


Background

• Nonmajor orthopedic surgery of the lower limbs, that results in
transient reduced mobility, places patients at risk for venous
thromboembolism.

• There is a lack of consensus on the use of thromboprophylaxis in
patients undergoing nonmajor orthopedic surgery.

• European guidelines recommend a personalized strategy of
prophylaxis with low-molecular weight heparin.

• There are no evidence on the efficacy and safety of direct oral
anticoagulants for the thromboprophylaxis in patients undergoing
nonmajor orthopedic surgery.



AIM of the study

Aim of the Prophylaxis in Nonmajor Orthopaedic Surgery (PRONOMOS)
trial is to compare the effect of rivaroxaban with that of enoxaparin in
the prevention of major venous thromboembolism after lower-limb
nonmajor orthopedic surgery.



Methods

• International, parallel-group, randomized, double-blind, noninferiority trial.
• Adults who had been admitted to the hospital to undergo nonmajor
orthopedic surgery in the lower limbs and who received
thromboprophylaxis for at least 2 weeks (according to the investigator’s
assessment of the patient’s venous thromboembolic risk) were included.

• Two arms of treatment:
- rivaroxaban 10 mg/ daily
- Enoxaparin 4000 IU /daily
• Primary efficacy outcome: a composite of symptomatic distal or proximal
deep-vein thrombosis, pulmonary embolism, or venous
thromboembolism–related death during the treatment period or
asymptomatic proximal deep-vein thrombosis at the end of treatment.

• Safety outcome: major bleeding and nonmajor clinically relevant bleeding.



Results

• 3604 patients randomized: 1809 patients were assigned to receive
rivaroxaban, and 1795 to receive enoxaparin.

• Major venous thromboembolism occurred in 4 of 1661 patients
(0.2%) in the rivaroxaban group and in 18 of 1640 patients (1.1%) in
the enoxaparin group (P<0.001 for noninferiority; P = 0.01 for
superiority).

• The incidence of bleeding did not differ significantly between the
rivaroxaban group and the enoxaparin group (1.1% and 1.0%,
respectively, for major bleeding or nonmajor clinically relevant
bleeding; 0.6% and 0.7%, respectively, for major bleeding).









Conclusions

• Treatment with rivaroxaban was associated with a 75% lower risk of
major venous thromboembolism through the end of treatment than
enoxaparin (0.2% vs. 1.1%).

• The use of rivaroxaban was not associated with a higher incidence of
major bleeding or other bleeding events.

• These results, if confirmed in larger studies, could modify the current
recommendation of the international guidelines by extending the use
of thromboprophylaxis also in patients undergoing nonmajor
orthopedic surgery.


