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Appendix No. 8

Nazov skusaného produktu/lieku:
INCLISIRAN

Name of the investigational product/medication:
INCLISIRAN

Referencéné ¢islo: KIX839

Reference number: KJX839

Kéd klinického skusania:
CKJX839D12302

Clinical trial code:
CKJX839D12302

Nazov/Popis klinického skusania:
Randomizované dvojito zaslepené multicentrické
klinické skusanie kontrolované placebom na
vyhodnotenie uginku inklisiranu na primarnu
prevenciu zavaznych neziaducich
kardiovaskularnych prihod u vysokorizikovych
pacientov (VICTORION-1 PREVENT)

Title/Description of the clinical trial:

A randomized, double-blind, placebo-controlled
multicenter study to evaluate the effect of
inclisiran on preventing major adverse
cardiovascular events in high-risk primary
prevention patients (VICTORION-1 PREVENT)

Datum finalnej verzie Protokolu:
12.12.2022

Date of final version of the Protocol:
12.12.2022

Hlavny Skuasajuci: MUDr. Martin Kokles

The Principal Investigator: MUDr. Martin Kokles

Centrum:

Univerzitna nemocnica Bratislava
Nemocnica akad. L. Dérera

I1l. Interna klinika LF UK a UNB
Interna ambulancia

Limbova 5

833 05 Bratislava

Mobil:

Centre:

Univerzitna nemocnica Bratislava
Nemocnica akad. L. Dérera,

Ill. Interna klinika LF UK a UNB
Internd ambulancia

Limbova 5

833 05 Bratislava

Mobile:

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: 3319

Centre number: 3319

Planovany poCet zaradenych pacientov: 12

Planned number of enrolled patients: 12

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:
04.09.2023 - 30.07.2029

Clinical Trial schedule:
04.09.2023 - 30.07.2029

Zadiatok zaradovania Ugastnikov:
04.09.2023

Commencement of Participants enrolment:
04.09.2023

Ukonc&enie zaradovania subjektov skusania
/randomizacie: 31.03.2025

End of patient enrolment of trial
subjects/randomization: 31.03.2025

Zaciatok kompetitivneho zaradovania subjektov
skusania
04.09.2023

Commencement of competitive trial subjects’
enrolment:
04.09.2023

Ukoné&enie Klinického skusania najneskor:
30.07.2029

End of the Clinical Trial at the latest on:
30.07.2029
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