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Klinickd hodnoceni predstavuji klicovou soucast vyvoje [éCivych pfipravkd a zakladni
zdroj evidence pro medicinu zaloZzenou na dlkazech. Tradi¢né je klinicky vyvoj lé¢iv
popisovan prostifednictvim Ctyf po sobé nasledujicich fazi klinickych hodnoceni
(I-1V), které odrazeji postupné ovérovani bezpecnosti, ddvkovani, ic¢innosti a nasled-
né poregistracni sledovani léc¢iva po jeho uvedeni na trh. Tento model dlouhodobé
slouzi jako regulacnii didakticky rdmec klinického vyzkumu. V poslednich desetiletich
vsak klinicky vyvoj lé¢iv prochdazi vyznamnou proménou. V praxi se stale ¢astéji
vyuzivaji podfaze klinickych studii (napf. Ia, Ib, lla, llb) nebo kombinované studie
zahrnujici vice fazi klinického vyvoje (napft. faze I/11 ¢i 1I/11l). Soucasné se rozvijeji
inovativni pristupy k designu klinickych studii, v¢etné adaptivnich, seamless nebo
platformovych studii, a roste vyznam vyuziti dat z bézné klinické praxe (real-world
evidence). Specifickou oblast pfedstavuje vyvoj pokrocilych terapii (advanced the-
rapy medicinal products, ATMP), jako jsou genové a bunécéné terapie, u nichz mize
byt klinicky vyvoj realizovan v mensich souborech pacient( a v nékterych pfipadech
muUze byt registrace lécivého ptipravku zalozena jiz na vysledcich ¢asnych klinickych
studii. Cilem tohoto ¢lanku je pfedstavit tradi¢ni koncept fazi klinickych hodnoceni
[é¢iv, diskutovat jeho limity a poukazat na soucasné trendy v klinickém vyzkumu,
které ilustruji posun od rigidniho linearniho modelu k flexibilnéjsimu a kontinual-
nimu pojeti klinického vyvoje Ié¢iv.
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Clinical trials: The evolution of the traditional phase-based approach
in contemporary clinical research

Clinical trials represent a key component of the development of medicinal products
and a fundamental source of evidence for evidence-based medicine. Traditionally, the
clinical development of medicines has been described through four sequential phases
of clinical trials (I-1V), reflecting the stepwise evaluation of safety, dosing, efficacy, and
post-marketing surveillance after a medicinal product is introduced to the market. This
model has long served as both a regulatory and educational framework for clinical
research. However, in recent decades the clinical development of medicines has under-
gone significant changes. In practice, sub-phases of clinical trials (e.g., Ia, Ib, lla, llb) and
combined study designs that integrate multiple phases of development (e.g., phase I/11
or I/l trials) are increasingly used. At the same time, innovative approaches to clinical
trial design are emerging, including adaptive, seamless, and platform trials, while the
use of real-world evidence is gaining importance. A specific area of development in-
volves advanced therapy medicinal products (ATMPs), such as gene and cell therapies,
where clinical development is often conducted in smaller patient populations and,
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