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Initiating thromboprophylaxis with

subcutaneous LMWH and transitioning

to oral rivaroxaban could be an attractive ¢ Mean anti-Factor Xa activity was not increased Safety and tolerability

strategy in such cases on day 1 compared with day 3; in fact, there was

a slight but significant increase on day 3 versus

day 1 (p<0.01) (Figure 1A, Table 2)

The areas under the concentration-time curves

(AUGs) for anti-Factor Xa activity on days 1 and 3

were not significantly different (p=0.87)

(Figure 1A, Table 2)

¢ Mean PT was not significantly higher on day 1

— The pharmacodynamics of rivaroxaban than on day 3 (p=0.11) (Figure 1B, Table 2)
(assessed primarily by anti-Factor Xa activity) @ The AUC for PT after rivaroxaban administration

during serial administration compared with was increased in the day 1 samples compared
those on the day of transition from LMWH to with similar samples on day 3 (p<0.0001)

Pharmacodynamic results

® There were no deaths during the study and
no patients developed deep vein thrombosis
or pulmonary embolism, or experienced
bleeding events

& A total of 44 (83%) patients experienced >1 AE
up to 30 days post-surgery (Table 3); three serious
AEs were reported (one wound infection, one
lumbar vertebral fracture after a fall and one
case of anxiety that required urgent medical
attention), none of which were considered to be
related to study medication
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# The safety population included patients who
took at least one dose of study medication,
and the intention-to-treat (ITT) population
included patients with any post-baseline
efficacy assessments

Age and renal function had little influence
on coagulation tests

No clinically observed bleeding or venous

thromboembolic events occurred, and
there were no serious AEs related to
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® The primary endpoint was peak anti-Factor Xa L N SRR TR
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activity on study day 1 compared with day 3
for each patient in the ITT population; analyses
combined results from all patients

In patients for whom initial parenteral
prophylaxis is clinically indicated after THR
or TKR surgery, initiating oral rivaroxaban
10 mg od 12-18 hours or 24-28 hours
after the last dose of LMWH (depending
on LMWH regimen) provides a simple

and well-tolerated strategy for
thromboprophylaxis
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Results

Patients and baseline characteristics

® A total of 56 patients were enrolled in the study;
the safety and ITT populations included 53 and
52 patients, respectively

# Selected demographic and baseline characteristics
are shown in Table 1

& Of those patients in the safety population,
26 (49%) underwent THR and 27 (51%) underwent
TKR surgery
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Figure 2. Anti-Factor Xa activity (+ standard error) by age and renal function
in the ITT population in: (A) patients aged less than the median, (B) patients
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