
venous thromboembolism after elective hip-
replacement surgery: A randomized double-
blind comparison.11

• N = 1,584.
• Methods: Patients received either fonda-

parinux 2.5 mg SQ 4-8 hours postoperatively and
continuing once daily for 5-9 days or enoxaparin
30 mg SQ 12-24 hours preoperatively and contin-
uing every 12 hours for 5-9 days.

• Primary efficacy outcome: VTE to day 1.
• Primary safety outcome: Bleeding and death.
• Primary efficacy result: VTE: fondaparinux

6%, enoxaparin 8%. Fondaparinux had a statisti-
cally insignificant 26.3% relative risk reduction
over enoxaparin (P = 0.099).

• Primacy safety result: No fatal bleeding or
severe thrombocytopenia was reported in either
group. The bleeding index ‡2 was higher in the
fondaparinux group (2% fondaparinux vs. 0.7%
enoxaparin), but no statistical information was
provided. 

PENTAMAKS 1999
Bauer et al. Fondaparinux compared with

enoxaparin for the prevention of venous
thromboembolism after elective major knee
surgery.12

• N = 1,049.
• Methods: Patients received either fonda-

parinux 2.5 mg SQ 6 ± 2 hours postoperatively
and continuing once daily for 5-9 days or enoxa-
parin 30 mg SQ 12-24 hours postoperatively and
continuing every 12 hours for 5-9 days.

• Primary efficacy outcome: VTE to day 11.
• Primary safety outcome: Bleeding. 
• Primary efficacy result: VTE: fondaparinux

12.5%, enoxaparin 27.8%. Fondaparinux had a
55.2% relative risk reduction over enoxaparin (P
< 0.001).

• Primacy safety result: The total for the pri-
mary safety outcome was 11 major bleedings in
the fondaparinux group and one in the enoxa-
parin group (P = 0.006).

4 Supplement to DRUG UTILIZATION REVIEW ™ / January 2003

Fondaparinux Enoxaparin P value Relative risk reduction

EPHESUS
2000

(hip replacement)

VTE 37/908 (4%) 85/919 (9%) <0.0001 -55.9 (-72.8 to -33.1)
Any deep vein thrombosis (DVT) 36/908 (4%) 83/918 (9%) <0.0001 -56.1 (-73.2 to -32.9)
Proximal DVT 6/922 (0.7%) 23/927 (2%) 0.0021 -73.8 (-95.2 to -24.4
Distal DVT 30/909 (3%) 67/917 (7%) <0.0001 -54.8 (74.1 to -27.4)

PENTATHLON
2000

(hip replacement)

VTE 48/787 (6%) 66/797 (8%) 0.099 -26.3 (-52.8 to 10.8)
Distal DVT 34/796 (4%) 54/800 (7%) 0.037 -36.7 (63.1 to 2.4)
Any DVT 44/784 (5.6%) 65/796 (8%) 0.047 -31.3 (-56.8 to -4.8)

PENTAMAKS
1999

(knee replacement)

VTE 45/361 (12.5%) 101/363 (27.8%) <0.001 55.2 (-36.2 to -70.2)
Any DVT 45/361 (12.5%) 98/361 (27.1%) <0.001 54.1 (-34.5 to -69.6)
Distal DVT 35/372 (9.4%) 78/366 (21.3%) <0.001 55.9 (-33.0 to -72.9)

PENTHIFRA
1999

(hip fracture)

VTE 52/626 (8.3%) 119/624 (19.1%) <0.001 56.4 (-39.0 to -70.3)
Any DVT 49/624 (7.9%) 117/623 (18.8%) <0.001 58.2 (-41.0 to -71.8)
Distal DVT 42/627 (6.7%) 94/626 (15.0%) <0.001 55.4 (-34.4 to -71.3)

Table 5. Efficacy results from clinical trials


