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TRANSITION

Asociacia inovativneho farmaceutického priemyslu

Asociacia na ochranu prév pacientov SR, o. z.

Annual Safety Report (Vyroc¢na sprava o bezpecnosti)

Clinical Trial (Klinické skusanie)

Clinical Trial Application (Inicidlna Ziadost)

Clinial Trial Information System (Informacny systém pre klinického sktisania)

Clinical Trial Regulation — Nariadenie Eurépskeho parlamentu a Rady (EU)
€.536/2014 zo 16. aprila 2014 o klinickom skusSani liekov na humanne pouZzitie, ktorym
sa zrusuje smernica 2001/20/ES, d’alej len “CTR”

Clinical Research Organization

Cestné vyhlasenie zdravotnickeho zariadenia

Development Safety Update Report (Aktualizovana sprava o bezpe¢nosti)
Eurépsky hospodarsky priestor

Eticka komisia pre klinické skuSanie humanneho lieku, pre klinické skusanie
zdravotnickej pomocky a pre stidiu vykonu diagnostickej zdravotnickej pomdcky in
vitro / skratene: ,,Eticka komisia pre klinické skiisanie®

EudraVigilance clinical trials module
(https://eudravigilance.ema.europa.eu/human/index.asp)

Eurépska Unia

Good Manufacturing Practice (Spravna vyrobna prax)

Good Clinical Practice (Spravna klinicka prax)

Investigator Brochure (Brozura skisajuceho)

Informed Consent Form (Informovany suhlas)

The International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use

Investigator Medicinal Product Dossier (Dokumentacia o skii§anom lieku)
Institat vyskumu a vyvoja MZ SR

Klinické skusanie

Member State (Clensky §tat)

Member State Concerned (Dotknuty ¢lensky §tat)

Medical Research Ethics Committees

National Competent Authority

National Organization Admin - Administrator narodnej organizacie
Request for Information (ziadost’ o dodato¢né informacie)

Reporting Member State (Spravodajsky stat)

Standardny pracovny postup

Slovenské asocidcia organizacii a pracovnikov klinického vyskumu
Suspected Unexpected Serious Adverse Reaction (Podozrenie na neo¢akavant
neziaducu reakciu)

Statny ustav pre kontrolu lie¢iv

»Prechod“ KS pod CTR v CTIS
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1. GTATDPT ETI CKHE KRMI XLI NIAGKE SKDG

Gt at Vit Eti ckkR|i kioomk®i skBgaeni e hum8nneho I
zdravotn?2cke] pom!cky a pre gtwdiu vikonu
vitro (EK) je zverejneny vo vestniku MZSR 2021 (Ciastka 31-35) — str.

17 https://www.health.gov.sk/?vestniky-mz-sr)

Statat Etickej komisie pre klinické sk@Sanie huméanneho lieku, pre klinické skusanie
zdravotnickej pomocky a pre Stadiu vykonu diagnostickej zdravotnickej pomdcky in vitro
je zékladnym dokumentom, ktorym sa EK riadi pri svojej ¢innosti. EK pracuje v stlade s
platnymi legislativnymi predpismi SR a postupmi MZ SR, predovsetkym v stilade s:

U Nariadenim Eurdpskeho parlamentu a Rady (EU) ¢. 536/2014 zo 16. aprila 2014 o
klinickom skus§ani lieckov na huménne pouzitie, ktorym sa zrusuje smernica 2001/20/ES,
d’alej len “CTR”

U Nariadenim Eurépskeho parlamentu a Rady (EU) &. 2017/745 z 5. aprila 2017 o
zdravotnickych pomdckach

U Nariadenim Eurépskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o
diagnostickych zdravotnickych pomdckach in vitro;

U Zakonom €. 362/2011 Z. zo liekoch a zdravotnickych pomockach a o zmene a doplneni
niektorych zakonove.

U Zakonom ¢. 576/2004 Z.z. o zdravotnej starostlivosti, sluzbach suvisiacich s
poskytovanim zdravotnej starostlivosti a o zmene a doplneni niektorych zakonov

0 EMA/CHMP/ICH/135/1995 (Guideline for good clinical practice E6 (R3)

Standardné pracovné postupy podliehajii pravidelnej revizii a schvalovaniu na dvojroénej
baze, v pripade odovodnenej potrebnej aktualizacie pracovnych postupov je tento proces
vykonavany ad-hoc podrla potreby.
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22 LLENOVI A ETI CKEWJE KPRIE KL DXIAGCIKEED &KB1.12.24

ol 1 ckormse (21122020

1. | MUDr. Aurélia MojzeSova Predseda Etickej komisie
PharmDr. Anna OLEAROVA, PhD., MPH,

2. | MBA, LL.M. Podpredseda Etickej komisie
3. | PharmDr. Lucia Polaskova Staly ¢len Etickej komisie
4. | PharmDr. Jana Babiakova, PhD. Staly ¢len Etickej komisie
5. | MUDr. Martina Hanzelova Staly ¢len Etickej komisie
6. | PharmDr. Beata Kellerova Staly ¢len Etickej komisie
7. | MUDr. Erika Timkova Staly ¢len Etickej komisie
8. | RNDr. Katarina Kollarova, PhD. Staly ¢len Etickej komisie
9. | PharmDr. Lukas Slovak, PhD. Staly ¢len Etickej komisie
10. | PharmDr. Michaela Hudecova Staly ¢len Etickej komisie
11. | Mgr. Zuzana Duliakova Staly ¢len Etickej komisie
12. | PharmDr. Maria MeS§¢anova Staly ¢len Etickej komisie
13. | Mgr. Ingrid Regiecova Staly ¢len Etickej komisie

Webova stranka Etickej komisie pre klinické skuSanie s aktudlnymi informaciami:
https://www.health.gov.sk/?Eticka-komisia-pre-klinicke-skusanie

Kontakt:
Email: eticka.komisia@health.gov.sk
Adresa: Limbova 2| 837 52 Bratislava| Slovenska republika

Tel. kontakt; +421 2593 73 118
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3.1l MPLEMENTCCI AENARI AD 536/ 2014
3.1.CTIS, NARIADENIE,PRECHODNE OBDOBI E

Sudasny stav procesu schval’'ovania KS na Slovensku:

Od 31. januara 2023 je pouzivanie CTIS povinné pre vsetky inicialne Ziadosti o klinické
skigania v Eurépske;j tnii (EU), ¢o bolo v roku 2024 uplatiiované v plnej miere podl'a postupov
popisanych nizsie.

Centralizovany postup podévania ziadosti o0 KS: Tento sposob podavania ziadosti o KS vstapil
do platnosti 31.1.2022 a KS podavané tymto sposobom su povolené a vykonavané podla
Nariadenia ¢. 536/2014 a zakona ¢ 362/2011 (§ 29a, h, k, 1, m, n, § 129ab, ac, § 138a, § 142a,
b, ¢). Hlavny rozdiel medzi narodnym spdsobom spociva v tom, ze ziadost’ o KS sa nepodava
jednotlivo do krajin EU, ale naraz do vybranych krajin EU prostrednictvom portalu pre klinické
skusania (Clinical Trials Information System - CTIS).

Medzi krajinami sa pri jednotlivych skiSaniach vybera tzv. referenény clensky §tat, ktory je
priméarne zodpovedny za postidenie Casti I KS a samozrejme ostatné zapojené $taty taktieZ
participuji na posudeni. Za kazdu krajinu sa vydava pre KS jedno rozhodnutie, ktoré pozostava
zo zaverov posudenia Casti I (na Slovensku zodpovedny SUKL) a Casti II (na Slovensku
zodpovedna Eticka komisia pre klinické sktiSania so sidlom na MZ SR).

Casové lehoty posudenia Ziadosti o KS pri centralizovanom spdsobe v CTIS:

Od podania ziadosti po vydanie rozhodnutia trva cely proces minimalne 60 dni a maximélne
106 dni pri KS so skuSanym lieckom s GMO, ak referencny §tat potrebuje, tak nariadenie €.
536/2014 umoziiuje lehotu posudzovania prediZit o d’alsich 50 dni (aplne maximalna doba od
podania ziadosti po vydanie rozhodnutia méze trvat’ 156 dni).

CTIS: Informaény systém pre klinické skuSania (Clinical Trial Information System): Single
ENTRY point for Clinical Trial Applications (CTA).

BlizSie informacie na uvedenom linku:

https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10 en

Odportacané dokumenty:

V Guidance for the Transition of clinical trials from the Clinical Trials Directive to the
Clinical Trials Regulation

V  Quick guide for sponsors - Regulation 536/2014 in practice

V  Questions and Answers Document - Regulation (EU) 536/2014

V Clinical Trials Information System: training and support (EMA website).
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Schéma - ¢asova os rezimu portalu CTIS

31 January 2023 September 2024 submission 31 January 2025 cut
CTR Mandatory for new earlier recommended to off - all trials

trials and addition of secure Transitional approval running under CTD
Member States by Jan 31, 2025 cease

EudraCT continues

CTR Transition CTR Transition to operate for
2n year Post CTIS 3rd year Post CTIS results reporting of
Launch Launch CTD trials and global

end of trial

Hodnotenie dokumentacie k Casti I1.- ¢asové lehoty

Initial application with Part | and Due date= Sponsor

date +19.d
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e

|
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\

|
|
|
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Submit Final Assessment Report Part Il and conclusion Part Il
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Triggered once a Part Il application is
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Initial application with Part1

and Partll or Part | (only) Day 69  pue date=Sponsor response DAy 76
validated Day 26 Day 38 Day 45 skt
for the MSCs AND +19 days (up
to day 76) for the RMS
2 RFI response
2 received
' Document Considerations
DAR must be
circulated by day 26
Girculate draft
1
and task trigger once a has been I
& shared
= Functionality and task trigger once an accepted, adapted or
o merged consideration has been shared

Submit Final Assessment Report Part | and conclusion Part |

Tiggerred once a Part 1 application has
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Zdroj: Module 08 Evaluate a clinical trial application: Assessment and decision-making
Module 08- EMA
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4. ACCEL ERATING CLINICAL TRl ALS IN THE EU (ACT E U)

Iniciativa Accelerating Clinical Trials in the EU (ACT EU) ma za ciel’ posilnit’ poziciu EU ako
globalneho lidra v oblasti inovativneho klinického vyskumu. Prostrednictvom optimalizacie
procesov a intenzivnej spoluprace s kI'aCovymi aktérmi sa snazi urychlit’ vyvoj bezpe¢nych a
ucinnych liekov a zlepsit’ pristup pacientov k inovativnym lie¢ebnym terapiam.

Revidovany pracovny plan iniciativy ACT EU je dostupny na webovej stranke ACT EU. Tento
dokument stanovuje ciele a casovy harmonogram programu na roky 2025-2026.

Accelerating Clinical Trials in the EU (ACT EU) | European Medicines Agency (europa.eu)

ACT EU workplan 2025-2026

Aktualizovany pracovny plan zdoraznuje oblasti, na ktoré sa iniciativa ACT EU zameria v
nasledujucich dvoch rokoch, pricom zohladiiuje spédtnii vizbu ziskani prostrednictvom
pracovnej skupiny viacerych zainteresovanych stran—-A Mu4St sk ehol der PRl at f
d’al$ich kandlov.

Analyza klinickych skusani, odborna priprava a komunikécia nad’alej zostavaju neoddelite'nou
stCastou prace iniciativy ACT EU a st prepojené so vSetkymi ostatnymi aktivitami.

Pracovny plan tiez zdoraziiuje zdsadnu tlohu regulaénych partnerov zapojenych do klinickych
skusani, ktori spolupracuju na zlepSeni prostredia pre klinické skusania v EU.

Na urovni expertiznych pracovnych skupin ICH bola dokonéend ICH E6(R3) principles and
Annex 1 a nasledne sfinalizovana a zverejnena na stranke ICH website. Ide o a reorganizaciu
verzie R2 ICH (GCP), ktora stanovuje medzinarodné Standardy pre klinické skuSanie.

Je to mil'nik, ktory pred piatimi rokmi zacala pracovna skupina expertov ICH E6(R3) - Expert
Working Group (EWR). Cielom aktualizacie je aplikovat’ principy GCP na vybrané typy
skuSani a zdroje udajov a poskytnut’ flexibilitu na ulahCenie pouzivania technologickych
inovacii v klinickych skuiSaniach.

S cielom podporit’ zainteresované strany pri implementacii revidovaného usmernenia
organizujei ni ci at2va ACT2BU VvVebOR&6&ERat@jnl works
ICH E6 R3 - workshop on the ICH E6 R3 revision, ktorého sa ¢lenovia EK zucastnia online.

Priloha 2 ICH E6(R3) - draft of Annex 2 usmernenia sa pripravuje subezne a diskusia
a priprava stale prebicha. Poskytne blizSie informacie, ktoré sa tykaji decentralizovanych
prvkov - ,real - world data“ a pod. Navrh prilohy 2 je v sti¢asnosti vo verejnej konzultacii,
ktora sa skonci 28. februara 2025.

Open consultations | European Medicines Agency (EMA)
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Vyroc¢na sprava za rok 2024
Eticka komisia pre klinické skusanie humanneho lieku, pre klinické sktSanie zdravotnickej pomocky a pre $tidiu vykonu
diagnostickej zdravotnickej pomocky in vitro

MedEthicseU AKTIVITY

EU4HEALTH_CT -CURE Project i AEmergency preparedness through platform trials in
EU-EE A

ACTUREA je spololng iniciat2va |lenskTlch
fi nancovan 8%rEiudejciplsnk jo uytvorit' siet’ etickych komisii (MREC) a
narodnych kompetentnych autorit (NCA), ktoré ziskaju sktisenosti s vykonavanim zrychleného
posudzovania ziadosti o klinické skuSania.

Vizia a odovodnenie CT-CURE spociva v zrychlenom a harmonizovanom posudeni klinickych
skuSani, ktoré umozni rychle ziskavanie klinickych udajov v suvislosti s novymi
terapeutickymi stratégiami v pripade mimoriadnych situacii a ohrozenia verejného zdravia.

DRa 5. a 6. septembra 2024 Gra€CURES kidiom avijsiv i
pripravenost’ na mimoriadne situacie v EU/EHP. Skolenie bolo zamerané na posudzovanie
ziadosti platformovych klinickych skasani. Zacastnili sa ho posudzovatelia z etickych komisii
a ndrodnych kompetentnych orgénov.

5. UNION CONTROL

ZAVERECNA SPRAVA Z KONTROLY UNIE NA SLOVENSKU V ROKU 2024

Finalna sprava bola zasland Eurdpskou komisiou dna 8. oktdbra 2024. Sprava opisuje vysledok
kontroly Slovenska zo strany Eurdpskej unie v oblasti klinického skiiSania liekov na huménne
pouzitie. Kontrola bola vykonana prostrednictvom elektronického prieskumu v obdobi od
decembra 2023 do februdra 2024.

Cielom kontroly Unie (UNION CONTROL) bolo ziskat' prehlad o tom, ako Slovensko
zabezpecuje dodrziavanie zasad a poziadaviek CTR so zameranim na predchadzajice
povolenie klinickych skuSani. Sprava konStatuje, ze Slovensko ma zavedené mechanizmy na
vykonévanie nezavislého vedeckého a etického postdenia klinickych skusani.

V Case vypracovania tejto spravy (udaje poskytnuté Eurdpskou agentiirou pre lieky, stav Kk 1.
julu 2024) systém CTIS uvadzal, ze Slovensko ako MSC povolilo 168 klinickych sktsani a ako
RMS 18 klinickych skasani od fazy I az po fazu IV. Hlavnou terapeutickou oblastou bola
onkologia (priblizne 19 % skusani). Vyznamna Cast’ skusani zahrnala subjekty starSie ako 65
rokov (priblizne 84 %), pricom 20 % tvorili pediatrické skusania.
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6. AKTIVITY EK -NA NCRODNEJ BDROVNI

Novel a z8kona liekochas®ry 2Wdtln2Zc kywych opom?t ckach
2023 obsahujed e f i pojnei uek omer | N® klITiakitclk® dDlo¥:.gamipe
poplatku za nekometolvh ®m&i i n B k & ®a s ksi/pgrasdvbneylc9
poplatkochPr 21 oha z8kona N8rodnej rady Slovensk
ad) , Pyo % P&laték podla pismena ad) sa znizuje na 5 eur, ak ide o nekomercéné

klinické skusanie.” Klinické skuSania v roku 2024 boli vykonavané v stlade s touto platnou

novelou z roku 2023.

Podporou a vy g o v an 2nmgkomepcoy¢ht Klinickych skasani, najmid vedeckych
a akademickych zadavatel'ov, moze popri rozsireni biomedicinskeho poznania a zlepSeni
efektivity a u¢innosti skisanych liekov, postupov alebo metod priniest’ aj zvySent dostupnost’
inovativnej, efektivnejSej a bezpetnejsej liecby alebo novych postupov - bez navysovania
nakladov na lieky zo zdrojov verejného poistenia a zdravotnych poistovni.

Podrla ustanoveni novely zakona ¢. 362/2011 Z. z. o liekoch a zdravotnickych pomdckach je
umoznené vydanie povolenia na terapeutické alebo diagnostické pouzitie humanneho lieku pri
ohrozeni zivota alebo pri riziku zdvazného zhorSenia zdravotného stavu na humanne lieky,
ktoré st predmetom ziadosti o registraciu alebo na skiisané huménne lieky, ktoré st predmetom
klinického sktiSania humannych liekov aj osobdm, ktoré neboli ti¢astnikmi klinického sktiSania.

Stretnutia na n8rodnej Yrovni, na ktorTch

EK sa aktivne zugastnila na pracovnom stretnuti AK| i ni ¢ k ® s ikdisgusia zae |
okr ¥hl ym kert @ lkonaho 8. septembra 2024 za podpory a pripravy AIFP ako
pokracovanie zrusenej platformy pracovnej skupiny MZ SR — IVV. Hlavnym ciel'om stretnutia

bolo identifikovat’ rezervy v klinickom skuSani a navrhnut’ rieSenia na ich eliminaciu. Pre
uspeSné vykondvanie klinickych skiSani je nevyhnutné priaznivé legislativne prostredie,
apreto spolotnd podpora vsSetkych zainteresovanych zloziek od organizatorov po
vykonavatel'ov skusani je viac ako nevyhnutna. Tieto pracovné stretnutia buda organizované

na pravidel'nej baze aj nad’alej s cielom zlepsit’ podmienky pre vykondvanie klinickych skasani

na Slovensku. Dnia 4.decembra 2024 sa konalo nadvézujice online stretnutie.

V sticasnosti sa pripravuji navrhy k legislativnym tpravam na podporu klinického sktsania na
Slovensku.

Na zaciatku druhého kvartalu (April) 2025 je planovany Informacny den pre vSetky
zainteresované strany, ktoré sa podielaju na vykonavani klinickych skuSani v suvislosti s
ukon¢enim prechodného obdobia CTR (30. januar 2025). Informaény dent bude urceny pre:

. vSetkych  zadavatel'ov/zastupcov  zadavatelov  klinickych  skuSani
(komer¢nych aj nekomercnych),
. zastupcov CRO,
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. pre skusajucich a inych pracovnikov centier KS,
. akademické a vedeké institticie podiel’ajuce sa na KS,
. lokalne etické komisie.

7. NCRODME EUREPSKE POGI ADBNVAKDOSTIE£HQ@I NI CK
SKPGANI A K DOKUMEKTCASTI |1

V spolupréci s predstavitelmi AFIP a SACROP-u bola v maji a jini 2024 vykonana revizia
narodnych poziadaviek. Aktualna verzia narodnych poziadaviek je dostupna v slovenskom
a anglickom jazyku na webovej stranke ,,EK“ v casti dokumenty na stiahnutie:
https://www.health.gov.sk/?Eticka-komisia-pre-klinicke-skusanie.

8. 1| NFORMCOBRRCVYQCH POPLATK OCH

Spréavne poplatky st v kompetencii Sukl-u. Od 1. septembra 2024 bol spristupneny novy sposob
platenia spravnych poplatkov za spravne konania a tkony Statneho ustavu prostrednictvom
platobného systému eKolok, ktory prevadzkuje Slovenska posta a.s. .

Vyska spravnych poplatkov za konania pre klinické skuSania st uréené za spolo¢né posudenie
Statnym tstavom pre kontrolu lie¢iv a Etickou komisiou pre klinické skti$ania.

Prikazdomkonanij e | en jeden spr8vny poplatok za

Gt §tny Ystav pjre kXkohpgowedni izd ikontrolu
podOanpelal egislat2vy.

Kontakt:
trial -sukl@aukl.sk
Ugitoln® linky:

https://www.sukl.sk/hlavna-stranka/slovenska-verzia/klinicke-skusanie-
liekov/poplatky/spravne-poplatky-pre-klinicke-skusania-podla-nariadenia-c.-536-
2014?page 1d=6389
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9. STRETNUTIA

Podet zasadnuti EK v roku 2024: 11

1 Terminy zasadnuti: kazdy mesiac v prvy utorok od 14:00 hod do 16:00 hod. (online /
prezenc¢ne)
1 Ad hoc stretnutia podla potreby

10.PREHOAD HODNOTKANHKNNIHKhCH SKBDGANE

Obrazok ¢. 1:

Pocet prijatych ziadosti k 23Jan2025* - nariadenie ¢. 536/2014

2022 w2023 (w2024 - 2025 wspolu
700 654

600
500 465
400
300

200 149

100
0

2022 2023 2024 2025 Spolu

17

* Zahtia Inicidlne ziadosti, podstatné zmeny a transition (prechod do pdsobnosti CTR
536/2014) Pdaj e za rok 2025 s¥% uveden@S8&merel nklth
mesiacoch roka 2024
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Obrazok. ¢. 2:

500
450
400
350
300
250
200
150
100

50

Prehl’ad prijatych Ziadosti - nariadenie €. 536/2014

100
81

15 5

Inicialna ziadost’

2022 m2023

223

42
4 12

Podstatna zmena

—

m2024 | 2025

N —

142

26
4

Transition

465

Spolu
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Obrazok ¢. 3

Aktudlny stav hodnotenych KS k 23Jan2025* - nariadenie ¢. 536/2014

m Prebieha hodnotenie  m Ukondéené hodnotenie

600 541

500

400 369
300

200 149
113

96

100
23

0 |
2022 2023 k 2024 ) 2025 Spolu

*Zahtna Inicialne ziadosti, podstatné zmeny a transition

Vyroéna sprava Etickej komisie pre klinické skuSanie za rok 2024
Verzia: 1.0
Datum: 31. Januar 2025
Strana 13228




Vyroéna sprava za rok 2024
Eticka komisia pre klinické sksanie huméanneho lieku, pre klinické skusanie zdravotnickej pomdcky a pre §tidiu vykonu
diagnostickej zdravotnickej pomédcky in vitro

Obrazok ¢. 4

Pocet prijatych Ziadosti* za jednotlivé mesiace v roku 2024 -
nariadenie ¢. 536/2014

¢ § & NS D >
o Q‘ D
&& Q@' > S @ S Q% &60 &60

60
50
4

o

3

o

2

o

1

o O

*Zahtna Inicialne podania, podstatné zmeny a transition

Priloha ¢. 1: Zoznam hodnotenych klinickych skusani

10.1. PUBLIC PORTAL

Dostupnost’ informacii o prebiehajucich klinickych skuSaniach je umoZnend prostrednictvom
portalu: https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en.

11.ZAPCJANI E PAO©OOHBODNOMNIAKLINIC KEHO SKBDGANI A

Eticka komisia pre klinické skusanie ma staleho ¢lena, ktory zastupuje pacientske organizacie
a ma hlasovacie pravo. Posudzuje najma informacie pre ucastnikov KS (informované stihlasy,
materidly pre pacientov, ako napr. naborové letdky zamerané na potencionalnych ucastnikov
a pod.) z pohl'adu pacienta. Hodnotenie je zahrnuté v hodnotiacej sprave pre Cast’ I1.

Okrem toho ma Etick4 komisia pre klinické skuSanie moZznost’ uzavriet’ zmluvu s externym
konzultantom pre Specifické/zriedkavé terapeutické oblasti. V ramci pracovnych postupov je
prideleny na kontrolu vyssie uvedenych materidlov a nésledne je jeho spitna vézba zapracovana
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do hodnotiacej spravy pre ¢ast’ II. Tento pacient (externy konzultant) nie je ¢lenom EK a nema
hlasovacie préavo.

122VZDELCVACI E AKTIVITY

12.1. LLENSTVO V EB ZENOWFCBHRTSKUPI NCCH

CTIS master trainer; CTIS Forum - zastapenie SUKL a MZ SR

CTAG — Clinical Trial Advisory Group - zastipenie MZ SR

CTEG - Clinical Trial Expert Group - zastupenie SUKL, zastupenie EK
CTCG — Clinical Trial Coordination Group - zastupenie SUKL
MedEthicsEU — zastiipenie EK

ACT EU multi-stakeholder platform — zastipenie EK
13.PLCN D NAOROK 205

Informaény den pod zastitou SUKL a EK — Q1/Q2 2025

Ugast’ na stretnutiach expertiznych skupin na trovni EU — harmonizacia s ¢lenskymi §tatmi EU
Edukécia ¢lenov (vratane aktualizacie GCP $kolenia)

Priprava poziadaviek k informovanym sthlasom, S reviziou podl'a potreby

Revizia narodnych poziadaviek podla potreby

Podpora legislativnych navrhov pre ul'ah¢enie uskutocniovania klinickych skuSani na Slovensku

Vyro¢na sprava Etickej komisie pre klinické skiisanie za rok 2024
Verzia: 1.0
Datum: 31. Januar 2025
Strana 15228




Vyroc¢na sprava za rok 2024
Etickd komisia pre klinické skusanie humanneho lieku, pre klinické ski$anie zdravotnickej pomocky a pre §tadiu vykonu
diagnostickej zdravotnickej pomocky in vitro

14.PRC LOHY

Priloha ¢.1: Zoznam hodnotenych klinickych skusani k 23. 01. 2025
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diagnostickej zdravotnickej pomédcky in vitro

Buer Ditum e Typ sadosti Status hodnotenia Cast' Indikiicia
2022-500385-99.0 322 Baricitinib ransition onéen: nd Covid-1
2022-500087-360 4 CRD.740 anéen nd Chronie Heart Failure
2022-500363- 124 emcentingd Inicialna Ziadost oncen, and ovid-1
2022-500252.284 HepaStem -TRANSITION nsition onéen u Acute on chronie liver falure
2022-500367-12-( repocitinib 7 onéent and
2022-501018- . Upadacitinib - TRANSITION ransition anéen and Axial
2022-501073-404 652 iezepati i) icidlna 2 onten, and Tupe 2 Dibetes
2022500252284 19 HepaStcm - SM part 11 onéen and Acute on chronic iver falure
2022-500953-170 3 MORF-057 Inicialna Ziadost ondent and Ulcerative colitis
2022-501744. 7. Tirzepatide (Obesity) 3 onden and Obesity
202 501017314 al Upadacitinib - TRANSITION Teansition onten, and Rhcumatoid arthitis

Baricitinib -Substantial
202 y :
2022-500385-9 bt e Podstaind zmens Uknéené Wand | Covid-19
2022.501480-41-0 TILDRAKIZUMAB Inicidlna Ziadost’ onden and Psoriatic Arthritis
20: 01007-28-0 LY3484356 - Imlunestrant n Ina Ziadost onden and Breast Neoplasms
2022-501420-: Olezarsen - ISIS 678354 nicidlna Ziadost onden and
3022-500363-12-00 SN Bemeentimb odstaind zmenn anéen; T Covid-19
20. AMG 451) 3 onden and Atopic Dermatitis.
Marstacimab n Ina Ziadost’ onden and Haemophilia
& (AMG 451) Inicidlna Ziadost’ ondent and Atopic Dermatitis
122 Tirzepatide - LY3295176 ; onéen: and “Type 2 Diabetes
122 OLPASIRAN inicidlna Ziadost onéen, and Cardi isease
CALO2
CHOLESTEROL , SPHINGOMY . . . Severe Community-Acquired
2-502049- 2 5 ! Y st ) g
2022-502049.91-00 91222 Bl Inicidina Ziadost Ukontené Tand 1 ol ey
1. dopodanie st If 42 28.4.2023
Valhenazine - podané len pre tas 1, ; .
20225022332 21222 . b sd
2022502332500 121222 e Inicidlna Ziadost Ukantené Tand | Schizophrenia
3023-501939-16-00 ZILTIVEKIVAB. Ukonéene Tand 1 Cardi discase
2022-500544-38-00 PE.07850327 round Inicilna Ziadast Ukonéené Wand | Advanced Breast Cancer
2022-503022-13-00 ISIS 678354 (Olezarsen) Inicidlna Ziadost” Ukandené Mand |
2022-502277.41.00 . Ina Ziadost Ukoncené. Hand 1 Miclofate o uevers Bepdls
impairment
7 CONTFZOLI Cidlna Fadost anéen nd Diabetic Foot Infections
1. SPESOLIMAL cidlna Ziadost’ onden and Hidrad
1. HepaStem SM7 ; kongen; and Acute on chronic liver filure
0. Brepocitimib - SM 1 Jkonéen: and
Transition IMP1: STELARA 90 mg
solution for injection in pre-flled
2022-501645-70-00 15223 syringe - USTEKINUMAB Transition Ukanéené Hand1 Crohns Discase
IMP2: Risankizumab
RISANKIZUMAB
2022502778150 VEDOLIZUMAB Iniciéina Ziadost Ukonéen: and Ulecrative colitis
2022-502084-38-0 Darolutamide - Transition nsi onden: and Cancer
2022.501176.26:4 INJ-70033093 - MILVEXIAN anéen and C icase
2022502023 LR302 i onten, and Prevention of presnancy
2022-502024-51- L + Desopestrel nicidlna Ziadost onéen and Prevention of pregnancy
2022-502393-160 Mirikizumab Inicialna ot ondent and serative Colitis.
2022.502077- ULOTARONT - SEP363856 r ancen nd Generalised Ansiety Disorder
2002 502833254 LY3562070 nicialna Ziadost onten and Cardi disease
MILVEXIAN nicidlna st ondent and [ iscase
MILVEXIAN onéen: and Cardic discase
LY3871801 3 angen Rheumatod Arthrits
INCLISIRAN nic i onten and Cardi sease
Tirzepatide - LY3298176 (Diabetes ; "
2022-501073-40-00 27423 o s Podstatnd zmena Ukanéené Wand 1 Type 2 Dinbetes
2022-502174-16-00 28423 AFLIBERCEPT Inicidlna Ziadost Ukonené Tand | Wioular éern secmndary jo retindt
vein occlusion
2023-503452-27-00 28423 TISAGENLECLEUCEL Inicidlna Ziadost Ukontené Mand 1 Beclt "“"!‘::fﬁ‘f;","""““m
2022:501744.15.00 2WAp b i e Podstaind zmena Ukoncené Hand 1 Obesity
2022-502068-19-00 28-Apr23 SECUKINUMAB Inicidlna Ziadost Ukondené Tand 1 Nodsveries oot
tendinopathy
-0 5-May-23 Patiromer Ini st ondent and (Pediatric)
¥ 952 V3437943 nicidlna Ziados onéen: and G

50 ARGX-113 v anéen, and Tdiopathic yopathy
2022-502839-19-0 LY3502970 ni it onden and Obesity
2023-503735- 174 Fazirsiran nicidIna Ziadost oncen, and ‘Hepatic impairment
2022-500545-24-0 . PEO78S0327 onéen: and Breast Cancer
2022-501007-250 1 LY 3484356 - Imlunesirant -SM 1 anéen and Breast Cancer
2022-501480-41-0 6.2 TILDRAKIZUMAB -SM3 s et ondent and Psoriatic Arthsitis
2022501387170 2 ROCATINLIMAB oncen, and Atapic Dermatits
2022-500536-110 OBEFAZIMOD 3 onéen: and Ulcerative colitis
2023-503661 UPADACITINIB anéen and Hidradenitis v
2023-504265-23-0 RVT-3101 - PF-06480605 it onden and Crohns Disease
2025-50329437-0 ROMOSOZUMAB nicidln % oncen u Ostoogencsis Imperfocta
2022-502966-26-0] VAYT36 - IANALUMAB Inicialna Ziadost’ onéent and Sibgren’s syndrome.
2022-501420-20-00 19.623 (Olearsen SIS 678354 SMES pant Podstatna zmena Ukondené [ Severe hyperuryglyceridemia
2022-501705-27-00 5623 XL092 + Nivolumab vs Sunitinib - Tnicidlna Ziadost

podand len gast' 11,3202, Ukonéené Hand1 Aavsacedon Mol oo S
1 dha 23.62023 ook Coll Cmicoom
7563 - 3 ;
2022-502739-20.00 Bz PE-06523859 Inicidlna Ziadost Ukonené. Nand 1 D“““""“’“T:‘I’m“:::""“"““"
23623 XL092 + Nivolumab vs Sunitinib - Advanced or Metastatic Non-Clear

22.501703.2 ¢
2022-501703-27-00 Rilsduta Inicilna Ziadost Ukantené i e b )
2022-502678-18-00 Cagrilintide+ Semaglutide Inicidlna Ziadost” Ukontené Mand 1 Tvpe 2 diabetes
2023-503655-10-00 Upadacitinib Inicidlna 2iadost’ Ukondené Hand1 Severe Systeuic Lupus
2022 502788-30-00 5733 BI 763645 Tniciilna Ziadost Ukontent Wand 1 cute myocardial infarction

6.7.23 Rocatinlimab (AMG 451
2022-501585-224 m s
2022-501585:22.00 Flwaayesd bl N Podstatnd zmens Ukonéené Tand | Atapic Dermatits
812 BAY 1841788 -

22.502425- adost” JKondené o o
2022-502425-18:00 DAROUITAMISS B tacda 5y Inicidlna Ziadost Ukonden Hand 1 Adenocarcinoma of the prostate
202 %D 73 — "

DI IRTNATI0 102 Denosumab Iniciélna Siadost Ukondené Hand1 Post-Menopausal Osteoporosis
= - -
2022-502233.25-00 i Yalenins  Sobatentnal Podstatnd zmena Ukandené Wand | Schizophrenia
modification -SM-1
572 e - E g
2022-501980-42-00 ! Roxadustat Inicidlna Ziadost” Ukontené Mand1 R
idney Disease
2022-502956.29.00 20,32 Lutetium_ vipivotide Iniciélna Ziadost Ukondené Nand | Ofignuseiaseiilc piiata calioi
3023-500544-38-00 3723 PEL07850327 round - SM 1 Ukontent Tand | Advanced Breast Cancer
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EUCT Ditum prijatia Ziadosti do CTIS e Typ diadosti Status hodnotenia Cast' Indikicia
2022-500537-84-01 %6723 OBEFAZIMOD. Tnicialna Ziadost Ukonéend Wand | Ulcerative colits
2022-502937-24-00 31723 UPADACITINIB -TRANSITION Transition Ukongené Nand | Atopic Dermatitis

TRANSITION IMP1
DEXORUBICIN Pris high risk let it
HYDROCHLORIDE iz binotualpis it
2023-505261-84-00 310 DOXORUBIC Teansition Ukandené tand1 e b e
HYDROCHLORIDE Lol e e ek
IMP2: DACARBAZINE - pelvis
DACARBAZINE
2022-501999-26.00 3723 Olezarven “':'\f‘f_?:f;’ =pridanle Inicidlng Ziadost Ukongené Nand1 Severe Hypertriglyceridemia (SHTG)|
2022503778 18.00 1823 Vedolizumah -SM-1 Todstatnd zmens Ukontené. and 1 ulcerative colitis
2023-504869-25.00 3823 UPADACITINIB -TRANSITION Transition Ukondené tand 1 Atopic Dermatitis
2023-503794-38-00 4823 TRANSITION - ASUNDEXIAN Transition Ukondené Hand I Prevestion ol aroke on eysicmi
embolism in atral fbrillation
2023503631 18-00 7823 Tolebrutini nicidlna Ziadost ontent and Multiple sclerosis
12215-10-00 8823 MIMS - Pridanic SVK -MSC iilna Ziadost’ ondené and hacmophilia A
531700 9823 MORF-057 - SM& ; onéené and
10823 Marstacimab - SM1 onéené and Haemophilia
SM 1 -IMP1- STELARA 90 mg
o e 5 solution for injection in pre-filled 4 i Ty
2022-501645-70-00 11823 syringe - USTEKINUMAB Podstatnd zmena Ukonden: Mand 1 Crohns Disease
IMP2:
TRANSITION - BAY 2433334 ’
2023-503793 823 ; Transi cené o e e
023-503793.20-00 1482 TASONDEIAN Transition Ukoncené Wand1 non-cardioembolic ischemic stroke
235032953 - Non-Small C
2025000 2182 Volrustomig Inicilna 2iadost” Ukentené and1 i
2022-501608-85-00 21823 OLPASIRAN SM-2 Ukondené 1land 1 G diseas
- Lupus Enythematosus.
2023-504863-17-00 23823 BIBOSY (Litifilimab) Iniciélna Zadost Ukangené and | Cutaneous, Subacute 2. Chronic
Cutancous Lupus
2022-503022-13-00 8823 SIS 678354 (Olezarsen) - SM1 Ukontené Wand 1 [ Dis
2022-501353-37-00 30823 oy 200 mg ‘ Ukonéené Wand | [@
“atherosclerotic heart and blood
2023-507795-51-00 30823 Obicetrapib - Transition Transition Ukondené Tand I vessel disease (the narrowing of
arteries from a buildu of plaaue)
2022-501418-69-00 31823 MILVEXIAN- SM-1 Podstatnd zmena Ukontené and 1 [of disease
2023-504951-29.00 192 UPADACITINIB -TRANSITION Transition Ukoncené Tand | Crohns Disease
2022-502442-27-00 4933 BI 456906 Ukonéené Wand 1 C sewes
2022-501419-15-00 14923 MILVEXIAN- SM-1 Podstatnd zme Ukontené Iand | i disease
2023-504307-88-00 15923 INJ-80202135 - NIPOCALIMAB Iniciélna Ziadost Ukondené Hand 1 Felinag Neoxanl Allqmminie
2073506171200 15923 AZDU780 Ukongené and 1
2022-502004-40-00 Ex) LY3871801- SM1 Podstatnd zmena Ukontené u Rheumatoid Arthrits
2022-501073-40-00 25923 Tirzepatide SM-6 ; Ukontené [ “Type 2 Diabetes
2022-502077-42-00 25923 SEP-363856 - ULOTARONT- SM1 Podstatnd zmena Ukondené Hand 1 Generalised Anxiety Disoder
2023-303910-60-00 %6923 SARAAIS6 iina Aiadost Ukontend and 1 Rhcumatoid arthritis
5 5 KarXT - TROSPIUM CHLORIDE , " ; . 5 Psychosis associated with
2023-504151-27-00 29923 XANOMELINE TARTRATE Inicidlna Ziadost' Ukonéene Wand 1 “Alzbeimer's Di
2023504207894 AFLIBERCEPT- Transition “Transition oncen: and Retinopathy
2022-502161-194 LOU064_REMIBRUTINIA Sina 7 onéen: and ‘Chronic Spontancous Urticaria
2022-501420.20-4 6.10. SIS 678354 - SM-12 dstaing ancen and Severe
2003-507846-96-4 6.102 Tirzepatide - Transition Transition onen: and Tupe 2 Disbetes Mellitus
2022-502540-12:00 101023 it —— Inicidlna Ziadost Ukoncené and 1 Refractory Status Epilepticus (RSE)
IMPI: - BLEOMYCIN Transition
2023-504821-38-00 10,1023 IMP2: - VINBLASTINE SULFATE Transition Ukondené Tand 1 Hodgkin Lymphoma
2003507657 1500 111023 Mirikizumab - Transition Transition Ukontené Tand 1 Uleerative Colitis
2023-505499-32-00 121023 Baxdrostat Tnicilna iadost Ukongené and 1
2003-508421-13-00 131023 DAY ASUNDEXIANG Inicidlna Ziadost Ukontené Tland 1 Pvenbon afsoun s
Initial embolism in atral fbrillation
2023-503243-34-00 161023 INCB099280 Tnicialna Ziadost Ukontend Wand 1 Solid Tumors
2023-501785-22-00 17.1023 Tebipenem pivoil Tnicidlna 2adost Ukoniené and 1 e e
2023-507459-31-00 17.1023 RANIBIZUMAB - TRANSITION Transition Ukondené Mand I Macular Degeneration
e C-Met overexpressing EGFR
2023-505749-14-00 201023 T""‘:'.R""‘\‘:';”T“’;:"‘" Transition Ukenéené Wand1 wildtype non-squamous non-small
cell lung cancer
2023-504265-23.00 201023 RVT-3101201 - SM1 1 Podstatni zmens Ukoncené Nand | SEVERE ‘B‘;:K";f ROHN'S:
2022-501530-15-00 231023 M3 Part 1and 11 Ukongené Wand | Atopic Dermatitis
HRNAA127 Stage I, 1A, 1B (N2) Non-small
2023-504923-20-00 241023 KEYTRUDA 25 mg/mL Inicidlna Ziadost” Ukondené Nand1 ige 11, (A, UIB (N2) Noa-smal
Cell Lung Cancer
concentrate for solution for nfission
2022 502303-16-00 251023 iriki -sM2 Podstatnd zmena Ukontend Wand 1 Ulierative Colitis
2023-504564-42.00 251023 ROSNILIMAB -Initial Inicilna Ziadost Ukongené Tand 1 Ve t‘\::f"“"""‘"d
2022-500273-14-00 301023 (CRAMERHELE AMMISTOMSS Inicidlna Ziadast” Ukonéené and 1 L rosbey et
sl disease in patients with ESKD
Primary prevention of
2022-502779-40-00 301023 INCLISIRAN - SM-15 Part Il only Podstatna zmena Ukondené u atherosclerotic cardiovascular
disease (ASCVD)
2023-505699-31-00 301023 Upadacitinib - Transition Transition Ukontend and 1 Uleerative Colitis
2022-501703-27-00 311023 L0022 fyohimmah iu Sunkiath Podstain zmena Ukontené Tand 1 Adiond on Mctamagt P St
SM-3 Cell Renal Cell Carcinoms
0335046783900 311023 XXBIS(0-lnitial Tnicialna Ziadast Ukontend Wand | Heart Failure
HUMAN NORMAL
2023-505946-24-00 IMMUNOGLOBULIN .
61123 HYALURONIDASE (HUMAN Inicidlna Ziadost' Ukondené Primary Immunodeficicncy Discases
RECOMBINANT)
91123 ABBV-066 Ukontene Wand | Crohn's disense
91123 PE-07850377 round- SM-3 Podstatn zmena Ukonéend and 1 dvanced Breast Cancer
101123 ‘Chronic Kidney Discase and High
2023-504124-26-00 Zibotentan + Ukonéené Wand 1 Proteinuria
2022-501007-28-00 101123 SM2 - LY 3484356 Imlunestrant Podstatn Ukonéené Wand | Breast Neoplasms
101123 Metastatic castration resistant
2023-504957-11-00 ODM-208 TOSILATE Inicidlna Ziadost Ukondené and 1 Drostate cancer
2023-505061-82-01 101123 UPADACITINIB ‘ Ukonéene Wand 1 Alopecia Arcata
2
2003-506543-41-00 131t OCRELIZUMAB- TRANSITION Transition Ukontens. Nand1 Multiple sclerasis (MS)
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Vyroéna sprava za rok 2024
Eticka komisia pre klinické sksanie huméanneho lieku, pre klinické skusanie zdravotnickej pomdcky a pre §tidiu vykonu
diagnostickej zdravotnickej pomédcky in vitro

EUCT Ditum prijatia Ziadosti do CTIS e Typ diadosti Status hodnotenia Cast' Indikicia
2023505673324 2011 ALXNISS0 Tnicialna Ziadost onen: nd
2022-500545-24.4 122 PE-07850327 round -SM-1 ancen nd Advanced Breast Cancer
2023-508770-28-0 22.11. PANTOPRAZOLE -Transition Transition ondené and EROSIVE ESOPHAGITIS
2023-506029-124 2311 Atogepant -Initial Tnicidlna Ziadost onend and Misgaine
2023-505904-41-00 231123 SEBETRALSTAT - TRANSITION Teansition Ukondené had Hereditary Angioedema Type | oe 11
20225035 18-98-00 21123 Rilecitinib Tosiate il 2 Ukontend and 1 Viiligo
2023-508022-10-00 27.11.23 BARICITINIB -TRANSITION Transition Ukondené 1and 1 Rheumatoid Arthritis
2022-502679-43-00 301123 CAGRILINTIDE . SEMAGLUTIDE| Inicidlna ziadost Ukontené Wand | Type 2 disbetes
2033-507640-36-00 301123 BAXDROSTAT dina Ziadost Clkontent Wand 1 Resistant Inpertension (FHTN)
2023-506893-11-00 Zibotentan + i aina Yiadost Ukondené and 1 Cirthosis of the liver
2022-502839-19-00 LY3502970- SM-1 Ukonéené Wand | Obesity
— ARGX-113 - EFGARTIGIMOD
2023-508645-40-00 'ALFA TRANSITION Transition Ukondené Mand 1 Bullous Pemphigoid (BP)
2023-506308.24.00 4122 KEYTRUDA_PEMBROLIZUMAB Inicidlna ziadost Ukondené Nand | Neck Squamous Cell Carcinoma
2023-503661-28-00 40223 UPADACITINIB - SM-13 PART 1l Podstatng zmena Ukondené 1 Hidradenitis Suppurativa
e =
2023-508857-4200 41223 CAGRILINTIDE, SEMAGLUTIDE Iniciilna Ziadost Ukondené Hand Chionie K"’:f.’h?":"‘ Type2
- Primary high risk leiomyosarcoma
SM-3 of TRANSITION -
2023-505261-84-00 81223 SFAN Ukonéené Nand1 "ﬂ""’:‘:ﬁ’“ :: s "“‘_"""r
EPIRUBICIN HYDROCHLORIDE R iy
2073 5054388500 51223 Sclatosrel TRANSITION Transition Ukontené and 1 ial i
2022:501176.26:00 51223 T MR Podsains zmena Ukantené i Candionascalar discase
0235052522100 61223 Patiromer SM-1 Ukongené and | (Pediatrc)
2023-507772-50-00 81223 [PHE¥c0:1 000 MBylal: sotitivn R Transition Ukonéené Hand1 PEMA-fositive MUiHAIS
- Transition
BAY 1841788 )
22.502425: 2122 ” "
2022-502425-18.00 231223 AL ATDE Podstatnd zmena Ukontené Hand 1 Adenocareinoma of the prostate
ADAPTY TULISOKIBART Inicidlna Ziadost" Ukonéené Tand | Ulcerative colitis
2073-503659-85.00 SMS Retatmitide Pods Ukonéene and | <
2023-505672-30-00 RO7247669 Transition Ukongené Hand 1 Unmmorable oMol
Melanoma
2022-500345-25-00 Eirasimod - pridanie MSC Inicidlna Ziadost’ Ukandené and | Molenitely fo sayseely csive
uleerative colitis
2023-501418-69-00 Milvexian - SM6 Ukonéené Wand | ‘Acite Coronary Syndrome
2023-504711-32:00 ADALIMUMAB - Humira Transition Ukontené and | Ulcerative Colitis
2023-507795.51-00 Obicetrapib - SM1 - po tranzicii Podstatn zmena Ukondené Hand | Athesoaclerotiz heart and blocd
vessel discase
2023-503793-20-00 201223 AMcLof tmniitoned tial BAY Podstain zmena Ukonéené Tand 1 Prevention of ischemie stroke
2433334- Asundexian
7023305396 ERMIN - ™ - ;
2023-505306-71-00 =) PEGII’ANE_RMIP:I dopodanic Part e B E) = Early Alimers Discase with
2022-500953-17-00 221223 MORF-057 - SM10 Podstatng zmena Ukondené 1 Modenfely i saverelyactive
ulcerative colitis
re— Gaempic | mg - SEMAGLUTIDE - Ttk e — Diabetic retinopathy development
transition and progression
2023-506906-38-00 5124 RICOMAR G OPOSEA: Inicidlna Ziadost” Ukondené and 1 Follicular Lymphoma
2022-501999.26.00 201223 ISIS 678354 - Olezarsen - SM7 Podstatni zmena Ukenéené Tand | Severe Hypertrighyeeridemia (SHTG)
2023-506195-27-00 FINTEX] UPADACITINIB i Ukunéené and 1 iligo
2023-508085-15-00 8124 licpekimab Iniciilna ziadost' Ukondené Hand 1 Chaoui O"’[',’;'s‘:;;: Pilwoensy
2073-504358-36-00 3124 Frexalimab Ukonéene Wand 1 i
2022-500536-11-01 £.124 SM-13_ ABX464 - OBEFAZIMOD Podstatns zmena Ukondené n Moderakely o éeversty active
ulcerative colitis
Mild cognitive is ment (MCI)
o N TRANSITION_Rybelsus 3 mg . T
2023-506919-18-00 9.1.24 1ablets - SEMAGLUTIDE “Transition Ukonéené: Nand 1 or mild dcll\cnlﬂ: both of the
Alzheimer’s type
2022-500537-84-01 9.1.24 SM-16- ABX464 - OBEFAZIMOD | Podstaind zmena Ukondené I Modersiely fo seysiely active
ulecratve colit
Mild cognitive impairment (MCI)
2023-506918-45-00 10,124 Treaaion Rybctsus Transition Ukontené Nand1 o mild dementia, both of the
_SEMAGLUTIDE i
Alzheimer's type
2022-502788-39-00 10124 BI 765845 - SM-1 PART Il onl. Podstatnd Ukongené i Acute myocardial infarction
2023-507031-38-00 10.1.24 TRANSITION TOZORAKIMAB Transition Ukondené Nand 1 Severe viral lung infections
A patinol 1124 Tolebrutinib Resubmission InicidIna Ziadost konéené Nand | Multple sclerosis
2023-509206-29-00 12124 AFLIBERCEPT Inicidlna Ziadost Ukondené Hand1 Ieovmsoular age-relaled mmaculi
degeneration (nAMD)
2023-505929-13-00 12124 VAY736 - IANALUMAB Ukontené Wand 1 Systemic Lupus Erythematosus
‘Non-small cell Tung cancer with
Ruzlytrek - ENTRECTINIB i ROS proto-oncogene 1, receptor
507494 2 :
2023-507494-18-00 15124 _TRANSITION Transition Ukonéené: 1and 1 tyrosine kinase (ROS1) gene
IN-S6021927 - High risk recurrent prostate cancer
2023-505852-23-00 16124 APALUTAMIDE, TRANSITION Teansition Ukondené and 1 previously treated with radical
2023-507846-96-00 17.124 Ticzopatide (:‘.'[ oftransitioged Podstatni zmena Ukontené Mand 1 Type 2 Diabetes Mellitus
2023-509190-2300 17.0.24 LY3819469 SODIUM Iniciilna Ziadost Ukongené Hand | Alberadclerchic Canlrmscnlar
Discase Elevated Ip(a)
2023-503289-22-00 18124 LY3541860 { Ukontené. and | Relapsing
2023-508630-34-00 19.0.24 Retatrutide - LY 3437943 SODIUM InicidIna ziadost Ukondené Hand 1 Obesity. Overweight
2023-503333-22-00 19.0.24 GLYCOPYRRONIUM BROMIDE, Inicidlna Ziadost’ Ukontené and1 Moderme 1o sovees controlcd
- oridanie MSC asthma
Risankizumab - ABBV- .
505478.. :
2023-505478-14.00 2124 ROt Transition Ukonéené and 1 Poriatic Arthritis
2022-502024-51-00 25124 LEVONORGESTREL - SMS ; Ukonéené Wand 1 Prevention of pregnancy
2022-501074-19.00 SPESOLIMAR - SM§ Podstatnd Ukonéen: Wand | drad: iva
2003-506696-10-00 TIRAGOLUMAB Ukondend and | Non-Small Cell Lung Cancer
L-ACETYLLEUCINE -
2023510278 2612 7 %
2023-510278-14.00 26124 S Ririon Transition Ukonéené Nand 1 NiemannPick disease type €
2073508158240 6124 MORF-057 Ukunéené Wand | Crohn's Disease
Chronic Lymphocytic
2023-508005-24-00 26124 Lisafloclax Iniciilna Ziadost Ukondené Nand 1 Leukemia/Small Lymphocytic
Lymphoma
SEVERE COMMUNITY-
2022-502049-91-00 29124 CALO2- SM-21 Resubmission Podstatnd zmena Ukondené u ACQUIRED BACTERIAL
PNEUMONIA (SCABP)
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Vyroéna sprava za rok 2024

Eticka komisia pre klinické sksanie huméanneho lieku, pre klinické skusanie zdravotnickej pomdcky a pre §tidiu vykonu

diagnostickej zdravotnickej pomédcky in vitro

EUCT Détum prijatia Ziadosti do CTIS e Typ Hadosti Status hodnotenia Cast® Indikiicia
5 2 MIDE - TRANS|
025092214700 BI04 APALUTAMIDE - TRANSITION Transition Ot i Y
2023-506457-38-00 EIREY DAPAGLIFLOZIN_Baxdrostat Inicilna Ziadost Ukondené Hand1 Chioské Kidoey deaee CKD) s
PALBOCICLIB CAMIZESTRANT| : A Estrogen Receptor-Positive, HER2-
2023503995 3. &
023-503995.26-00 1124 RANSITION Transition Ukanené Nand ) N Aol Dot G
FORMOTEROL FUMARATE - = Severe and inadegquately controlled
2023-505786- 22
2023-505786-88-00 1224 TRANSITION Transition Ukontené Nand 1 i
2023-504821-38-00 2224 PREDNISONE - $M1 Podstatnd zmena Ukonéené Hand 1 Clessical Hidgkin tympboniafn
children and youns adults
2023-506197-12.00 8223 AZDOTS0 SM 1 Ukonene Wand 1 i
2023.507556-68-00 9224 FINGOLIMOD _TRANSITION Transition Ukongené Wand | Multnle Sclerosis
2023-510426-33-00 9224 OZANIMOD - TRANSHTION Transition Ukondené Hand Wioglratel fo Sovedty Actim)
Crohn's Discase
TRANSITION Lynparza 100 mg ‘Metastatic castration-resistant
2024-511 144 22202 ¥ Jkondené
TN 222004 film-coated tablets - OLAPARIB Teamsiticn Vkonlend Hem! prostate cancer
2023-504869-23-00 1522024 poadciia ml: Crpciiice] Podstatnd zmena Ukonéené Wand | Dermatitis atopic
TRANSITION BIIB0SS- 7 = ‘Chronic Cutancous Lupus
2023-505634-94-00 b Transition Ukondené Nund 1
2022-501017-31-00 1622024 UP?TI:’::‘:—‘TJ‘B';::;‘ LS, Podstatna zmena Ukonéené Mand 1 Rheumatoid arthritis
2023-508377-82-00 1522004 Spesolimab_Initial T C Ukonéené Iand 1 Hidradenitis Suppurativ
2023-508520-36-00 1622024 Polinex Ouatiro Ukunéené Wand | 1 allersic hinitis
2022-502068-19-00 1622024 SECUKINUMAB-SM-1 Podstatni zmena Ukongené Tand | e
tendinoathy
2022-501
1922024 S\ Podstatnd zmer Ukontené Hand1 Atopic Dermatitis
KarXT - TROSPIUM CHLORIDE , e b ot il
202350415 2022004 XANOMELINE TARTRATE - SM- Podstatnd zmena Ukondené. Hand1 i
: ‘Alzhcimer's Disease
2022-500290-14-01 2322004 SARMLG2 HOLTEASERITE - Inicidlna #adost Ukonéené Wand 1 Colitis ulcerative
BALCINRENONE, % i ¥ Chronic HF and comorbid
2023-508162- 232202 . ¢ ondené
AR50 B DAPAGLIFLOZIN sicHiae St X Wand] impairment of kidnev function
2023-503298-39.00 2322024 Volrustomig -SM-1 Podstatna zmena Ukondené Hand 1 MicasiaticNon Sl Gt Ly
Cancer (mNSCLC)
2023-507407-59-00 232204 BUDESONIDE Inicidlna Ziadost Ukondené and 1 o Obstrvetne Falimoomy
Disease (COPDY
2022-502956-29-00 2622024 Pluvicto_ PIFLUFOLASTAT - $M-1 Podstatni zmena Ukondené and 1 Oligomelastatic prostate cancer
2022502833250 272204 V3502970 - SM9 Pods Ukonéene Wand | Obesity
TNJ-80202135 - NIPOCALIMAB Fetal and Neonatal Alloimmune
2023-504307-88-00 2 2024 SM-2 Podstatni zmena Ukonéené u NAIT)
- VOLOCL: : | | Adults at highrisk of cardiovascular
2023-503673-38.00 292204 EVOLOCUMAB_TRANSITION Transition Ukongené and 1 : ;
events without prior MI or stroke.
2023-503655-10-00 2922024 Upadacitinib SM-1 Ukondené Nand 1 Sypenic L“‘(;.“LE;"“"“'“"""“
0235101831200 352300 EFTINEZUMAB_TRANSITION Transition Ukongené Wand 1 Chronic migraine
2023-505277-32:00 2922024 EPCORITAMAB_TRANSITION “Transition Ukonéené Hand | Dillise "‘":;t:;:h”’""""""‘
Ranibizumab TRANSITION - :
2023507450 202202 ‘ o
2003-507459-31-03 202204 R g S Transition Ukanené Nand ) wet macula degeneration
ASCIMINIB
2023.508838-33.00 1324 HYDROCHLORIDE_TRANSITIO Transition Ukandené Nand 1 Chronic Myeloid Leukemia
N
2022502540100 132024 Ganaxolone SM-§ - Uknteat Nand1 Reffactory Status Epilepticus (RSE)
A R Truxima_Revlimid_Fpeoritamab T P Thaid it Relapsed and Refractory Follcular
Lymphoma
2023-510298-33-00 432024 M“‘“'“‘LENZ“Lg{"‘M IDZETR Teansition Ukontené Hand1 Prostate Cancer
2023-508101-24-00 432024 VINDESINE Transition Ukondené Mand 1 Lymphoblastic lymphoma
TRANSITION IMP1
ENCORAFENIB . " Colorecal cancer (BRAF V60OE-
2023.500405- 2 enié
2023.509405-77-00 43204 ERCOR T BNIN BB S Gl Teansition Ukondené and 1 oo
CETUXIMAB
0235091341900 632008 SYD-101_TRANSITION Transition Ukontené and 1 Myopia
2022-500495-65-00 8324 Marstacimab_SM-2 ods Ukonéene and | Hacmophilia
INJ-70033093- MILVEXIAN - SM-| z " Acute Ischemic Stroke and High-
2022-501176-24 202
2022-501176-26-00 B0 28 Fodeaing mach o] Taed) Risk Transient Ischemic Attack
2023-506704-14-00 11324 CARBOXAMIDE Inicidln Zisdost” Ukondené Nand 1 Molersiely o Sevesely Atlive
Croha's Discase
3023.510446.24-00 11320 PONSEGROMAB Transition Ukontent Wand | Cancer cachexia
MINIUV] Newly-diagnosed high-intermediate
2022-500237-92-00 12324 TAFASITAMAB_LENALIDOMID “Transition Ukondené Mand 1 and high-risk diffuse large B-cell
E_TRANSITION lymphoma (DLBCL)
TR 02 T -
2023-507851-31-00 13.3.2024 RAVULIZUMAB Inicidlna 2iadost Ukoncené Hand1 |mmllll0xk»\(l::!nA.:l:l<phm|\ﬂlhy
2022-502966-26-01 1332004 VAY736 IANALUMAB - SN Pods Ukonene Wand 1 Sigeren's syndrome
2023-510148-19-00 13.3.2024 AZDS462 Ukonéené. Wand | Chronic Heart Failure
2022-501418-69-00 153204 NN ML VERIAN.- Rodstatid zrieny Ukonéené Tpsd) Acute Coronary Syndrome
2022-502839-19-00 1532024 LY3502970 - SM-2 Ukonéene un Obesity
70033093 - MILVEXIAN - : Ukonéené o
2022-501419-15-00 1532004 e . Podstain zmena Vioitiest Taat] Atrial Fibrillation
Tnicialna Ziadost Ukontene and1 Hormone receptor-positive, her2-
2023-506487-1300 1832024 PE-07220060 MONOHYDRATE negative advanced metastatic breast
cancer
2022-502937-24:00 2232024 Upsdiciinh> SHeL of TOWNINS ER DNt 1y Atopic Dermatitis
“Transitioned trial
Ukanéené Wand 1 ‘Atherosclerotic cardiovascular
2023-506926-35-00 23202 Ziltivekimsh TRANSITION Transition discase, chronic kidney disease and
systemic
2023-500412-28.00 NNCOIT-0111 ‘ Ukontené Wand | Tupe 2 Disbetes
2004751 1089-36-00 TEV-48574 TRANSITION Teansition Ukontené Wand 1 Crohn's disease.Uleerative colifis
QUINIDINE Ukondené Wand 1 ‘Agitation in Patients With
2023-504991-3 23 B ;
RSN iy SULFATE_TRANSITION Teosiion Dementia of the Alzheimer's Type
KVD900 - SEBLTRALSTAT - SM- Podsiaind zmena Ukonéené Wand |
2023-505904-41-00 2632024 e aiin Hereditary Angiosdema Type [ or 11
2023-506769-67-00 2632004 TAK-279 Tnicialna Ziadost Ukontene Tand 1 Ulecrative Colitis
TQI230 - PELACARSEN ) Ukonéené Wand | .
2023-508292-37-00 263204 sBtisalii Transition Cardiovascular
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Eticka komisia pre klinické sksanie huméanneho lieku, pre klinické skusanie zdravotnickej pomdcky a pre §tidiu vykonu

diagnostickej zdravotnickej pomédcky in vitro

EUCT Détum prijatia Ziadosti do CTIS e Typ Hadosti Status hodnotenia Cast® Indikiicia
NDO0612_ CARBIDOPA Ukonéene 1and 1
2024-511940-2 263202 s }
2024-511940-20-00 2632024 LEVODOPA TRANSITION Transition Parkinson's disease
Ina 2i r Uk é u 1 Sta V: -5 13 -1
2024-510640-32-00 2732024 PEMBROLIZUMAB Inicidlna 2iadost oncens and Higs VNS qouions noardaonll
cell ung cancer
2022502422700 3732004 BI256906 SM-1 Ukonéené Wand 1 Obesity
123-504716-15. Kené i i
202330161500 2832024 Gusclkumab, TRANSITION Transition Vbt el Pscriatic Arthitis
2023-508821-28-00 28.3.2024 LU AG09222 Inicidlna Ziadost” Ukondené lland 1 Migrair
2024-511553-22-00 2932024 OZANIMOD_TRANSITION Transition Vhcirend WandY Moderslely o Sesercly Aciive
rohn's Disease
Tnicidlna Ziadost’ Ukontené Wand | Juvenile Absence
2023-508095-11-00 2424 BRIVARACETAM Epilepsy.Childhood Absence
Enilepsy
003 005443800 42024 PF-07850327 round SMt i 2o Ulkonten: Wand 1 ‘Advanced Breast Cancer
2022-502779-40-00 2022 INCLISIRAN SM-24 PARTII ods Ukonten, 1 C discase
2022-501007-28-00 2022 LY3484356 SM-3 ods Ukonéen: and | Breast Neoplasms
2023-509606-30-00 2024 MESALAZINE i Ukongen and | [
2 5 . : y d i
S00833-38-00 Ry STALORAL TRANSITION St Ukontené Wand | Birch Pollen-induced Allergic
3023506962 : . ;
2023-506962-30-00 G TN T Ukonéené Wand 1 Pk s;ﬁ)lohtpﬂ(ms
2024-510727-19-00 UPADACITINIB Transition Ukontené and 1 Crohn's Disease (CD)
20 03-30-00 BLINATUMOMAB - MSC Inicidlna Ziadast’ Ukontené Wand 1 Acute leukemia
2023-505396-71-00 PEGIPANERMIN_XPro1595 Podstatna zmena Ukancené 0 Early Alzhcimer's Disease with
A B i
2073-506004-93-00 EFAVALEUKIN ALFA Transition Ukontené and 1 Uleerative Colitis (UC)
2023-503735-17-00 Fazirsiran - SM1 Podstatna Ukondené and 1 Hepatic impaiment
2023-510428-55-00 BRIVARACETAM TRANSITION Transition Ubontent Tand1 Chiichong ;‘:"“;‘?l'l‘::y
(GUSELKUMAB , GOLIMUMAB - % Moderately to Severely Active
504743 ; y y
2023-504743-13-00 16424 TRANSITION Transition Ukonéené 1and 1 Uleerative Colitis
2023-503061-82-01 16424 UPADACTTINIB - SMI Ukonéené Wand 1 Alopecia Arcata
2023-507415-35-00 1742024 TILDRAKIZUMAB_TRANSITION| Transition Ukondené fand 1 Psociatic Arthritis
2023-507031-38.00 1742024 TOZORAKIMAR. SM:7.of Podstatnd zmena Ukongené 1 Severe viral lung infections
transitioned trial
2023-503659-88-00 174202 Retatnutide SM-6 Podstaing Ukongené i Obesity.C.
2023-506688-32-00 18.42024 CENOBAMATE_TRANSITION “Transition Ukondené Hand | Feleaey G‘""'s:‘,'“"’:; o
2023-506046-24-00 3332004 Efavaleukin alfa_Transition Transition Ukonéene Wand 1 Uleerative Colitis
Neovasculr age-related macular
2024-511665-11-00 2442024 AFLIBERCEPT Initial Inicidlna Ziadost' Ukoncené Hand 1 degeneral {(nAMD). Diabetic
macular edema (DME)
e Geographic atrophy (GA) secondary
2023508571 24,4202 ? i : related Mac
2023-508571-37-00 244202 3040, BANIGOPAN, Traashion Transition Ukondené and 1 t0 Age-related Macular
2023.505755-40-00 %6424 BAY 3283142 Ukunéené Wand | Chronic kidney disease
2004-511 1842800 26424 SPL4 Inicidlna ziadost Ukontené Tand | Cysic fibrasis
- \2) Noa-
2023-504923-20.00 2942024 KEYTRUDA - SM1 Podstatni zmena Ukondené Wand | Sl A T Qv oL
Cell Lung Cancer
23-503785-22 20420 it - " ; complicated urinary tract infection
2023-503785-22-00 29.4.2024 Tebipenem pivoxil - SM1 Podstatnd zmena Ukondené Handl (cUTI) or scute pyelonephritis (AP)
HUMAN NORMAL
2022-502095-23-01 20.4204 IMMUNOGLOBULIN , HYALUR Inicidlna Ziadost” Ukontené and 1 Primary Immunodeficiency Discases
ONIDASE
2023-507705-34-00 29.42024 VEDOLIZUMAB Inicilna Ziadost Ukontené Hand1 Mudanis fo Severe Active
Uleerative Colitis
2004-510696-38-00 3042004 1SIS 678354 - Transition Transition Ukontené Tand 1
2023-503661-28-00 30.4.2024 UPADACITINIB - SM18 Podstatna zmena Ukonené. 1and | Hidradenitis Suppurativa
)
2023-505730-12-01 3042004 LOUOG4 - REMIBRUTINIB Iniciilna ziadost Ukondené Tand G "’?l";g:j)‘ e
Metastatic or unresectable locally
2024-512038-13.00 3042024 ENCORAFENIB - TRANSITION Transition Ukonéené and 1 advanced BRAF V600E/K mutation
positive melanoma
2022502758-39-00 3042004 B1 765845 - SMS P Ukongené Wand 1 ‘cute myocardial infarction
2022-500845-24-00 30.4.2024 PF-07850327 round - SM3 Podstatnd zmena Ukongené Mand [ ERCHMER 2(:.':"‘:"‘“ Brous
2024-510809-28-00 30.4.2024 ENZALUTAMIDE - TRANSITION Transition Ukonéené Hand | Metsstitic Criaitjon cousiese
Prostate Cancer
z 2
2004-514180-25-00 1524 TUCATINIB - TRANSITION Transition Ukondené Hand [ mieseciable ot metfatatio HER2Y
colorectal cancer
2022- 29.4.2024 ULOTARONT - SM2 Podstat Ukontené Mand 1 lised v disorder
2022-501073-40-00 7.5.2024 Tirzepatide - SM-§ Podstatnd zmena Ukondené 1and 1 Type 2 Diabetes
2023-508270-29-01 7.5.2024 ASO FACTOR B_ISIS 696844 3 Ukonéene 1and 1 Hepatic Impairment
; . Moderate to Severe Uleerative
2023- 2 7.5.202 : 4
2023-507974-42.00 52024 SERaNeD ARG Transition Ukonéené and1 el
p— Metastatic Hormane-sensitve
2023-504998-20-00 752024 < "":\"CAES;\“TE?T‘QZ’;};:;:NF Transition Ukonéené Wand 1 Prostate Cancer Characterised by
PTEN deficiency
2023-50934512.00 852024 Louoeax, Transition Ukonéené Wand | Muliple Selerosis
o - R REMIBRUTINIB_TRANSITION
2024-511363-28.00 1052024 SONELOKIMAB ‘ Ukontené and | hidradenitis suppurativa
2023-506399-25.00 1352024 RISANKIZUMAB_TRANSITION Transition Ukonéené fand | Crohn's Disease
2003504471400 TRANSITION Transition Ukonéene Wand | Chronic plague pso
2022-502841-91-00 TRANSITION Transition Ukonéené Wand | Crohn's Disease
2024-511213-38-00 Amlitelimab Inicidlna Ziadost’ Ukontené and 1 Coeliac di
Part 1B &1C HR-positive HER2-
negative breast cancer, Part 2D
mCRPC.Part IF Prostate
cancer,Part 1A/Part 1D/Part I E
ENZALUTAMIDE ) . Breast cancer. NSCLC. prosate,
24-512120- 5202 s &
2S00 15202 PF.07220060-5mg_TRANSITION o L ITa3E CRC, liposarcoma, or tumors with
previously confirmed CDK4 or
CONDI amplification. Part 24, 28
& 2C HR-positive HER2-negative
breast cancer
2023-504719:3400 1452024 Guselkumab_TRANSITION Transition Ukongené and | e Sl ete
< Uleerative Colitis
Adult patients with follicular B-cell
non-Hodgkin ymphoma grade 1-
2023-503452-27-00 14.5.2024 TISAGENLECLEUCEL_SM-1 Podstatnd zmena Ukondené Mand I 3A, relapsed or refractory after at
least two prior lines of systemic
therapy
T Dibedl S ol rmidiast R Deiias i Severe and inadequately controlled
14.5.2024 ROCATINLIMAB SM-4 Podstaind Ukonéené. Wand | Atopic Dermatitis

Vyroéna sprava Etickej komisie pre klinické skuSanie za rok 2024

Verzia: 1.0
Datum: 31. Januar 2025

Strana 21z28




Vyroéna sprava za rok 2024

Eticka komisia pre klinické sksanie huméanneho lieku, pre klinické skusanie zdravotnickej pomdcky a pre §tidiu vykonu

diagnostickej zdravotnickej pomédcky in vitro

EUCT Détum prijatia Ziadosti do CTIS e Typ Hadosti Status hodnotenia Cast® Indikiicia
z FHacmophilia A (with o without
MIMS - SM-8. Whontend Hand1 inhibitors)
Easinophilic csophagitis (EoE) s &
are, hronic inflammatory disorder
triggered by an immune response o
2023-504277-20-00 15.5.2024 TEZEPELUMAB_ TRANSITION Transition Ukonéené Hand I Bods aid seccomiiipas ad.
characterized by a combination of
esophageal dysfunction and
cosinophilic infiltration of the
esophagus
2022-501587-17-00 15.5.2024 ROCATINLIMAB SM-12 Podstatna zmena Ukonéené Wand 1 Atopic Dermatitis
2022-500345-25-00 1552004 ETRASIMOD_SM-40 Podstatnd zmena Ukondené Tand Modsicly & savecly scths
uleerative colitis
CAGRILINTIDE
2679- 20 a Kot 2 diabetes
502679-43-00 165.2024 SEMAGLUTIDE SM-1 Podstatnd zmena Ukonené n Type 2 diabetes
2024-511285-37-00 16.5.2024 BEROTRALSTAT_TRANSITION Transition Ukondené Mand I Hereditary Angioedema
Previously untreated Chronic
ACALABRUTINIB ’ ; ;
2023-509349-11-00 1652024 o “Transition Ukonéené ) ic Leukemia Without
OBINUTUZUMAB_TRANSITION bt idory
: High risk recurrent prostate cancer
APALUTAMIDE - SM1 ) . .
5 ] S :
17524 bty Podstatn zmena Ukonéené Nand 1 previously treated with radical
LUTETIUM VIPIVOTIDE PSMA iV inetastatis:
2023-507772-50-00 17.524 TETRAXETAN - SM1 Podstatna zmena Ukongené and1 Eobdamsiond
3 castration-resistant prostate cancer
(transitioned trial)
2024-511560-93-00 17.524 ICLEPERTIN - TRANSITION Transition Ukondené Mand 1
2004-512119-34.00 17524 ENCORAFENIB - TRANSITION Transition Ukondené Nand | MR e ol
2023-505962-28.00 17524 DRONEDARONE - Pridanic MSC InicidIna Ziadost Ukonéené Hand | Persinus sptail el
2023-504951-29-00 17524 UFADACHIS SM1 Podstatnd zmena Ukontené Mand 1 Cron's Disease
(transitioned trial)
ARGX-113 - EFGARTIGIMOD .
2023-508645- . 5 j
023-508645-40-00 17524 RISk et g Podstatnd zmena Ukonéené Wand 1 Bullous Pemphigoid (BP)
2024-510735-21-00 17524 INCLISIRAN - TRANSITION Transition Ukontené Hand ! Atpeclerotis ardovmecfat
disease (ASCVD)
2023-506994-36-00 2052024 RISANKIZUMAB - TRANSITION Transition Ukonéené Nand Ulgerative Colitis
DE SEMAGLOTIOE]
2022-502678-15-00 2052024 B T Podstaing zmena Ukontené Tand 1 Type 2 disbetes
ASCIMINIB
2024-510947-71-00 2152024 HYDROCHLORIDE_TRANSITIO Transition Ukondené and1 Chronic Mycloid Leokemia
N
T 7 Metastatic or unresectable locally
ENCORAFENIB_PEMBROLIZUM ’ dreiday
2023-509471-17-00 2152024 'AB TRANSITION Transition Ukondené Mand 1 advanced BRAF V600EK mutation
sositive melanoma
2023-508840-22-00 2252024 IPTACOPAN Transition Ukondene Hand 1 Atypical hemolytic uremic syndrome
LOU062 - REMIBRUTINIB - : . - -
2023.509372- 24,5202 s .
2023-509372-41-00 245204 e il Teansition Ukondené Nand 1 Muliple Selerosis
0235074731700 7752004 TULISOKIBART -SM-1 Podstaind zme Ukontené it Uleerative colits
2002-501703-27-00 285204 XL092 -SM-6 Podstaind zmena Ukondené Hand | Adimbeed of Asiet 1o Clest
Cell Renal Cell Carcinoma
2023-501480-41-00 332004 TILDRAKIZUMAB - SM10 Podstand Ukonéené and | Poriatic Arthritis
2022-501999-26-00 2952024 SIS 678354 - SM-12 Podstatnd zmena Ukongené 1 Severe Hypertrighyceridemia (SHTG)
2003-504718:31-00 2052024 Gusclkumsh - TRANSITION Transition Ukondené Tand | Moty i Sy At
Uleerative Colitis
p " IPTACOPAN HYDROCHLORIDE 3
2023-509331-83-00 29.52024 - TRANSITION Transition Ukondené Mand 1 ‘complement 3 glomerulopathy
2023-509856-32-00 3052024 BORTEZOMIB “Transition Ukonéené Hand 1 o kcbleic ke iy
children and adolescents
2024-511686-11-00 3052024 OFATUMUMAB - TRANSITION Transition Ukondené Hand Multiple 5‘::“’::‘:" pediacic
20335061 84-34-00 ATEZOLIZUMAR Transition Ukontend Wand | Advanced
202 15673-32-00 ALXNI850 - SM1 Ukontené 1and 1
Prevention of ischemic stroke in
BAY 2433334 - ASUNDEXIAN - y patients post acute non-
23-503793-21 5202 s g
2023-503793-20-00 3152024 2 Podstatna zmena Ukonéené ‘caidliembolic schemic stroke or:
high-risk transient
2023-507846-96-00 3152004 Tictpatile.: St:;l L epniioned Podstatni zmena Ukondené Hand1 Type 2 Diabetes Mellitus
HUMAN NORMAL
2023-505946-24-00 4624 IMMUNOGLOBULIN , HYALUR Podstatna zmena Ukonéené 1 Primary Immunodeficiency Discases
ONIDASE - SM1
BRENTUXIMAB
VEDOTIN_DOXORUBICIN oo - ;
2022-500031- 202 L A shigs TA
2022-500031-37-00 462024 R IO s Tnicidlna iadost Ukondené and 1 stage IAVIIA Hodgkin lymphoma
MSC AM-2
2023-505974-14-00 5624 OCRELIZUMAB - TRANSITION Transition Ukongené fand { Multple Selerosis (MS)
2023-509133-39-00 5624 ALPELISIB_TRANSITION Transition Ukondené Hand1 Homndue secep postlore HERZ
negative advanced breast cancer
2023-509300-14-00 562024 ARO-APOC3 PFS Inicidlna iadost Ukonsené and 1 Severe hypertriglyceridemia (SHTG)
2023-500301-80-00 562024 ARO-APOC3 PFS Inicidlng Ziadost Ukondené Nand | Severe hypertriglyceridemia (SHTG)
= UPADACITINIB - SM-1 - 2 % , "
2023-505699-31-00 562024 o Podstatni zmena Ukonéené Wand 1 Uleerative Colitis
“Advanced non-small cel lung.
2004-511319:91-00 6624 BAY 2027088 Inicidlna Ziadost Ukandené Nand § cancer with HER2 (ERBB2)
mutation
2004-51061275.00 762024 SEMAGLIFIDE. OZEMPICTRA Teansition Ukontené Tand1 Pacicpmmis sl 20
) overweisht
2023-510278-14-00 762024 EAACBTYLLEUCING. SM-Lof Podstatné zmena Ukondené Wand1 Niemann-Pick discase type
transitioned trial
EDP-938- ) -

24.513861- 202 i ¢ - "
2024-513861-38-00 762024 e Teansition Ukontené Wand1 Respiratory syncytial virus (RSV)
0245126491800 762024 BATOCLIMAB_TRANSITION Transition ) Wand 1 Thyroid Eye Disease

Ukonéené
A0 762022 VAYT36 - TANALUMAB Transition p— Wand 1 Sogrens Syndrome
ANSITIO)
HUMAN NORMAL Transition Wand 1 ‘Human Normal Immunoglobulin
2024-51 -94-00 10.6.2024 IMMUNOGLOBULIN - Ukonené
TRANSITION
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EUCT Ditum prijatia Ziadosti do CTIS e Typ Hadosti Status hodnotenia Cast Indikiicia
2023-505857-42-00 1062024 C“GR‘lm“')_Eq':[;M"G"U"DE Podstatnd zmena Ukontené [ Chroge Ki":ﬁbl; e Te2
T Uk é 1 1 l: 1ty ler MS)
2023-507493-41-00 1062024 OFATUMUMAB - TRANSITION ransition ontens and Relapéing malepls clarces (RMS)
2023-506308-24-00 1162024 Keytruda - SM1 Podstatni zmena Ukondens Hand 1 Reculent deissiri tiad kad
eck squs I carcinoma
T024-513002-60-00 136202 TRIMODULIN - TRANSITION Transition Ukondent Wand [ Non-severe community-acquired
prcumonia (CAP) or moderate or
severe Coronavirus Disease 2019
(COVID-19)
SEMAGLUTIDE - SM-1 - " Ukonéend Tong-term effects of semaghutide on
202 X
13.62024, transitioned trial Podgtiod aadng sadd diabetic retinopathy
13,6202 AZDTI% ‘ Ukunten, Tand | Crohn's Disease
14,6202 Allo-APZ2.CVU Ukonten, Wand | hronic venous ulcers (CVU)
14.6.202: DUPILUMAB - TRANSITION Transition Ukonden Hand 1 Asthma
146,202 Flucelvax Tetra - TRANSITION Ukonéen: Wand | Relapsing multple selerosis (RMS)
14,6202 BATOCLIMAB - TRANSITION Ukongen Wand | “Thyroid Eye Disease (TED)
. : ey e
2023-506687-13-00 1462024 CENOBAMATE - TRANSITION Tl Wined Tiay Py '*;m“'"" i
? Ukonéené Fsirogen Receplor-Positive, HER2-
IBRANCE 75 mg - SM2
2023.503995. 202 ’ : anc
2023-503995-26-00 146204 peiiiln Podstatn 7mena Nand 1 Negative Advanced Breast Cancer
2024-513995-16-00 1462024 VIBEGRON - TRANSITION Tewugition Vkoatss Tsnd) Neongels Dm‘ o ;U“ ALY
MDV3100_ENZALUTAMIDE A Ukontend Wand 1 Prostate Cancer
2023-510298-33.00 1462024 S Tkt Podstatnd zmena
2023-504678-39-00 1362024 XXB750_SM-5 ; Ukonéené 1 Heart Failure
PE) T Bopagio BAXDROSTAT S: AT Ukonéené Wand 1 Chronic ey discase (CKD) and
2023-509243.27-00 1462024 ATULIFLAPON_TRANSITION Transition Ukantené Hand B —
2023-508085-15-00 1462024 ITEPEKIMAB_SM-7 Podstatni zmena Lo u Shouk 0"""‘:‘:.':: Puoey
20235088 131800 1362024 BHV-7000 icialna Ziadost Ukontené and 1 Refructory Focal Onset Epilepsy
2023-504564-42-00 146204 ROSNILIMAB, SM-4 Podstatnd zmena Ukonéene Hand1 i —
2023-509302-30-00 14.6.2024 ARO-APOC3 PFS Ukontené Mand 1
i Transition Ukoncené and 1
2024-513521.23-00 1762024 _ENZALUTAMIDE_TRANSITIO Prostate Cancer
N
2023-506696-10-00 176204 ATEZOLZUMABLTIAGO UM Podstatnd zmena Onéend D Non-Small Cell Lung Cancer
2023-504737-41-00 1762024 Guselkumab_TRANSITION Tesaitlon Ukontend Teadl Moderkiely'to Severely Astive:
Crohn's Disease
2023-504957-11-00 1762024 ODM-208 TOSILATE-SM-| Podstatni zmena Voot e Mowwatic BMnon sipta
2003504734210 2162004 GUSELKUMAB_TRANSTION Transition Ukunéené Wand | Proriatic arthrits (PsA)
2023-503289-22.00 2162004 LY3S41860 SM-5 ; Ukontené 1 Relapsing Multi ;
2024-511067-29-00 2462004 TPTACOPAN TRANSITION Transition Ukondené Wand 1 IsA Nephropathy
Ukonéené Wand 1
4 IPTACOPAN_AM-3- transitioned . 5
2023-508690-92.00 24624 A TR Inicidlna Ziadost IgA Nephropathy
2022-500537-84-01 2562024 ABX464 OBEFAZIMOD_SM-22 Podstatnd zmena Vleouient Ty uleerative colitis
2033-505601-16-00 3662004 RIMEGEPANT SULFATE Tnicidlna adost Ukontent Wand 1 Chronic Migraine
2023-503298-39.00 2662024 VOLRUSTOMIG-SM-2 Podstatn zmena Gkt Tl Mesuiic Nos-Sonall ol g
Cancer (mNSCLC)
2 KarXT - TROSPIUM CHLORIDE - Transition Ukonéené Wand 1 Peychosis Associatod with
NI et TRANSITION Alzheimer's Disease
Ukonéené Wand 1 HORMONE RECEPTOR-
2024-512848-30-00 27624 PE-07220060 MONOHYDRATE InicidIna Zadost POSITIVE, HER2-NEGATIVE
BREAST CANCER
st Sontene
502619-13-00 28624 FENEBRUTINIB - TRANSITION T Duiocie L] Relapsing Multiple Sclerosis
S15669-32.00 w620 MACITENTAN - TRANSITION Transition Ukonéene and | Pulmonary artersal hypertension
N By ARGX-113 - EFGARTIGIMOD Transition Ukonéead Wand 1 ‘Active Idiopathic Inflammatory
S127E300 6204 ALFA Mvyopathy (1M}
S08520-36:00 3862024 Pollines Quattro Grass -SM-1 Ukongené Wand 1 allergic thinitis
= ARGX-113 - EFGARTIGIMOD, : 3 Wand | ‘Adtive Idiopathic Inflammatary
2551 2 3
02851-79-00 2862024 s s Podstatn zmena Ukonéené bty
2023-508005-24-00 762022 Lisafioclax- SM Pods Ukongené 1 Tymphocytic Leukemia
2023-504358-36.00 2724 Frexalimab - SM3. Pods Ukonéené Wand | multiple sclerosis
2023-508636:61-00 2 TULISOKIBART Ukonéené Tand | Crohn's Disesse
2024-512013- 3 “hronic
2004-512013-41-00 TTRREKIMAR  TRANSTION Teansition Ukondend Wand 1 Chr Obeue Py
2023-508770-28-00 572024 s’l“"'—’l”w'f,"’“l’(‘;g 'I'If Podstatnd zmena Ukontené 1 EROSIVE ESOPHAGITIS
2023-504736-18-00 572024 GUSELKUMAB_TRANSITION Taiutin Dzl Thedl Modetnelybo Seerly At
Crohn’s Disease
2023-505810-12-00 5.7.2024 XEOMIN TRANSITION Transition Ukonéene 1and 1 Lower
0245111445600 . ypurza-OLAPARIB_SM-T [ Ukongené Wand 1 Metastatic castration-resistant
transitioned trial odsa prostate cancer
2024-514343-29.00 872022 FREXALIMAB icialna Yiadost Ukontené and 1 multiple sclcrosis
e s VAY736_IANALUMAB_TRANSI “Transition Ukonéené Wand 1 o e i
2022-501744-15-00 Turzepatide SM7 Podstatnd zmer Ukontené Mand1 Obesity. Overweight
2023-504713-76-00 UPADACITINIB Inicidlna Ziadost’ Ukontené 1and 1 Dermatitis at
2023-508956-20-00 972024 SECUKINUMAB TRANSITION Dmsiticn Vlentend faal Hidradenitis suppucativa
073-504040-34-01 117202 GUSELKUMAB- i Ukontend Wand 1 Crobn's Disease
2023-507031-38.00 12724 A |0~ TRIAL Podstatni zmena Ulonten fand1 Severe viral g infections
0235082923700 1272024 TO1230 SM.-1 transitoned trial Podstatnd Ukongené Wand | C Disease
2024-510730-40-00 12.7.2024 LUTIKIZUMAB Inicidlna 2iadost’ Ukondené Hand 1 Hidradenitis Suppurativa
2022-502518-98-00 15724 RITLECTTINIB TOSILATE - SM1 Podstatnd zmena Okméchd It nonsegmental vitiligo
. INOTUZUMAB OZOGAMICIN - Transition Wand 1 Acute Lymphoblastic Leukema
2023-509810-13-00 16.7.24 TRANSITION Ukontené (ALL)
2023-509408-13-00 1672024 i E";i‘g“““smo"' ° Transition Ukoncené ised 1 Solid tumars
2024-512313-41-00 17.7.20% T89 Ukunéené Wand | Stable Angin Pectors
kontens eIy 5 S 0
2023-508158-24-00 17.7.2024 MORF-057 $M-3 PART 11 Padstatni zmena Ukosiee [ Modstaly (s Stuely A
Crohn’s Discase
2024-513009-30-00 17.7.2024 Al e Inicilna ziadost Usatcsd Tsed ] Moderate to Severe Crohn's Disease|
2023-509029-29-00 17.7.2024 1SIS 678354 TRANSITION i —— s Familial Chishonmicconernis:
Syndrome (FCS)
2023508377820 1772004 SPESOLIMAB SM-1 Ukonéené and | Hidradenitis Suppurativa (HS)
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EUCT Ditum prijatia Ziadosti do CTIS e Typ diadosti Status hodnotenia Cast' Indikicia
2024-513014-35-00 18.7.2024 RO7790121 Iniciflna 2iadost Ukondené tlandX Modeuely o Séverely Astive:
Uleerative Colits (UC)
2024-510944-30-00 18.7.2024 EYEL03 Initial Inicidlna 2iadost” Ukondené Nand 1 Diabetic Macular Edema
2024.513015:27.:00 18.7.2024 ROTI90121 Iniciilna 2isdost Duixtcol Tpedy Modetstely s Soverely Aitlp
Ulcerative Colits (UC)
= LOU0G2 - REMIBRUTINIB - Transition Ukonéene Wand 1 7 ?
2024-510818-33-00 18724 ARITION Chronic Spontancous Urticaria
0 2 Transition Ukondené Mand 1 Chronic obstructive pulmonary
3 CHEG0DI DPI - TANIMILAST - o )
2023-510175-60-00 187.24 dep By discase (COPD) and Chronic
Bronchitis
2024-514372-40-00 19724 SODIUM IODIDE - TRANSITION Tmislion Ukongené Tl et “IE"'Z:I::‘;"“ Mywceplisl
2022-502442-27-00 1912024 BI 456906 SN2 Podsiami zmens Ukontené. and 1 Obesity
o — e ST —— Transition Ukondené Wand 1 Complicated oo infection
2023-508433-14-00 19.7.2024 VALBENAZINE Addition of MSC Inicidlna 2iadost' Vhtey Tindy Schizophrenia
T Transition Ukontend Wand 1 Refractory Chronic Cough,
2024-513462-19-00 19.7.2024 AR ARSI Including Ungzl::wd Chronic
2023-504124-26-00 2724 Zibotentan + Dapaglifiozin - SM_20 Podstatn zmena Ukondené L ElosicRidiey) 'I"“f::" and High
CHF6001 DPI- Transition Ukonéené: 1and 1 Chronic Obstructive Pulmonary
2023510174 23,720
AB-SWIAI0 BI2A TANIMILAST TRANSITION Disease (COPD)
o N Ukontend Wand 1 Newly-iagnosed high-intermediate
2022-500237-92-00 237204 LENALIDOMIDE TATASITAMA Podstatnd zmena and high-risk diffusc large B-cell
B SM-1 transitioned trial .
Iymphoma (DLBCL)
BATOCLIMAB_TRANSITION- Transition Ukondené. Tand 1 Chronie Inflammatory
2472024 temporary hald submitted us of 24th Demyelinating Polyneuropathy
02024
Ukontend Chronic HF and comorbid
impairment of kidney function who
had a recent HF event to cvaluate
BALCINRENONE
2023-508162- 25.7.2 of
23-508162-15-00 024 DAPAGLIFLOZIN 5448 PARTL Podstain zmena n  theefitof
balcinrenone/dapaglifiozin versus
dapaghiflozin alane on HF events
nd (CV) death
Transition Ukontend Tand 1 e N TR Z
5 i 2 S TRAN &  HER-
2023-503990-39-00 25724 CAMIZESTRANT - TRANSITION ‘negative Advanced Breast Cancer
2024-512880-30-00 2672024 OPT-302 TRANSITION Tanitn Dkontend Handy Neosaseuler """:::‘:::;;“"’
2022-500257-16-00 7772004 SM-13 CONTEZOLID Pods Ukonéene Wand 1 Diabstic Foat Infections
PALBOCICLIB - TRANSITION “Transition Ukonené. Wand | Recurrent or refractory
307204 ncuroblastoma recurrent reffactory
wing sarcoma
Ukontené Wand 1 Heart failure (HF) with mildly
reduced jection fraction (HFmrEF)
2022-501939-16-00 307204 ZILTIVEKIMAB_SM-15 Podstatng zmena or HE with preserved cjection
fraction (HFPEF) and systemic
BPI1 - OMALIZUMAB - Teansition Ukontené Tand 1 5
2024.514764- 202 S “hronic Urticaria
2024-51476472:00 3172024 T Chronic Urticaria
2023505293 73.00 3172004 Setanaib - addition of MSC ‘ Ukonéené Wand |
2004-512562-34-00 582024 AZDS00L Tnicilna Ziadost Ukontené Tand | Tyme 2 Diabetes Melltus
ETRASIMOD Transition Ukondené TMand 1
2024513560 “rohin
2004-513569-38.00 582024 R Ao Crohn's Disease
2024-513210-36-00 582024 Himaslou kummdelitols (1 Inicidlna Ziadost” Doiosd W] Chronic Spontancous Urticaria
SM-12 - Fluticasone Ukontené
2023-505435-12:00 682024 propionate Salbutamol sulfate Podstatns zmena i Asthma
PART I
2023-508022-10-00 782024 BARICITINIE SINCL fshitions] Podstaing zmens Ukontent Tt Rheumatoid Arthritis
" Deucrictibant (PHA-022121) - s Ukontené. Wand |
2023507268 202 2
2023-507268-37-00 982024 o shh Inicidlna Ziadost Hereditary Angioedema
- —— —
o SRBACTA Transition Ukondené Wand 1 C(TJ';?:': i .:,‘::.
4 AZTREONAM_TRANSITION L
2023-503315-15:00 12824 BAY 3018250 - Addition of MSC Iniciilna Ziados” Ukonecs: Ny Tirgmtiplysly ol syreplomatic
proximal vein thrombosis
: o Transition Ukinéené Tand 1 ‘Acute mycloid ymphoma (AML),
2024-516291-16-00 12824 DECITABINE, GEDAZURIDING - myelodysplastic syndrome (MDS).
TRANSITION
or solid tumors
‘ Transition Ukintené Wand 1 Solid tumor, Myclodysplastic
2004-516292-33-00 13824 [DECITABINE CEDAZURIDINE - syndrome (MDS).Acute mycloid
TRANSITION
Iymphoma (AML]
2023-507407-59-00 13824 BUDESONIDE - SM2 Podstatnd zmena VRt Mamil Sl Obsipuctive Puliicodly.
Disease (COPD)
Skontene rayAG
2024-511553-2200 1482024 Ozanimod - SM-1-Transitioned trial Podstatni zmena Ukotend Wasdl Modeiely o Sommiy Ac®
Croha's Discase
- Prebiehajice Wand 1 METASTATIC CASTRATION
O 2 I el FTATS
2004-511650-50-00 1582024 Fratin e Inicidlna ziadost RESISTANT PROSTATE
CANCER
2022-500536-11-01 1652024 ABX464-OBEFAZIMOD-SM-16 Podstatnd zmena Ukoatenk sady Moderately ko scverely active
ulcerative colitis
2023509541000 1682024 B 3052950 Tnicialna Ziadost Ukantent and 1 ulcerative coliits
P e SEMAGLUTIDE -SM-1 of S, Ukonéené Wand 1 Non-alcoholic steatohepaitis
transitioned trial (NASH)
2004511751500 198202 FREXALIMAB Tniciilna Fiadost Ukontend and 1 i
TAMUZIMOD ACETATE- Transition Ukontené Tand 1 Moderately t Severely Active
2023500233 202
2023-509233-39.00 1982024 NS
2023-506029.12.00 1982024 ATOGEPANT.SM-1 Podstain Ukunéené Wand |
MRNA- Ukontené Wand | = p
2023-504923-20-00 2082024 4157 keytruda PEMBROLIZUMA Podstatna zmena Siage 1L, (A, 1B (N2 Now-suml
P Cell Lung Cancer
N e DIYDROTETRABENAZINE - Teansition Ukondené Wand 1
2024-516852-17-00 21824 ko Tardive dyskinesia
2024-511136:27-00 2824 SELINEXOR - TRANSITION Transition Ukonéene and | Endometrial Cancer
2024-513104.38.00 3282024 NELIVAPTAN - TRANSITION “Transition Ukonéené Wand | Maior Depressive Disorder
Ukongené [0 Seasonal allergic
2023-508520-36-00 28204 Pollinex Quattro Grass - SM5 Podstaing zmena ehinitis thinoconjunctivits induced
by I
2073-503010-60-00 78204 SARA41566 SN Podstatm zmens Ukontent Wand 1 Rheumatoid arthritis
Ukondené Tand 1
TREPaed_10 - TREPROSTINIL. ¥ Pulmanary Arterial Hypertension
2023-505082- 2382 - ¢
023-505082-91-00 382024 e Bt el Inicidlna adost e
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MILVEXIAN SM-19

EUCT Détum prijatia Ziadosti do CTIS e Typ Hadosti Status hodnotenia Cast® Indikiicia
SM-1_transitioncd Ukonéen Wand 1 >
2024-511686-11-00 2382024 trial OFATUMUMAB_BAF312_SI Podstatnd zmena Mplople S”“‘:‘“"“‘“ pedisirk
PONIMOD FUMARIC ACID iz
2023-508630-34-00 2382024 L L‘e‘:ﬁl‘m SUIBE Podstatns zmena Viigring L Overweight Obesity
Ukontené Tand 1 Asthma in adals who remain
I—— R o T uncontrolled despite medium to
2004-514228-13.00 238204 AZDS630-Inital Inicidlna iadost high dast 1CS sk LABA s who
arcat risk of
Ukontené TMand 1 = .
2023-506704-14-00 2382024 ZASOCITINIB_CARBOXAMIDE Podstatni zmena Moderswelyss Seversly Active
SM-1 Crohn's Discase
S0203135-N 5 -
AR i NSRRI MIPOGAKINA: RN Ukonéené Wand 1 Fetal and Neonatal _Aln?mm‘:;m
RITUXIMAB_CYCLOPHOSPHA Ukonéené Wand |
2023-506906-38-00 278204 MIDE_EPCORITAMAB_LENAL Podstatnd zmena Follicular Lymphoma
DOMIDE $M-5
= TEV-A8574 - Transition Ukonéené Wand 1 p
2024-515027-11-00 2782024 DUVAKITUG TRANSITION Crohn’s discase, Ulcerative colitis
EMIBRUTINIE - SM2 :
2003-509345.12.00 29824 LOUIGA. REAIBRLFIIEIE - Sh2 Podstaind zmera Ukanten Hand1 Multple Selerosis
(transitioned trial)
r BSYH - j
2023-500372-41-00 20824 LOU0GE < REMIBRUTIND ~5H Podstatnd zmena Drontoné s Multiple Sclerosis
2024-511089-36-00 20824 TBVALST: DUVAKTTUG - 51 Podstatnd zmens Ukoitetit sy Crohn’s disease,Uleerative colitis
ransitioned tial
: Transition Ukanéené Wand 1 Treatment of human papilloma
INFLUENZA VIRUS B - - PRI DA
2024-515535- 202 (V) s i :
2004-515535-30-00 3082024 R enio vins (HPV)asocited inectigs,
cancers
2024-515156-21-00 3082024 BTRASIMOD ABORNINE - Tatigln Dighrest Txad] Ulcerative Colits
2003508234340 2923 ABX464 - OBEFAZIMOD Ukontene and 1 ‘Crohn's disease
2023-507473-17-00 392028 Tulisokibart SM-13 & Ukonéené i Ulcerative colits
PE-06821497 - Ukontené: Tand | METASTATIC CASTRATION
2024-511652-40-00 2882024 oI Inicidlna iadost RESISTANT PROSTATE
MEVROMETOSTAT NG
CANCER
INCLISIRAN -AM-3 — . Ukancené
2023-507278-41-00 492024 TINCUISIRAN -AM:3 Addifigual Inicidlna Ziadost Diirtent Tansy Familial hypercholsterolemia
Transition Ukondené Tand1 “Acute mycloid lymphoma (AML),
DECITABINE_CEDAZURIDINE myclodysplastic syndrome (MDS),
20245162932 202 X . )
2024:516293:26:01 92024 TRANSITION chronic myelomonocytic leukemia
(CMML) or solid tumory
j :
ANTIHUMAN T-LYMPHOCY TE Tramsition Uhkanéene Hand1
IMMUNOGLOBULIN FROM
20245126572 202 ;
2004-512657-24-00 592024 RABBITS, CYCLOPHOSPHAMID Acute Lymphoblastic Leuksemia
E_TRANSITION
INJ-67953964 - Transition Ukondené Wand 1
508163 2 7
2023-508163-74.00 692024 sl L. Major Depressive Disorder
2023-503631-18-01 99.2024 TOLEBRUTINIB_SM-3 Ukonéené. Iand 1 Nervous system discases
i
2024-514779-16:00 109.2024 AVACOPAN Inicidlna ziadost Ukoread Tread? ANCA-associated Vasculitis (AAV)|
" = I : A ol ovasc
A G LY3819469 Lepodisizan SM RS Ukonéené i Atherosclroti Cardiovsscular
s PA s Discase Elevated In(a)
2022-502077-42-00 18.8.2024 e ULJUT"RUNT S Podstatni zmena Uhinéené Jand 1 ‘gencralised anxiety disorder
N Transition Ukantené Wand 1 Relapsing Remitting Multiple
2023-505624. 7.9.202 - S
023-505624-56-00 17.9.2024 Plegridy-TRANSITION ooy
2023-502788-39.00 1893024 B1 763845 - SM-14 PART 11 Ukontené i “scute myocardsal infarction
Tonsurf TRIFLURIDINE_BEVACI Teansition Ukondené Wand 1
24-516180-85 202 . x
2024-516180-85.00 189.2024 AR ARANSION Metastatc colorectal cancer
Ukoncené Tand 1 Non-severe community-scquired
- . - TRIMODULIN_SM-1 - . pacumonia (CAP) or moderate or
13002000 16592004 transitioned trial Fodpatl zae severe Coronavirus Discase 2019
(COVID-19)
VINBLASTINE SULFAT Transition Ukanéené Wand | r
2023-508478-27-00 1892024 DACARBAZINE Ad""‘f\*ﬂ‘q‘f‘ :"“"‘k‘"
CITRATE TRANSITION o
Transition Ukongené Wand 1 ‘Advanced solid tumors, or
hematological malignancies and
2024-517141-13-00 19.9.2024 TAZEMETOSTAT_TRANSITION normal hepatic function or
moderate, or severe hepatic
impairment
TENZALD xI :
2004-513521-25.00 2092024 gL Podstaind zmena bz I Prostate Cancer
ARGX-113-EFGARTIGIMOD Transition Ukontené Wand | -
2024-515832-59-00 209204 PRI Bullous Pemphigoid
i or mi
2024-516455-40-00 2392024 LIXUDEBART-TRANSITION Tuatie Donent Rasd) Advnced ';l“:i:‘:l::"" il
2023504956500 35924 MARSTACIMAB - SM3 Pods Ukonéene Tand | Haemoohilia
Fldisine Teansition Ukondené Wand 1
2024-514917-36-00 2692024 Powder CARBOPLATIN_TRANSI Pty with Mg Bisk
ot Neuroblastoma
kantent Kadney di
2023-506457-38-00 30924 Baxdrostat SM-2 Podstatns zmena PHoes s A IEORSACET 1
2024-514180-25-00 30924 TUCATINIB_Herceptin - SM1 Podstatnd zinena Ukonéene 1and 1 unresectable or metastatic HER2+
transitioned trial
3024-514362-40-00 30924 AVIX-009 Prebichaiice Wand 1 Hidradenit HS)
Ukonéené v attacks
2023-505766-28.00 11024 Devcrictibant - Additional MSC InicidIna Ziadost! and ] caused by Type 1 and 2 C1-
Inhibitor deficiency
TD-LInegative metastatic trple-
negative breast cancer or PD-L1-
SACITUZUMAR positive metastatc triple-negative
2023-504195-14-00 1.10.24 ‘GOVITECAN. TRANSHION Transition Ukonéené Tand 1 o e grceloiabir
with an anti-PD-(L)1 agent in the
curative sctting
2023-510278-14-00 4102024 N'“""'r':n‘:l"’i‘:;::fs“'z Podstatnd zmena Ukonené. Hand 1 Niemann-Pick discase fype C
3024-516247-62-00 410204 i PHA-022121) Tnicidlna Ziadost Prebichajice and | Hereditary Angiosdema
2024-515669-32-00 7.10.2024 MACITENTAN -SM-1-transitioned Podstatna zmena Ukonéené Mand 1 Pulmonary arterial hypertension
2002-500273-14.00 7102024 CLAZAKIZUMAB_SM-3 Podstatni zmena Ukondené and Aharptlarctic arnler
& discase in patients with ESKD.
0235037781800 7102004 VEDOLIZUMAB SM-5 Pok Ukonéené and | Ulcerative colitis
2023-505755-40-00 8102004 BAY 3283142 SM-L Podstatni zmer Ukontené and | Chronic kidney disease
2022:501418.69.00 9.102024 I A Podstain zmen Ukangené Nand 1 Adute Coronary Syndrome
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transitioned trial

EUCT Détum prijatia Ziadosti do CTIS e Typ Hadosti Status hodnotenia Cast® Indikiicia
Ukonéen Wand 1 Human Papillomavirus
2024-517832:23.00 11.10.2024 CISPLATIN-TRANSITION Transition oropharyngeal squamons cell
carcinoma
T T6I600 [r— TNI-70033093 - MILVEXIAN SM- ot P Ukontené aadi ‘Acute Ischemic Stroke and High-
2 Risk Transient Ischemic Attack
2024-517901-97-00 11102024 APALUTAMIDE-TRANSITION Transition Ukondené tand t Frealizad arwjochilydvanced.
high-risk prostate cancer
2023-503294-37-00 11102022 ROMOSOZUMAB_SM-5 Pods Ukonéene and 1 Ostoogenesis Imperfecta
2022-501419-15-00 11.10.2024 OIS “:‘LVLXM’V M Podstatni zmena Ukondené. Mand 1 Atrial Fibrillation
LENALIDOMIDE " Relapsed and Refractory Follicular
505628674 202 51 Jkond e
05628.67-00 11102024 HURMAD bt Toraaioued Podstatnd zmens Ukonené Nand 1 Py
Chronic Lymphocytic
2004-515689-15-01 14.10.2024 Pirtobrutinib Inicidlng Ziadost Prebichajiice and [ Leukemia, Small Lymphocytic
Lymphoma
2023500606 30-00 14.10.2024 Mesalzine SM-4 PART 1T Podstatng Ukonéené i
GIREDESTRANT 4 Estrogen Receptor-Positive, HER2-
2023-507172- 5.10.202- A
200N Bila2024 ABEMACICLIB TRANSITION Frstiop Ckoatea endf Negative Early Breast Cancer
CEFEPIME, Compiicand i
2024-518003-22-00 16.10.2024 ENMETAZOBACTAM_TRANSITI| Transition Ukontené Tand1 fo g Akt
i including acute pyelonephitis
2032-502966-26-01 18102024 VAYT36 SM-S Podstaing Prebichaiiice Wand | Sibaren's svadrome
& 3
2023-508857-42.00 21102024 Cagrilintide+ semaglutide-SM-7 Podstatni zmena Ukondené and | el K"’;: Distass Tipe2
3 e
2023-506769-67-00 21.10.2024 TAK-279 - ZASOCITINIB - SM-1 Podstaind zmena Ukonsené Hand t fodase s Seersiy hetive
Uleerative Colitis
hutem Oligometastatic prostate cancer
2022-502956-29-00 22102024 vipivotide PIFLUFOLASTAT SM- Podstatng zmena Ukongené [ o i &
8
Gusel 3 transi
2023-504716:15-00 22102024 i ke Podstatnd zmena Ukongené Wand | Poriatic Arthritis
SEMAGLUTIDE-TRANSITION
2004-519235-42.00 22102024 (linked to submission and lapsed TT Teansition Ukongené and 1 ‘multiple selerosis (MS)
2024-518488-36-00)
Trineo
. BUDESONIDE_GLYCOPYRRO c . Chronic Obstructive Pulmonary.
2023-507407- 23.10.202 4 X 3
2023-507407-59-00 23102024 ey Podstatns zmena Ukondené i st
FORMOTEROL PART If -SM-17
2024-510809- " sensitiv
2024-510809-28-00 23102024 Podstatné zmena b Dand1 Metastatic Castration-sensitive:
y eby Prostate Cancer
2004516315240 22102024 Atropine Sulfate TRANSITION Transition Ukonéené Tand 1 ‘myopia
2024-516248-24:00 23.10202¢ DEUCRICTIBANT-Initial il Prebichajice Wand | Hereditary Angioedema
SM-5 PART II_HUMAN
2022-502095-23-01 25102024 NORMAL IMMUNOGLOBULIN - Podstatnd zmens Ukongené i Primary Immunodeficiency Diseases
HYALURONIDASE
Neow: X c
2023-509206-29-00 28102024 AFLIBERCEPT-SM-1 Podstatni zmena Prebichajiice and | eovmsulec Agessishd inscoliy
depeneration (NAMD)
2022-502518-98-00 28.10.2024 Rm“'""'ﬁ:‘;sn“‘“ ~SAER: Podstatn zmena Ukondené n Nonsegmental vitiligo
2023-500070-36-00 20102024 INJ-42847922 - SELTOREXANT Iniciilna Zadost Prebichajiice Tand M""’,""""‘ g "':""‘ i
2022-500470-33-00 31.10.2024 Mantscimaly ;\::";’“‘"“" Msg Inicilna Ziadost” Ukandené Hand1 ‘Haemophilia
N HUMAN IGG2 MONOCLONAL S . D]
2024-514801-69-00 31102024 ATHONE ACATSTe Inicidlna adost Prebichajiice Hand 1 Thyroid Eye Discase
2023-504734-21-00 31102024 o i R Podstatns zmena Ukoncené Nand 1 Psoriatic arthritis (PsA)
High risk atrial fibrillation paticnts
2024-518508:31-00 1.11.2024 Lixiana 30 mg - EDOXABAN Transition Ukongené Wand | with previous intracranial
hemorrhage
2023-508838-33-00 1.11.2024 ASCIMINI Y IMOCH L O IDkz Podstatnd 7mens Prebiehajice and1 Chronic Myeloid Leukemia
M1 -transitioned frial
2024-516213-2000 S1124 SONELOKIMAB Prebichajiice and 1 Psonatic arthriis
2024-512914-16-00 7012024 ABP 692 - OCRELIZUMAB Inicidlna Ziadost” Prebichajiice Mand 1 R""“'"g;:‘l:'r:;'l‘f Mikiple
il -SM2 e
2023-504718-31:00 8112024 SUSELKIMAS - S Podstatnd zmena Prebiehajiice Wand1 Modentoly d SoverelyActivo
trunsitioned toial) Ulcerative C
2022-502841-91-00 8112024 Mirikizumab-SM-3 transitioned trial Podstatn zmena Prebichajice Tand1 Crohn’s Discase
2023-505904-41-00 8.11.2024 (CVDRO0SSERETRALSTAT: SM3! Podstatn zmena Prebiehajiice Nand | Hereditary Angioedema Type [ or Il
ransitioned trial
TEVAST DIVAKITUG b2 Podstatnd zmena Ukondené. Wand Uleerative colitis,Crohn’s discase
transitioned trial
2023-508636-61-00 Tulisokibart SM-2 PARTIL Podstatma zmena Prebichaiice u Crohn's Discase
BESPONSA-INOTUZUMAB .
2023-509810-13.00 134124 OZOGAMICIN - SM2 tansitioned Podstatns zmena Ukontené Nand1 e e
trial
SM-1 transitioned - ASCIMINIB = 3
2024510947 2 . a
2024-510947-71-00 14.11.2024 i Podstatn zmena Prebichajiice Nand 1 Chronic Myeloid Leukemia
2023-508270-29-01 151124 ASOFACTORD IS5 & - Podstatna zmena Prebichajiice n Hepatic Impairment
2024-516363-92-00 15.11.2024 KarXT Inicilna 2iadost Prebichajiice Hand | PRl ARl witi
Alzheimer's Disease
2022-501980-42-00 15.11.2024 ROXADUSTAT - $M-13 Podstatn zmena Prebichajiice Tand A Rscqued Wilb CHeonle
Kidney Disease
2023-504736-18-00 15.11.2024 ANt - SM - (gl ione] Podstatnd zmena Prebichajiice Hand1 Modeoiely a Sesdy Acive
trial Crohn's Disease
2024-516609-22-00 18.11.2024 Efgartigimod :LFF(;AART'G'MO" Inicidlna Ziadost™ Prebichajiice and 1 Primary Sjogren’s Discase
2002-502037-24-00 181124 Upadacitinib-SM-2 transitioned trial Podstatnd zmena Prebichajiice Nand! Atopic Dermatitis
2024-517706-29-00 19.11.24 N-Acetyl-L-Leucine -Initial Inicidlna 2iadost” Prebiehajiice Nand 1 Ataxia
2024-515853-48-00 200112024 PEMBROLIZUMAB Iniciilna ziadost' Prebichajiice Hand 1 Sviocodfuistaiticic non-&raaions
non-small cell lung cancer (NSCLC)|
CAMIZESTRANTE IBRANCE S Estrogen Receptor-Positive, HER-2
2023-503990-39-00 211124 mg_PALBOCICLIB - SM - Podstatnd zmena Prebichajiice Wand 1 N e
3 : negative Advanced Breast Cancer
transitioned trial
2022:502161-19.00 211124 LOUG64 - REMIBRUTINIB - SM3 Podstatni zmena Prebichajice Tand | Chronic Spontaneous Urticaria
025079744200 it ABX464 - OBEFAZIMOD- SM1 - T F— . Moderate to Severe Uleerative

Colitis
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EUCT Détum prijatia Fadosti do CTIS P Typ Fadosti Status hodnotenia Cast’ Indikiicia
2023-504737-41-00 21124 Guselicmaly= SML:- tnélticncl) Podstatnd zmena Prebihajiice and1 Moderaicly o Severely Artive
trial Croh's Disease
BORTEZOMIB_ VINDESIN : g acute lymphoblastic keukemia in
202 3 2112 . )
e zia SULFATE - SM1 - transitioned trial Folltaind macn Gkcmien Damdi children and adolescents.
SRR P DAPAGL m??.nswijmxlmosm S P T Chrone iy esse CKD) 0
2073-508630-34-00 25012028 Reatroide- SM17 Pods Prebichajice Wand 1 Overweight,Obesity
flammatory
2024-518364-12-00 27.11.2024 BATOCLIMAB Inicidlna Ziadost' Prebichajice Mand I Demyelinating Polyneuropathy
. " Previously untreated Chronic
2023-509349-11-00 26112024 VENETOCLAY SM. 1 tticut Podstatnd zmena Prebiehsjiice Nand1 Lymphocytic Leukemia Without
trial PART | .
del(17p) or TPS3 Mutation
2023-504743-13-00 270124 R S i Podstatni zmena Prebichajice Mand1 Moditally 10 Seyituls Acive:
ial Uleerative Colitis
2024-510730-40-00 27.11.24 Lutikizumab - SM1 P Prebichajiice Hand 1 Hidradenitis Suppurativa
LETROZOLE - LETROZOLE - PE-
2024512025 2811202 . s i eSSt B G
2004.512025.95.00 28112024 phir s oo g Inicidlna Ziadost Prebichajice Wand 1 Advanced/Metastatic Breast Cancer
2023-505435-12.00 2911202 Fluticasone propionate - SM13 Pods Prebichajice Wand 1 Asthma
2023:504719-34-00 20.11.2024 Giziefly o SM1 - transficue] Podstatn zmena Prebichujiice and 1 Ml S
2023508202370 29112008 TOIZ30 PELACARSEN - SM2 Pods Prebichaiiice and 1 Discase
Upadacitinib - SM3 - PI change in 4 I .
23.505699- ;
2023-505699-31-00 201124 ol iyl B oo Podstain zmena Prebichajiice Nand 1 Uleerative Colitis
2024-513053-69-00 3122024 RO7790121 Inicidlna 2iadost Prebichajiice Hand Modenulsiyto Severcly Active
rohns Discase (CD
7 Moderately to Severely Active
2024-513054. 22 a ;
024-513054-30-00 3122024 RO7790121 Inicidlna Ziadost Prebichajiice fand | Py il
2023-507278-41-00 3122004 INCLISIRAN - SM11 istatna Ukonéene i Familal
2023-507657-15-00 6122024 Meikizamaby SMC7 Tromifined. Podstatni zmena Prebichajiice [ Ulcerative Colitis
PART Il only
2023-504358-36-00 612204 Frexalimab -SM4 Podstami zmena Prebichaiice Tand 1 multiple sclerosis
2024-514343-29.00 612204 Frexalimab -SM-1 Pods Prebichajice Wand | multiple sclerosis
2023-503655-10-00 6122024 Upadacitinib - SMS Podstatni zmena Prebichajice n Systemic L“‘f‘;é:“"‘"“‘“““
2023-508498-97-00 6.12.2024 lanalumab - SMS5 transitioned Prebichaiiice n Svystemic Lupus
2023-507851-31-00 101224 RAVULIZUMAB - SM3 Podstatnd zmena Prebiehajtce n """‘““""""‘('l'l'(';ﬁ ;“""""’“"‘"
2023-506687-13.00 12102024 (OBAMATE-SM-1 transitioned Podstatni zmena Prebichajice land | Primary G"“S‘::;:ﬁs ool
2023-504151-27-00 12.10.2024 KarXT-SM-5 Podstatnd zmena Prebichajiice Hand 1 PayChoSiE Masocted Wit
Alzheimer's Disease
2023-506460-14-00 11.12.2024 BAXDROSTAT-Initial Iniciilna Ziadost Prebichajiice Hand 1 Chionko kidewy disesse (CKD) wad
hypertension.
2024-514506-32.00 11122022 BAXDROSTAT-Initial 3 Prebichajice Wand 1 Prevention of Heart failure
23-503601-16-00 12.12.2024 RIMEGEPANT SULFATE-SM-1 Pods Prebichajiice Wand | Chronie Migraine
Eosinophilic csophagitis (EOE) is a
rare, chronic inflammatory disorder
triggered by an immune response to
TEZEPELUMAB-SM-6- ’ ’ foods and aeroantigens and
23-504277-2 > a .
2023-504277-20-00 12122024 Transitioned trial Podstatna zmena Prebichajice Tand 1 RO by a combination of
esophageal dysfinction and
cosinophilic infiltration of the
esophagus
HORMONE RECEPTOR-
07220060 g
2024-512848-30-00 12.12.2024 PR ?ONO""DR"“ Podstatnd zmena Prebichuajiice nd | POSITIVE, HER2-NEGATIVE
BREAST CANCER
2023-509300-14-00 12122024 ARO-APOC3 PFS-SM-1 Podstatnd zmena Prebichajiice Hand 1 Severe hypertriglyceridemia (SHTG)
2023-509301-80-00 ARO-APOC3 PFS-SM-1 Podstatni zmena Prebichajiice fand 1 Severe hypertrighyceridemia (SHTG)
2023-509412-25-00 13122024 NNCOIRT-0111-SM-1 Pods Prebichajice Wand 1 Type 2 Dinbetes
HYALURONIDASE_HUMAN
2003-505046-24-00 13.12.2024 NORMAL IMMUNOGLOBULIN - Podstain zmena Prebichajiice Nand 1 Primary Immunodeficiency Discases
S
2023-506195-27-00 13122024 UPADACITINIBSM-3 Prebichajice Wand | non-segmental vitlige
+ 11 2.
2022-500845-24-00 16.12.2024 PF-O7850327 round-SM-§ Podstatnis zmena Hand 1 ERMER Ca:‘::"“' L
2023-508672-30-00 16.12.2024 RO7247669-SM-1 transitioned trial Podstatnd zmena Prebiehajice and 1 e “‘“'aztl;““"“:”““s"'“
M Fodstamd Prebichaiice and 1 Atopic Dermaritis
AMLITELIMAB-SM-8 Prebichajiice Hand 1 Cocliac discase
2023-508095-11-00 17.12.2024 Brivaracetam-SM-2 Podstatni zmena Prebichajice fand | o Tkl Abgence
Epikpsy.Juvenile Absence Epilepsy
2023-503208-39-00 17.12.2024 Volrustomig-SM-4 Podstatni zmena Prebichajice Nandl MetnaialicNom: Small £l Luog
Cancer (mNSCLC)
Part 1A/Part |D/Pant| E Breast
cancer, NSCLC, prostate, CRC.
liposarcoma, or tumors with
LETROZOLE -SM-1 transitioned Z’?ﬂ“&'i'ﬁ.ﬁ"ﬂm Pt 1
2004-512120-11-00 17.12.2024 trial Podstain zmen Prebichajiice Wand 1 R AT TS
PN Prostate cancer.Part 2A, 2B & 2C
o HR-pasitive HER2-negative breast
cance.Part 1B &1C HR-
pasitive HER2-negative breast
cancer,Part 2D mCRPC
2022-502393-16-00 17.12.2024 MIRIKIZUMAD,pact [1-5M:6 Podstatna zmena Prebichajiice I Modeamlyio Sewotly Active
Ulcerative Colitis
2023-506029-12-00 18.12.2024 Al it SM-4 Prebichajiice u Migraine
2024-512342-42-00 15.12.2024 VIPIVOTIDE TETRAXETAN Iniciiln Zisdost Prebichajiice Mand 1 Metastatlc Cestration Reafstnot
“Advanced noa-small cell lung,
2024-511319:91-00 18.12.2024 BAY 2927088-5M-3 Podstatni zmena Prebichajiice Hand 1 cancer with HER2 (ERBB2)
mutation
2024-510640-32-00 19.12.2024 PEMBROLIZUMAB -SM-| Podstatni zmena Prebichajiice Wand | Spde 1V Yo squanesty sge waall
cell lung cancer
Chronic Inflammatary
2024-512646-42.00 19.12.2024 Batoclimab-SM-1- transitioned rial Podstatnd zmena Prebichajiice and | Demyelinating Polyneuropathy
IDP)
Hypertriglycenidemia,
2022-503022-13-00 19.12.2024 SIS 678354-SM-5 Podstatnd zmena Prebichajiice and | Cardiovascular Discases.
2024-511363-28.00 19122034 M-S Podstaing Prebichajice and | s
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Vyroéna sprava za rok 2024

Eticka komisia pre klinické sksanie huméanneho lieku, pre klinické skusanie zdravotnickej pomdcky a pre §tidiu vykonu

diagnostickej zdravotnickej pomédcky in vitro

EUCT Détum prijatia Ziadosti do CTIS e Typ Hadosti Status hodnotenia Cast® Indikiicia
2022-502442-27-00 19.12.2024 BL4SE506: SUR\"ODL‘-I'IDE I Podstatnd zmena Prebiehajice Mand 1 Obesity
2023-503289-22-00 LY3541860 -SM-13 -PARTII Podstatnd zmena Prebiehaiice u Relapsing Multiple Scl

2 Contezolid-SM-19 PART Il Podstatni zmena Prebichaiice u Diabetic Foot Infections
Refractory Chronic Cough.
BLU-5937-CAMLIPIXANT -SM-1
2024 2+ 12 1ty ¢! la § ¢
2024-513462-19-00 19.12.2024 transitioned trial PART 11 Podstatnd zmena Prebiehajice " Including UM;::;;'IIG‘J Chronic
2024-510612-75-00 20.12.2024 SEMAGTUTIDR OZEMHIOSM: Podstaind zmena Prebichajiice Nand1 Picizt wHh 12D
L overweight
T 3 Hematologic Malignancies or Solid
ZILOVERTAMAB VEDOTIN- 2 i v & i
2023 2012202
2023-507178-41-00 20122024 s ) TnicidIna adost Prebichajiice Tand 1 i
2073-508600-92.00 20122004 TFTACOPAN - SM3 Podstatnd zmer Prebichaiice Wand 1 T2A Nephropathy
= Mild cognitive impuirment (MCT)
SEMAGLUTIDE-SM-2 . . .
2023-506919-15.00 20122024 RAGLUTIDE SH: Podstatnd zmena Prebichajiice Nand 1 o mild dementia, both of the
ransitioned trial b
Alzheimer's type
Type 2 Diabetes, Cardiovascular
" S ; g " Discases Overweight or
2022-502833-25-00 20.12.2024 LY3502970-SM-13 PART Il only Podstatna zmena Prebichajice n Obesity.Chronic Kidney
DACARBAZINE-IFOSFAMIDE- P:‘r':"ﬁ"‘i';"“ rkr:‘:’“"“‘“'::a‘:“
2023-505261-84-00 20122024 EPIRUBICIN HYDROCHLORIDE- Podstatns zmena Prebichajiice Nand 1 s
SMd TRANSITIONED TRIAL e :n e
ALPELISIB SM-1 " ‘Hormone receptor positive, HER2-
2023509133 20.12.202 5
202 50913%:39:00 122024 TRANSITIONED TRIAL osynd eie Fretichafice Had] negaive advanced breast cancer
202 50-21-00 20122024 BATOCLIMAD SM4 ttioned Podstatni zmena Prebichajiice Tand1 Thyroid Eye Discase (TED)
2024-512649-18-00 20122024 B'*WL'M""‘:";' 3 townioned. Podstatn zmena Prebiehajiice Nand1 Thyruid Eye Disease
BRIVARACETAM -SM-1 : Childhood Absence Epilepsy
23.510428- 2012
2023-510428-55-00 20.12.2024 ransitioned trial Podstatnd zmena Prebichajiice and 1 Juvenile Absence Epilepsy
NILOTINIB_IMATINIB- AM-3 d"“":‘;;‘,‘_’::""ff':":;:“":‘:‘““
2023-507557-16-00 20122024 addition of MSC transitioned trial Inicidlna Ziadost Prebichajiice Nand 1 2
Chromosome pos
kemia (Ph+ ALL)
2023-507846-96-00 20122024 Tuzpee SHLTPART UL ooy Podstatnd zmena Prebichajiice [ Type 2 Diabetes Mellitus.
transitioned trial
Hospital-acquired pacamonia o
ventilator-associated
pncmania.Sepsis.Complicated
Intra-abdaminal Infection Suspected
2023-507757-15.01 20122024 [AZTREGNAN METRONITAZIN Inicidlna ziadost Prebichajice Nand 1 o Codmisdfafeffiony Duc'ks
E_ resubmission Gram-Negative Pathogens
Requiing Inteavenous Anibiotic
Treatment Complicated Urinary
Teact Infoction. Blood Stream
Infection
2023-506308-24-00 20122024 X092-KEYTRUDA- $M-2 Podstatn zmena Prebichajiice and1 Ricpureos o neissuic houd tad
neck squamous cell carcinoma
2023-506906-38-00 20122028 RITUXIMAB - SM6 Prebichajiice Wand 1 Follicular Lymphoma
2023-509029-29-00 20.12.2024 ISIS 678354 -SM-1 transitioned trial Podstatni zmena Probichajice land Fmilsl Cifonicunetis
Svndrome (FCS]
'Mild cognitive impairment (MCI)
2023-506918-45-00 27.12.2024 SEMAGLUTIDES Podstatin zrican Prebiclinjie Hand1 or mild dementia, both of the
transitioned trial ’
Alzheimer's type
‘Metastatic or unresectable locally
0 SSM3 - A s -
2024-512038-13-00 9125 ENCORARENTD: S Podstatnd zmena Prebichajiice Wand 1 advanced BRAF V600EK mutation
transitioned trial ¢
positive melanoma
2024-513995-16-00 13.1.28 VIBEGRON - SM2 Podstatnd zmena Prebichajice Wand 1 et Df:;:; it
TOVINONTRINE - addition of . ; Heart failure (HI) with roduced
5
2023-508736-62-00 13.1.2025 MSC AM-2 Inicidlna 2iadost Prebichajice Mand 1 eiection fraction (HFrEF)
oderate-to-Severe U
2023-509243-27-00 13.1.2025 Atliflapon - SM-1 transitioned trial Podstatn zmena Prebiehajice Hand | Modeale “’:‘;‘;:;1‘ Btzolled
2023-502839-19.00 13.12005 LY3502070 - SM-4 part 1l only Podstar Prebichajice ] Obesit
. ¢ Treatment of pediatric subjects with
2023-504447-14-00 14.12025 kG SBN wkiaoas Podstatni zmena Prebichajiice Hand1 ‘moderate to severe chronic plaque
poriasis
2024-512720-11-00 15.1.2025 Allo-APZ2-CVU SM-1 Podstats Prebiehaiiice Mand1 chronie venous uleers (CVU)
2023-503224.66.00 15.1.208 Abelacimab-addition of MSC AM-2 Inicidlna Zadost Prebichajiice and | Avral Fibrillation
2024-517422-25-00 16.1.2025 BMS-986365 Tnicidlna 2iadost Prebichajiice Tand 1 Mcmatio alio soxstmt
Prostate Cancer (mCRPCI
2024-513035.25.00 16.1.2028 1T1-1284 - Initial Iniciilna Ziadost Prebichajiice Tand [ Piiogty aisoristed sk
Alzheimer’s Disease
2024-510818-33-00 17.1.2025 LOUOGE: REMIBRUTINIE =St Podstatnd zmena Prebichajice Mand 1 Chronic Spontancous Urticaria
| - transitioned trial
Podiatric . Patients (Subjects
2023-504713-76-00 1712025 Upadacitinib -SM4 Podstatn zmena Prebichajiice and | incapable of giving consent
personally, Minors)
Y EIEITE® T, =
HesIIsaT 2012025 Tiepekimab -SM-1 teansitioned tial Podstatni zmena Prebichajiice 1 "““,';"C‘:':: -
2023-507415-35-00 2212025 Tied Rg}z:ﬁ:‘:ﬁm"““‘ Podstatni zmena Prebichajiice [ Psoriatic Arthritis
2024-513282-39-00 2712005 LOU064 Tniciilna Ziadost Prebichaiiice and 1 Hidradenitis Suppurativa (HS)
Tong-term effects of semaglutide on
diabetic rtinopathy in subjets with
S 2
2023-506827-26-00 2212025 0"""‘:"1"5:‘"’"‘*’"::’4‘"5“ = Podstaind zmena Prebichajiice Hand1 type 2 diabetes (T2D) using
sitioned validated and standardised
ophthalmic assessments.
SM-1 BARZOLVOLIMAB -
2024-513210-36-00 23.1.2025 ‘Humanized immunoglobulin G1 Podstatnd zmena Prebichajice Mand1 Chronic Spontancous Utticaria
Kappa
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