FAKULTNi NEMOCNICE OSTRAVA

Eticka komise FN Ostrava
17. listopadu 1790, 708 52 Ostrava-Poruba
Ceské republika

FA K U LT N ! University Hospital Osirava
rC The Ethics Committee of FN Ostrava
N E M O C N ; C C 17. listopadu 1790, 708 52 Ostrava-Poruba, (C)zech Republic
OSTRAVA

STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCEN;

Opinion of the Ethics Commitiee on Clinical Trial

[] Klinické hodnoceni légivého pfipravku / Clinical Trial on Human Medicinal Products

[l Kilinické hodnoceni zdravotnického prostiedku / Clinical Trial on Medical Devices

X Jiny vyzkumny projekt / Other Research Project

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

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

] Multicentrické KH, je pozadovano stanovisko multicentrické EK / Multi-centric clinical trial opinion issued by
the Multicentre Ethics Committee(s) is required

Cislo jednaci / Reference number. 238/2013

Identifika¢ni Eislo KH / Fudra CT number: 1

Fakultni nemocnice Ostrava

17. Listopadu 1790

708 52 Ostrava

Ceska republika

MUDr. Olga Zapletalové, Neurologicka klinika
Fakultni nemocnice Ostrava

Zadatel / Applicant: 17. Listopadu 1790

708 52 Ostrava

Ceska republika

Zadavatel / Sponsor;

. S G e Sbér dat pro Celostatni registr pacienttl s roztrousenou
Nézev KH / Full Title of Clinical Trial. sklerézou ReMusS (Register Multiple Sclerosis).
Cislo protokolu / Protocol Code Number: 1"

Datum doruceni zadosti / Date of submission of the
Application Form:;

Datum a ¢as jednani EK / Date and time of Fthics
Committee s session:

U multicentrického KH adresa multicentrické EK, ke
ktere bylo KH predlozeno / For multi-centric clinical
trials give address of the Multi-Centric Ethics 1
Committee to which the application was
submitted.

26.03.20113

25.04.2013, 13:30 hod.

Uhrada naklad( spojenych s posouzenim zadosti a vydanim stanoviska / Reimbursement of costs related to
assessment and issue of the EC opinion:

[l Ano/ Yes X Ne, zduvodnéni / No, reasons: Studie FNO

Viyjadfeni EK / Ethics Commiite s opinion:
EKvydava/ ECissues [X] Souhlasné stanovisko / Favourable opinion
[J Nesouhlasné stanovisko / Unfavourable opinion
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI

Opinion of the Ethics Committee on Clinical Trial

ZdUvodneéni stanoviska EK / Reasons for EC opinion:

Viyjadreni k zafazeni subjektd hodnoceni, kdy nelze ziskat jejich souhlas k zatazeni do KH (napf. akutni stavy,
bezvédomi) / Position on inclusion of CT subjects whose consent with inclusion in CT cannot be obtained (e.g.
acute condition, unconsciousness):

Seznam mist hodnoceni s oznagenim mist, ke kterym se EK vyjadfila jako mistni EK a kde vykonava dohled/

Misto hodnoceni/ Jméno zkousejiciho Mistni EK | Adresa mistni EK ]
MUDr. Olga Zapletalova, Neurologicka klinika X Eticka komise FN Ostrava
17. listopadu 1790

708 52 Ostrava

Seznam hodnocenych dokumentd / List of all submitted documents:

Vzato na

Schva’lenq védomi
Approved Taken into

Nazev dokumentu, verze, datum account
Document title, version, date ANO | NE | ANO | NE
Yes No Yes No
Protokol studie v&etné& dopliki a dodatk( X ] [] ]
CRF X | O| OO0
Informace pro subjekt hodnoceni v Eeském jazyce X O] O ]
Formularf informovaného souhlasu v deském jazyce X O ] D
Profesni Zivotopis hlavniho tesitele X ] L] ]
Zplsob vybéru/naboru subjekt hodnoceni ] ] U] ]
O 0|03
O OO0
OO0 0
O 00 0d
OO0 O
OO0 0
O 0ol o
] Olofolo
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI

Opinion of the Ethics Committee on Clinical Trial

Seznam ¢Elend etické komise / Lisi of the

Ethics Comimitiee Members:

Muz / ZAMESINGNSE Pfitomen | Hiasoval
Zena zlizovatele EK
Jméno a pfijmeni ) Odbornost Funkce v EK | Attendance Voted
: 3 Male / ~ o iz = G Al
First name and surname . Speciality Ano Ne Role in EC
Femal Ano | Ne | Ano | Ne
Yes No
e Yes | No | Yes | No
doc. MUDr. Ludék Roznovsky, CSc. | & | Iekar/physicin | [ | [J | Predsedal g P | o
mistopredseda
MUDr. lvan Stefanek 3 lékaF / physician X ] / Vice- O X I OlK
Chairman
.. 2 ; tajemnik /
Bc. Jifi Hyngica 3 laik / layman X ] by X O X! O
doc. MUDr. Leopold Pleva, CSc. 3 lékarF / physician X O | glen/member | [] | X ]
MUDr. Jitka Svobodové, Ph.D. Q lékar / physician X (1 | gen/member | (0 | X | [ X
MUDr. Evzen Machytka, Ph.D. 3 lékat / physician X L1 | gen/member | X | O | O =
JUDr. Sylva Macurova 0 pravnik / lawyer = (] |een/member | X | 0 | X ]
; ; - v8eobecna sestra / %
Bc. Marta Vajdova Q GBfibsEl munee X L] | elen/member | X | [ X | O
; . o Iékarnik / < N X
Ph.Mr. Marta Kollarova Q sharmagist X O | elen/member | [] | [X O X
MUDr. Toméas Posolda 3 lékar / physician X [J [gen/member | 0 | X | O | K
MUDr. Marie Kung&ikova Q lékaF / physician (] | &en/member O X O
MUDr. Patrice Popelkova Q lékaf / physician X [ | &en/member | X | O | X | O
| MUDr. Olga Zapletalova Q lékaF / physician X (] | den/member | X | [ | [ X
f MUDr. Ivana Kacifova, Ph.D. Q lékarF / physician X L] | glen/member | X | O | X | [
| Zuzana Hruba & laik / layman X O] | gen/member | X | [] X | O
. ; v8eobecna sestra / < ’ %
Bc. Martina Robenkova 0 e T X O | gen/member | K | [J | K O
nezavisly ¢len /
Leo Zidek 3 laik / layman ] X independent | X | (] | X | []
member
nezavisly ¢len /
Mgr. Viadimir Jankd 3 laik / layman O X independent | [] | X | [0 | X
member
nezavisly ¢len /
PhDr. Blanka Svobodnikova 0 laik / layman OJ X independent O X | O
member
nezavisly ¢len /
MUDr. Marta Legkova Q lékat / physician | X independent | X | [J | X | [J
L member

(pozn: ”Zaméstnanec zfizovatele EK / Employee of EC appointing authority)

Eticka komise prohlaguje, ze byla ustavena a pracuje podle Jednaciho fadu v souladu se spravnou klinickou praxi
(GCP) a platnymi pravnimi piedpisy / The Ethics Committee hereby declares that it was established and operates
in accordance with its Rules of Procedure in compliance with Good Clinical Practice and valid legal regulations:

Ano / Yes

(] Ne/No  Komentat/ Comments:

FAKULTNT NEMOCNICE OSTRAVA

ETICKA KOMISE

Datum/ Date:  25.04.2013
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOGCENI

Opinion of the Ethics Committee on Clinical Trial

Pouceni o povinnostech zkousejiciho/zadavatele:
Responsibility of Sponsor/investigator:

Zkousejici a zadavatel berou na védomi, ze klinické hodnoceni nemlze byt zahajeno dfive, nez bude vydano
souhlasne stanovisko etické komise (v pfipadé multicentrickych klinickych hodnoceni, stanovisko etické komise pro
multicentricka klinicka hodnoceni, a pokud je v misté hodnoceni ustavena eticka 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 favourable opinion of a local ethics committee) and
approval/nolification of SUKI..

1. Zkousejici/zadavatel umozni inspektorovi etické komise kontrolu nad pribéhem a provadénim 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.

2. Zadavatel/zkou$ejici poskytne etické komisi hlageni o vyskytu zavaznych neo&ekavanych nezadoucich
Ucinkl hodnocenych lécivych pripravki nebo zdravotnickych prostiedk(, ke kterym doglo v pribéhu
daneho klinického hodnoceni, v souladu s platnou legislativou a pokyny SUKL. / The sponsor/investigator
shall report to the ethics committee the incidence of serious unexpected adverse reactions that have
occurred during the given clinical trial on medicinal products or medical devices, pursuant to valid
regulations and SUKL guidelines.

3. Zadavatel poskytne etické komisi (Jde-li o multicentrické klinické hodnoceni, pak je informace poskytnuta
etické komisi pro multicentricka klinicka hodnoceni) kazdych 12 mésici v pribéhu provadéni klinického
hodnoceni ,Zpravu o prabéhu klinického hodnoceni* a ,Rogni zpréavu o bezpednosti légivého plipravku"
v souladu s platnou legislativou a pozadavky uvedenymi v pokynech SUKL a Komise. Jsou-li subjekty
klinického hodnoceni tzv. zranitelné subjekty (napf. nezletili nebo zletili zbaveni pravni zpUsobilosti) nebo
subjekty, u nichz nelze ziskat informovany souhlas vzhledem k aktualnimu zdravotnimu stavu, predklada
zadavatel etické komisi ,Zpravu o prib&hu klinického hodnoceni* kazdych 6 mésicd, neni-li v rozhodnuti
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.

4. Zadavatel/izkousejici neprodleng poskytne etické komisi (jde-li o multicentrické klinické hodnoceni, pak je
informace poskytnuta etické komisi pro multicentrické klinick& hodnoceni) informaci
* 0 novych skutenostech, které se vyskytly v souvislosti s provadénim klinického hodnoceni a které
mohou ovlivnit bezpeenost subjektli hodnocent:
® 0 jakychkoli zménach vyznamné ovliviujicich vedeni klinického hodnoceni a/nebo zvysujicich
riziko subjektl hodnoceni
® 0 novych poznatcich o lé&ivu & zdravotnickém prostiedku; o preruseni klinického hodnocen;
0 zastaveni vyvoje lé¢iva nebo zdravotnického prostfedku; o pfijatych opatfenich a to v souladu se
platnou legislativou a smérnici Komise.
The sponsor/investigator shall forthwith submit to the ethics committee (where multi-centric clinical trial is
concerned, to the multi-centric ethics committee) the following information:
®  new facls 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 infarmation on the medicinal product or medical device, suspension of clinical trial, termination
of development of the medicinal product or medical device and on adopted measures, in
accordance with the valid regulations and Commission directive.

5. Zadavatel informuje etickou komisi pro multicentricka klinicka hodnoceni o zahajeni klinického hodnoceni

(nejpozdeji do 60 dnii od zahajeni), zkousejici informuje o zahéjeni klinického hodnoceni etickou komisi,
ktera v daném misté bude vykonavat dohled.
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI

Opinion of the Ethics Committee on Clinical Trial

The sponsor shall inform the multi-centric ethics committee 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.

6. Zadavatel oznami prislusnym etickym komisim do 90 dnu, Ze bylo klinické hodnoceni ukon¢eno. Pokud
doslo k ukon&eni klinického hodnoceni predéasné, zadavatel a zkousejici do 15 dnl informuji pfistusnou
etickou komisi 0 ptedasném ukonceni klinického hodnoceni a poskytnou etické komisi podrobne pisemné
vysvétleni.

The sponsor shall nofify 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.

Rozdélovnik / Distribution list:

1.

2.
3
4

Zadatel / Applicant

Zkousejici / Investigator

Statni ustav pro kontrolu léciv / State institute for Drug Control
Lokalni eticka komise / Local Ethics Committee
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