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Appendix No. 8

Nazov skusaného produktu/lieku:
Remibrutinib

Name of the investigational product/medication:
remibrutinib

Referencéné ¢islo: LOU064

Reference number: LOU064

Kéd Klinického skusania:
CLOU064C12302

Clinical Trial code:
CLOU064C12302

Nazov/Popis Klinického skusania:
Randomizované, dvojito zaslepené, dvojito
maskované klinické skusanie v paralelnych

skupinach porovnavajuce ucéinnost’
a bezpecénost’ remibrutinibu oproti
teriflunomidu  u pacientov s relabujicou
roztrisenou sklerézou s naslednou
nezaslepenou extenziou lie¢by

remibrutinibom

Title/Description of the Clinical Trial:

A randomized, double-blind, double-dummy,
parallel-group study, comparing the efficacy
and safety of remibrutinib versus
teriflunomide in participants with relapsing
multiple sclerosis, followed by extended
treatment with open-label remibrutinib

Datum findlnej verzie protokolu: 20.10.2021

Date of final version of the Protocol: 20.10.2021

Hlavny Skusajuci: prof. MUDr. Peter Valkovic,

PhD.

Spoluskus$ajuci: MUDr. Darina Slezakova, PhD.
Doc. MUDr. Michal Minar, PhD.

The Principal Investigator: prof. MUDr. Peter
Valkovi¢, PhD.
The Co-Investigators: MUDr. Darina Slezakova,
PhD.

Doc. MUDr. Michal Minar, PhD.

Centrum:

Univerzitna nemocnica Bratislava
Nemocnica ak. L. Dérera

Il. Neurologicka klinika LF UK a UNB
Limbova 5

831 01 Bratislava

Telefon: 00421 2 5954 4239
Fax: 00421 2 5954 2698
Mobil: 00421 905 527 729

Centre:

Univerzitna nemocnica Bratislava
Nemocnica ak. L. Dérera

II. Neurologicka klinika LF UK a UNB
Limbova 5

831 01 Bratislava

Phone: 00421 2 5954 4239
Fax: 00421 2 5954 2698
Mobile: 00421 905 527 729

Statutarny zastupca:

MUDr. Alexander Mayer, PhD., MPH, MHA,
riaditel

Telefon: +421 2 48234614

Fax: +421 2 48234614

Statutory representative:

MUDr. Alexander Mayer, PhD., MPH, MHA,
Director

Telephone: +421 2 48234614

Fax: +421 2 48234614

Cislo centra: 2102

Centre number: 2102

Planovany poCet zaradenych pacientov: 5

Planned number of enrolled patients: 5

Monitor klinického skusania:
Anna KakoSova

Clinical trial monitor:
Anna KakoSova

Adresa:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Address:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886
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Casovy rozvrh Klinického skugania:
01.05.2022 — 03.01.2030

Clinical Trial schedule:
01.05.2022 — 03.01.2030

Zadiatok zaradovania Ugastnikov:
01.05.2022

Commencement of Participants enrolment;
01.05.2022

Ukoncenie zaradovania subjektov skusania
/randomizacie: 09.10.2023

End of patient enrolment of trial
subjects/randomization; 09.10.2023

Zaciatok kompetitivheho zaradovania subjektov
skuSania
01.05.2022

Commencement of competitive trial subjects’
enrolment:
01.05.2022

Ukoncenie Klinického skusania najneskor:
03.01.2030

End of the Clinical Trial at the latest on:
03.01.2030
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