Priloha ¢.8

Annex No. 8

Nazov skusaného produktu/lieku: Iscalimab

Name of the investigational product/medication:
Iscalimab

Referencéné ¢islo: CFZ533

Reference number: CFZ533

Kéd klinického skusania:
CCFZ533A2201

Clinical study code:
CCFZz533A2201

Nazov/Popis klinického skusania:

Ciasto¢ne zaslepené multicentrické
randomizované klinické skusanie kontrolované
ucinnou lie€bou na zhodnotenie ucinnosti,
bezpecnosti, znasanlivosti, farmakokinetiky a
farmakodynamiky monoklonalnej protilatky anti-
CD40 CFZ533 u prijemcov transplantatu oblicky
,de novo” a prijemcov na udrziavacej
imunosupresivnej liecbe (CIRRUS 1)

Title/Description of the clinical study:

A patrtially-blinded, active-controlled, multicenter,
randomized study evaluating efficacy, safety,
tolerability, pharmacokinetic (PK) and
pharmacodynamic (PD) of an anti-CD40
monoclonal antibody, CFZ533, in de novo and
maintenance kidney transplant recipients
(CIRRUS I)

Datum finalnej verzie protokolu: 10.12.2019

Date of final version of the Protocol: 10.12.2019

Skusajuci: Doc. MUDr. Zuzana Zilinska, PhD.,
MPH, MHA
Spoluskusajici: MUDr. Martin Chrastina, PhD.

MUDr. Juraj Maris, PhD.

The Investigator: Doc. MUDr. Zuzana Zilinska,
PhD., MPH, MHA
The Co-Investigators: MUDr. Martin Chrastina,

PhD.
MUDr. Juraj Maris, PhD.

Centrum:

Univerzitna Nemocnica Bratislava, Nemocnica
akad. L. Dérera, Urologicka klinika LFUK, SZU a
UNB, Limbova 5, 833 05 Bratislava, Slovenska
republika

Teleféon: +421 2 5954 2293

Fax: +421 2 59543578

Mobil: + 421 903643622

Centre:

University Hospital Bratislava — Hospital akad. L.
Dérera, Urologicka klinika LFUK, SZU a UNB,
Limbova 5, 833 05 Bratislava,

Slovak Republic

Phone: +421 2 5954 2293

Fax: +421 259543578

Mobile: + 421 903643622

Statutarny zastupca:

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

Fax: +421 2 48234614

Statutory representative:

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

Fax: +421 2 48234614

Cislo centra: 5031

Centre number: 5031

Planovany poCet zaradenych pacientov: 4

Planned number of enrolled patients: 4

Monitor klinického skusania:
Barbora Tretinova

Clinical trial monitor:
Barbora Tretinova

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:
02.09.2020 — 15.09.2026

Clinical study schedule:
02.09.2020 — 15.09.2026

Zadiatok zaradovania Ugastnikov:
02.09.2020

Commencement of Participants enrolment;
02.09.2020

Ukonéenie zaradovania Ugastnikov
/randomizacie: 03.03.2021

End of patient enrolment
Participants/randomization: 03.03.2021

Zadiatok kompetitivneho zaradovania Uéastnikov
02.09.2020

Commencement of
enrolment:
02.09.2020

competitive  Participants

Ukongenie klinického skusania najneskor:
15.09.2026

End of the clinical study at the latest on:
15.09.2026
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