Lokalni Etick4 komise, Fakultni nemocnice Plzen, Edvarda Benese 13, 301 00 Plzesi
Letterhead of the Ethics Committee (hereafter EC) including address

STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCEN] LECIV

Opinion of the Ethics Committee on Clinical Trial on Human Medicinal Products

[] Multicentrické KH, je pozadovéno stanovisko multicentrické EK pro viechna centra/Multi-centric
clinical trial, opinion issued by Ethics Committee for Multi-Centric Clinical Trials is required

[X] Multicentrické KH, je poZadovano stanovisko EK pro mistni centrum (centra)/ Multi-centric clinical
trial, opinion issued by local Ethics Committee(s) is required

[] KH provadéné v jednom centru, poZadovéano stanovisko EK pro mistni centrum (centra)/ Clinical
trial conducted in a single site, opinion of a local EC is required

Cislo jednaci/Reference number: 314/23

Identifikaéni Cislo KH/EudraCT number: registr ReMuS
Zadavatel/Sponsor, Zadatel/Applicant: Nada¢ni fond IMPULS, KateFinska 30, 128 08 Praha 2, Ing.
Jifi Drahota, email: remus@multiplesclerosis.cz

Nazev KH/Full Title of Clinical Trial: Iongitudindlni neintervencni sledovdni pacientii s roztrousenou
sklerézou (RS) a dalsimi neuroimunologickymi onemocnénimi (NIO)

Datum doruceni zadosti/Date of submission of the Application Form: 24.7.2023
Datum jednani EK + &as/Date and time of Ethics Committee’s session: 3.8.2023 v 7.30 hod

Uhrada nakladf spojenych s posouzenim Zadosti a vydénim stanoviska /Reimbursement of costs related
to assessment and issue of the EC opinion:
[] Ano/Yes I Ne, zdtvodnéni/ No, reasons:..............

Vyjadieni EK/ Ethics Committe s opinion:

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

Lhtta pro podani pisemné zpravy o pribéhu KH od jeho zahajeni/ Time schedule for submission of the
written Annual Report from the CT commencement.

(] 1x ro&n&/Once a year [] Jina lhiita/ Other ................
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Seznam mist hodnoceni s oznatenim mist, ke kterym se EK vyjadfila jako mistni EK a kde vykonéva
dohled/List of clinical trial sites in the Czech Republic where EC has given its opinion and will perform
supervision:

Misto hodnoceni/ Jméno zkousejiciho Mistni EK | Adresa mistni EK

Trial Site / Name of Investigator Local EC | Address

FN Plzen =4 Lokalni Etick4 komise,
Edvarda Benese 13 Fakultni nemocnice Plzet,
301 00 Plzen Edvarda Benese 13,
Pracovisté: 301 00 Plzeri
Neurologické klinika Tel: 377 40 2239
Alej Svobody 60 Email:

323 00 Plzen etickakomise@fnplzen.cz
MUDr. Marek Peterka MUDr. David Suchy,PhD.

Seznam hodnocenych dokumentt/List of all submitted documents:

Schvaleno |Vzato na

Souhlas pfednosty pracoviité s vedenim Registru ReMu$S

Zivotopis hlavniho Fegitele

Nazev dokumentu, verze, datum /Approved |védomi /
Document title, version, date Taken into
account
ANO [NE [ANO [NE
Yes |No |Yes |No
Privodni dopis ze dne 14.4.2023 | L] []
Popis projektu X L] ]
Informovany souhlas a Informace o naklddéani s osobnimi udaji pacientii [] ]
v registru ReMuS
L] L]
L] L]
L] L]

XOX
OXO OOX

Zadost o zprodténi od poplatku za projednéni

Seznam ¢&lent etické komise/ List of the Ethics Committee Members: (viz. Separdtni list)

Datum/Date: 3.8.2023
Podpis predsedy EK nebo zastupce

FUK v Plzni [ 0&_’}}#‘9
o eancin 1283 (g,
5 St \ 0%
. B

AY

Signature of Chairperson or Vice-Chairperson of the EC:

Pouteni o povinnostech zkousejiciho/zadavatele:
Responsibility of Sponsor/Investigator:

1. Zkou3ejici a zadavatel berou na védomi, Ze klinické hodnoceni nemiZe byt zahajeno dfive, neZ bude vydano souhlasné stanovisko
etické komise (v pfipadé multicentrickych klinickych hodnoceni, stanovisko etické komise pro multicentrickd klinicka hodnoceni,
a pokud je vmisté hodnoceni ustavena etickd komise, pak i souhlas této etické komise) a povoleni/ohlageni SUKL /The
investigator and sponsor accept that the clinical trial cannot commence prior to obtaining a favourable opinion of the ethics
committee (in the case of a multi-centric clinical trial an opinion of a multi-centric ethics committee and, where applicable a
Javourable opinion of a local ethics committee) and approval/notification of SUKL.
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2. Zkousejici/zadavatel umozni inspektorovi etické komise kontrolu nad pribéhem a provadnim klinického hodnoceni v souladu
s platnou legislativou a smérnici Komise. /The investigator/sponsor shall enable the ethics committee inspector to perform
supervision over the course and conduct of clinical trial in compliance with valid regulations and the European Commission
directive.

3. Zadavatel/zkouejici poskytne etické komisi hlaSeni o vyskytu zdvaZnych neotekivanych nezddoucich Gginkd hodnocergy"ch
IéCivych pripravki, ke kterym do3lo v prib&hu daného klinického hodnoceni, v souladu s platnou legislativou a pokynem SUKL
KLH-21. /The sponsor/investigator shall report to the ethics committee the incidence of serious unexpected adverse reactions that
have occurred during the given clinical trial, pursuant to valid regulations and SUKL guideline KLH-21.

4. Zadavatel poskytne etické komisi (jde-li o multicentrické klinické hodnoceni, pak je informace poskytnuta etické komisi pro
multicentrick4 klinickd hodnoceni) kaZdych 12 mésict v pritb&hu provadéni klinického hodnoceni »Zpravu o prib&hu klinického
hodnoceni* a ,Ro¢ni zprdvu o bezpetnosti 1étivého pripravku® v souladu s platnou legislativou a pozadavky uvedenymi
v pokynech SUKL a Komise. Jsou-li subjekty klinického hodnoceni tzv. zranitelné subjekty (napt. nezletili nebo zletili zbaveni
pravni zpiisobilosti) nebo subjekty, u nichZ nelze ziskat informovany souhlas vzhledem k aktuélnimu zdravotnimu stavu, predklada
zadavatel etick€ komisi ,,Zpravu o prib&hu klinického hodnoceni* kaZdych 6 mésict, neni-li v rozhodnut{ etické komise stanoveno
Jinak. / Every 12 months during conduct of the clinical trial the sponsor shall submit to the ethics committee (where a multi-centric
clinical trial is concerned, to the multi-centric ethics committee) a “Annual Report and “Annual safety report of the medicinal
product” in accordance with valid regulations and requirements laid down by the SUKL and Commission guidelines. Where so
called vulnerable subjects (e.g. minors or incapacitated adults) or subjects unable to give informed consent due to their current
health condition are concerned, the sponsor shall submit to the ethics committee the “Annual Report” every six months, unless
otherwise specified in the ethics committee decision.

5. Zadavatel/zkou3ejici neprodleng poskytne etické komisi (jde-li o multicentrické klinické hodnocent, pak je informace poskytnuta
etické komisi pro multicentrické klinick4 hodnoceni) informaci
* o novych skuteCnostech, které se vyskytly v souvislosti s provadénim klinického hodnoceni a které mohou ovlivnit
bezpeénost subjektt hodnoceni;
* 0 jakychkoli zm&ndch vyznamn¥ ovliviiujicich vedeni klinického hodnoceni a/nebo zvySujicich riziko subjekti
hodnoceni
* 0 novych poznatcich o Ié€ivu; o prerueni klinického hodnoceni; o zastaveni vyvoje 1é¢iva; o pfijatych opatfenich a to
v souladu se platnou legislativou a smé&rnici Komise.

The sponsor/investigator shall forthwith submit to the ethics committee (where multi-centric clinical trial is concerned, to the

multi-centric ethics commiltee) the following information:

*  new facts that occurred in relation to the conduct of clinical trial and that may influence the safety of trial subjects;

" any changes with significant impact on the conduct of clinical trial and/or resulting in an increased risk for trial
subjects;

®*  new information on the medicinal product, suspension of clinical trial, termination of development of the medicinal
product and on adopted measures, in accordance with the valid regulations and Commission directive.

6.  Zadavatel informuje etickou komisi pro multicentricka klinicka hodnoceni o zahéjeni klinického hodnoceni (nejpozdéji do 60 dna
od zahdjent), zkouSejici informuje o zahéjeni klinického hodnoceni etickou komisi, kterd v daném mist& bude vykonavat dohled.
The sponsor shall inform the multi-centric ethics commiitee of the clinical trial commencement  (within 60 days from the start
date), the investigator shall inform of the trial commencement the  ethics committee that will supervise the given trial site.

7. Zadavatel ozndmi pfisluinym etickym komisim do 90 dnt, Ze bylo klinické hodnoceni ukonéeno. Pokud do¥lo k ukondeni
klinického hodnocen{ pfeddasné, zadavatel a zkousejici do 15 dnid informuji p¥islusnou etickou komisi o pfedCasném ukonéeni
klinického hodnoceni a poskytnou etické komisi podrobné pisemné vysvétleni.

The sponsor shall notify the relevant ethics committees of the clinical trial termination within 90 days. In the case of preliminary
termination of clinical trial the sponsor and investigator shall notify within 15 days the relevant ethics committee on the trial’s
preliminary termination and provide detailed explanation in writing.
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