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Ve sdéleni komentujeme studii hodnotici riziko dlouhodobych kardiovaskularnich pfihod u muz{i s hypogonadismem pfi substi-
tuc¢ni terapii testosteronem. Autofi v multicentrické, randomizované, dvojité zaslepené, placebem kontrolované studii s noninfe-
rioritou zaradili muze ve véku 45 az 80 let, ktefi méli vysoké riziko kardiovaskuladrniho onemocnéni nebo ho jiz prodélali. Pacienti
udavali symptomy snizené hladiny testosteronu, které byly laboratorné potvrzeny (vysledky hladiny testosteronu v séru na la¢no
byly <300ng/dl (10,4 nmol/L) na zakladé dvou spolehlivych méreni). Randomizace byla provedena 1:1 k dennimu uzivani gelu
s transdermalnim podanim obsahujicim 1,62% testosteronu (n = 2 596) nebo odpovidajiciho placeba (n = 2602).

Primarnim cilovym parametrem kardiovaskuldrni bezpecnosti byla doba od randomizace do prvniho vyskytu jakékoli slozky za-
vaznych nezadoucich srdecnich ptihod (MACE), ktera byla hodnocena jako kombinace nésledujiciho: 1. imrti z kardiovaskularnich
pficin, 2. infarkt myokardu bez fatalniho nasledku, 3. mozkova piihoda bez fatélniho nésledku.

Primarni kardiovaskularni cilovy parametr se vyskytl u 182 pacientt (7,0 %) ve skupiné [é¢ené testosteronem a u 190 pacientt (7,3 %)
ve skupiné [é¢ené placebem. Bylo prokazano, Ze u muzd s hypogonadismem a jiz existujicim kardiovaskularnim onemocnénim nebo
jeho vysokym rizikem nebyla podle analyzy z hlediska MACE substitu¢ni terapie testosteronem vice rizikova nez terapie placebem.
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Cardiovascular safety of testosterone replacement therapy

This paper comments on a study that evaluates the risk of long-term cardiovascular events in men with hypogonadism under-
going testosterone replacement therapy. In a multicenter, randomized, double-blind, placebo-controlled noninferiority study,
the authors included men aged 45 to 80 years who had a high risk of cardiovascular disease or had previously experienced it.
Patients reported symptoms of hypogonadism, which were laboratory confirmed (fasting serum testosterone levels were <300 ng/
dl (10.4nmol/L) based on two reliable measurements). Randomization was conducted in a 1:1 ratio for daily use of transdermal
1.62% testosterone gel (n = 2596) or matching placebo (n =2602).

The primary cardiovascular endpoint was the time from randomization to the first occurrence of any component of a major ad-
verse cardiovascular event (MACE), which was defined as a combination of the following: (1) cardiovascular death, (2) non-fatal
myocardial infarction, (3) non-fatal stroke. Noninferiority required an upper limit of less than 1.5 for the 95% confidence interval
of the hazard ratio among patients receiving at least one dose of testosterone or placebo.

The primary cardiovascular endpoint occurred in 182 patients (7.0%) in the testosterone-treated group and in 190 patients (7.3%)
in the placebo-treated group [HR 0.96; 95% confidence interval, 0.78-1.17; p <0.001 for noninferiority). In men with hypogonad-
ism and pre-existing or a high risk of cardiovascular disease, testosterone-replacement therapy was noninferior to placebo with
respect to the incidence of MACE, according to the analysis.
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Uvod

Ucinky substituéni terapie testostero-
nem u star$ich muzd s hypogonadismem na
kardiovaskularni systém nebyly zatim stéle

jasné ovéreny a stanoveny. Retrospektivni
kohortové studie zahrnujici muze uzivajici
testosteron substitu¢ni terapii ukazaly roz-
poruplné vysledky, pficemz nékteré vykézaly

zvysené a jiné snizené kardiovaskularni riziko
(1-5). Malé randomizované studie podobné
neprokazaly konzistentni souvislost 1é¢by
testosteronem s kardiovaskularnim rizikem,
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