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Klinické hodnoceni ETAPA bylo Gspésné zahajeno!

ETAPA je studie Casné cilené |écby patentniho ductus arteriosus paracetamolem u déti s
extrémné nizkou porodni hmotnosti. Cilem studie je zjistit, zda u kojencl s extrémné
nizkou porodni hmotnosti (ELBW - porodni hmotnost nizsi nez 1000 g) vede ¢asna cilena
[écba patentniho duktu arteriosus (PDA) paracetamolem, zahdjena mezi Sestou a
dvanactou hodinou Zivota, k vyznamnému snizeni kombinovaného primarniho vysledku
periventrikuldrniho a intraventrikuldrnino krvaceni (PIVH), nekrotizujici enterokolitidy
(NEC) a umrti pred propusténim. Plan studie je randomizovana, placebem kontrolovana
studie faze 3 s paralelnimi skupinami.

Zadavatelem studie je irska University College Dublin v Cele s hlavnim zkouSejicim
profesorem Janem Miletinem. Studie je podporovana evropskou infrastrukturou
klinického vyzkumu ECRIN se zapojenim vyzkumné infrastruktury CZECRIN, narodniho
partnera pro Ceskou republiku.

V Cesku klinické hodnoceni probiha ve dvou praZskych centrech - FN Motol a Ustav pro
péci o matku a dité v Podoli. Obé centra byla iniciovana v zari 2023. Dne 9. listopadu 2023
byl randomizovan prvni subjekt klinického hodnoceni ETAPA v centru Ustav pro péci o
matku a dité.

Celkové je planovano do studie zahrnout 90 pacient(i détské populace, v kazdém centrum
45 déti. Nabor pacientl potrva priblizné rok.

VVI CZECRIN | www.czecrin.cz

CZECRIN je velkd vyzkumnd infrastruktura podporujici realizaci akademického klinického vyzkumu v Ceské republice.
Je soucdsti evropské vyzkumné infrastruktury ECRIN-ERIC a zdsadnim zplsobem tak  pfispivd
k zapojeni akademickych instituci do mezindrodni sité klinického vyzkumu. S vizi charakterizovanou heslem:
“...towards patient oriented medicine” podporuje ndrodni a mezindrodni spoluprdci v oblasti klinického vyzkumu ve
prospéch pacientd, obCand a zdravotni péce. CZECRIN je financovdn z prostredku statniho rozpoctu prostrednictvim
MSMT.

ECRIN | www.ecrin.org
ECRIN, Evropskd sit infrastruktury pro klinicky vyzkum, usnadifiuje nadndrodni klinicky vyzkum poskytovdnim

poradenstvi a sluZeb pro zfizovdni a fizeni klinickych studii vedenych zkousejicimi nebo malymi a stfednimi podniky
v Evropé. ECRIN prostiednictvim svych védeckych partnert sdruZuje ndrodni sité jednotek klinickych studii v celé
Evropé, aby naplnila svou vizi vytvdreni védeckych dikazi pro optimalizaci Iékar'ské praxe.
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The ETAPA clinical trial has been successfully initiated!

Etapa is trial of Early Targeted Treatment of Patent Ductus Arteriosus with Paracetamol in
Extremely Low Birth Weight Infants. The objective of the study is to determine whether,
among extremely low birth weight (ELBW - birth weight less than 1000g) infants, early
targeted treatment with Paracetamol for patent ductus arteriosus (PDA), based on specific
criteria and commencing between six to twelve hours of life, results in significant
reduction of a combined primary outcome of periventricular and intraventricular
haemorrhage (PIVH), necrotising enterocolitis (NEC) and death before discharge. The Trial
design is a Phase 3 randomised, parallel-group, placebo-controlled trial.

The study was commissioned by University College Dublin, Ireland, and led by Principal
Investigator Professor Jan Miletin. The study was conducted by University College Dublin,
Ireland, headed by Principal Investigator Professor Jan Miletin. It is being supported by
ECRIN, the European Clinical Research Infrastructure, with the involvement of CZECRIN,
the national partner for the Czech Republic.

In the Czech Republic, the clinical trial is being conducted at two centres in Prague - UH
Motol and the Institute for Mother and Child Care in Podoli. On November 9, 2023, the
first subject of the trial was randomized at the Institute for Mother and Child Care.

Both centres were initiated in September 2023. It is planned to include 90 patients,
45 in each centre. Patient recruitment will take approximately one year.
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CZECRIN is the Czech national research infrastructure supporting academic clinical trials, which connects teaching
hospitals, universities and scientific centres in the field of biomedicine. It is the Czech national hub of the European
Consortium of Clinical Research Infrastructures (ECRIN-ERIC). Their common goal is to support the development of
academic clinical trials and to improve cooperation at the national and international levels. CZECRIN is
characterised by the motto: “...towards patient-oriented medicine “. CZECRIN is financed from the state budget
through the Ministry of Education.

ECRIN | www.ecrin.org
ECRIN, the European Clinical Research Infrastructure Network,facilitates multinational clinical research, through the

provision of advice and services for the set-up and management of investigator or SME led clinical studies in Europe.
ECRIN unites national networks of clinical trial units across Europe, through its scientific partners, to fulfil its vision
of generating scientific evidence to optimise medical practice.
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