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Inovativni designy klinickych studii pfedstavuji vyznamny posun v metodologii kli-
nického vyzkumu, ktery reflektuje rostouci komplexitu onemocnéni, rozvoj persona-
lizované mediciny a nastup lécivych pfipravkd pro moderni terapii. Vedle tradi¢nich
randomizovanych kontrolovanych studii se stéle castéji uplatriuji adaptivni designy,
master protokoly ¢i jednoramenné studie, které umoznuiji flexibilnéjsi a cilenéjsi hod-
noceni terapeutickych intervenci. Tyto pfistupy mohou zrychlit identifikaci uc¢innych
terapii a efektivnéji vyuzivat dostupné zdroje, soucasné viak pfinaseji metodologické
a organizacni vyzvy, zejména v oblasti statistického planovani, kontroly zkresleni
a interpretace vysledka.

V Ceském prostredi zUstdva implementace inovativnich designli zatim omezen3,
predevsim v dlsledku nedostatku metodologické expertizy, omezenych finan¢nich
zdroj( v akademickém sektoru a nedostatec¢ného systematického vzdélavani v oblasti
klinickych studii. Iniciativy zaméfené na budovani kapacit mohou pfispét k posileni
odborného zazemi a podpofit aktivnéjsi zapojeni ¢eskych instituci do mezindrodniho
vyzkumného prostoru.

Inovativni designy predstavuiji klicovy nastroj moderniho klinického vyzkumu a jejich
dalsi rozvoj bude zdaviset na systematické metodologické podpore a mezioborové
spolupraci.
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Innovative clinical trial designs

Innovative clinical trial designs represent an important shift in the methodology of
clinical research, reflecting the growing complexity of diseases, the development of
personalized medicine, and the emergence of advanced therapy medicinal products.
In addition to traditional randomized controlled trials, approaches such as adaptive
designs, master protocols or single-arm studies are increasingly being used, enabling
more flexible and targeted evaluation of new therapeutic interventions. They may
accelerate the identification of effective therapies and improve the efficiency of re-
source utilization; however, they also introduce methodological and organizational
challenges, particularly in relation to statistical planning, control of bias, and inter-
pretation of results.

In the Czech Republic, the implementation of innovative trial designs remains limi-
ted, mainly due to insufficient methodological expertise, limited funding in the
academic sector, and the lack of systematic education in clinical trial methodology.
Capacity-building initiatives may help strengthen the methodological background
and support a more active involvement of Czech institutions in the international
research landscape.
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