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Short communication
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INTRODUCTION

Rivaroxaban is one of the most widely used 
drugs from the group of “newer anticoagu-
lants”. In the form of the drug Xarelto, it ac-
counts for most prescriptions in the Czech Re-
public. This drug is one of the few for which an 
age-dependent difference in plasma half-life 
(t½) between younger and older subjects ex-
posed to the drug is well documented. Both the 
SPC (summary of product characteristics) and 
the basic literature, including the registration 
documents, state that in “younger subjects”,  
t½ is 5–9 hours, and in “elderly subjects” (in 
the original), it is 11–13 hours. This is very in-
teresting and important when determining an 
individual treatment plan, especially the dos-
age regimen and intervals. The terms “elderly 
subjects” and “younger subjects” undoubtedly 
require a more precise definition.

Situation
The Summary of Product Characteristics 
(SPC) of the original Xarelto product, under 
pharmacokinetic properties in the text sec-
tion “5.2. Pharmacokinetic properties” (State 
Institute for Drug Control, 2023), states that 
rivaroxaban is eliminated from plasma with 
a terminal half-life of 5–9 hours in younger 
subjects, and 11–13 hours in older subjects.

The concept of elderly subjects must be 
seen in the light of the seminal work by Ku-
bitza et al. (2008). This work is cited as a 
source in many other publications, particular-

ly Mueck et al.’s seminal work on rivaroxaban 
(2014). It is listed here under citation number 
41.

Only in this one paper (Kubitza et al., 
2008), can we find how the authors perceive 
the term “elderly person”, in the original “el-
derly subjects”. The authors of the SPC un-
doubtedly share this idea for both Xarelto and 
Xanirva, and other “generics” of rivaroxaban. 
In their study, Kubitza et al. (2008) provide 
demographic characteristics with anthropo-
metric data of the respondents. This study 
includes 52 people (elderly subjects), 27 men 
and 25 women, in the age range of 60.0–76.0 
years, i.e., people older than 60 years. This is 
an interesting and important figure. In our 
cultural-political-professional environment, 
the age of 65 is commonly considered to be 
the beginning of “elderly age”.

Therefore, if, in the SPC of a medicinal 
product with the active substance rivarox-
aban, we read that in older adults the t½ of 
rivaroxaban is 11–13 hours, this may be a dif-
ference of t½ to 2.5 times compared to young-
er people. This applies to all patients over 
60 if we consider the lower limit in younger 
people (5 hours) and the upper limit in older 
people (13 hours). Such significant differenc-
es in the length of the fundamental pharma-
cokinetic parameter, plasma t½, i.e., in the 
behaviour of the drug during the “fate of the 
drug in the body”, can affect the therapeutic 
and side effects of the active substance rivar-
oxaban.
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Survey and its results
We asked what the age profile of patients who 
were prescribed rivaroxaban during 2024 at 
České Budějovice Hospital looks like.

There were 1,334 subjects, of whom 1,117, 
i.e., 83.73%, were older than 60. For approxi-
mately 84% of our patients “on rivaroxaban”, 
a plasma half-life of t½ of 11–13 hours must 
be expected. For the SPC, elderly subjects are 
older than 60, not 65. In the Czech Republic, 
persons aged 65 years and over are considered 
elderly.

CONCLUSION

Clinical significance of the findings
In our patients who were prescribed and dis-
pensed a drug with the active ingredient ri-
varoxaban, 84% were people over 60. It can 
be reasonably assumed that the same will be 
true for patients treated in other healthcare 
facilities. The authors point out that in people 
over 60 years of age, it is necessary to assume 
that the plasma half-life t½ of the active sub-
stance rivaroxaban will be 11–13 hours, not 
only in people over 65 years of age, as elderly 
patients in the Czech Republic are commonly 
referred to. This fact must be considered while 
prescribing.
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