. EC members personally presented the voting procedure (and NOT their individual voting result to or against the
cause) are indicated in the last column:

X]Ano/Yes [ _Ne/No Komentat/Comments:
Datum/Date: 16.2.2023 Podpis piedsedy EK nebo zastupce
Signature of Chairperson or Vice-Chairperson
Eticka komise PharmDr. Zbyn¢k Sklenat, Ph.D., v.r.
Vseobecné fakultni nemocnice
v Praze

Na Bojisti 1, 128 08 Praha 2
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