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Nazov skusaného produktu/lieku:
Ofatumumab

Name of the investigational product/medication:
Ofatumumab

Referencéné ¢islo: OMB157

Reference number: OMB157

Kéd klinického skusania:
COMB157G23101

Clinical study code:
COMB157G23101

Nazov/Popis klinického skusania:
Prospektivne multicentrické otvorené klinické
skuSanie s jednou skupinou pacientov s
relabujucou roztrusenou sklerézou na
zhodnotenie uginnosti a ukazovatelov
zaznamenanych pacientom po zmene lieCby
dimetylfumaratom alebo fingolimodom na
ofatumumab

Title/Description of the clinical study:

A single-arm, prospective, multicentre, open-
label study to evaluate ofatumumab treatment
effectiveness and patientreported outcomes in
patients with relapsing multiple

sclerosis transitioning from dimethyl fumarate or
fingolimod therapy

Datum findlnej verzie protokolu: 29.10.2019

Date of final version of the Protocol: 29.10.2019

Skusajuci: Prof. MUDr. Peter Tur¢ani, PhD.
Spoluskusajuci: MUDr. Daniela Copikova-
Cudrakova

MUDr. Katarina Klobuénikova, PhD.

The Investigator: Prof. MUDr. Peter Turcani,
PhD.

Co-Investigator: MUDr. Daniela Copikova-
Cudrakova

MUDr. Katarina Klobuénikova, PhD.

Centrum:

Univerzitna Nemocnica Bratislava,
Nemocnica Staré Mesto

I. Neurologicka klinika LF UK a UNB
Mickiewiczova 13, 813 69 Bratislava,
Slovenska republika

Telefon: 421 2 57290301

Fax: 421 2 52967169

Mobil: 421 905 106957

Centre:

Univerzitna Nemocnica Bratislava,
Nemocnica Staré Mesto

I. Neurologicka klinika LF UK a UNB
Mickiewiczova 13, 813 69 Bratislava,
Slovak Republic

Phone: 421 2 57290301

Fax: 421 2 52967169

Mobile: 421 905 106957

Statdtarny zastupca:

MUDr. Renata Vandriakova, MPH, riaditelka
Telefon: +421 2 48234614

Fax: +421 2 48234614

Statutory representative:

MUDr. Renata Vandriakova, MPH, Director
Telephone: +421 2 48234614

Fax: +421 2 48234614

Cislo centra: 3000

Centre number: 3000

Planovany pocet zaradenych pacientov: 7

Planned number of enrolled patients: 7

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

Casovy rozvrh klinického skusania:
28.09.2020 - 20.09.2024

Clinical study schedule:
28.09.2020 - 20.09.2024

Zadiatok zaradovania Ugastnikov:
28.09.2020

Commencement of Participants enrolment:
28.09.2020

Ukonéenie zaradovania Ugastnikov
/randomizacie: 03.08.2021

End of patient enrolment
Participants/randomization: 03.08.2021

Zadiatok kompetitivneho zaradovania U&astnikov
28.09.2020

Commencement of competitive Participants
enrolment:
28.09.2020

Ukoncenie klinického skusania najneskor:
20.09.2024

End of the clinical study at the latest on:
20.09.2024

Novartis / UN Bratislava, Nemocnica Staré Mesto
Protokol ¢.: COMB157G23101




