Table 15. Complications: Prevention of Venous Thrombosis (VT)/Pulmonary Embolism (PE) studies

Table 15. Complications: Prevention of Venous Thrombosis (VT)/Pulmonary Embolism (PE) studies (continued)


	Study
	Study Type: Intervention; Control
	Results
	Conclusions

	Blanchard et al., 1999113
	RCT: (1) Nadroparin calcium, a LMWH, adjusted to body weight., subcutaneously 12 hours before and after surgery then once a day for 10-12 days vs. (2) Continuous intermittment pneumatic compression device (CIPC) of the foot.
	DVT: 31/48 (65%, 95% CI 49.5-77.8) for CIPC group and 16/60 (27%, 95% CI 16.1-39.7) for the nadroparin group (p<0.001). Only one patient in the nadroparin group had severe bleeding.
	Authors conclude that a once daily fixed, weight-adjusted dose of nadroparin is superior to CIPC of the foot.

	Colwell et al., 1995114
	RCT, open-label: (1) Postoperative Enoxaparin 30 mg subcutaneously bid vs. (2) Unfractionated heparin 5000 IU subcutaneously three times daily. MDT = 7 (up to 14 days)
	77/225 (34%) of heparin subjects and 56/228 (25%) of enoxaparin subjects had an incidence of DVT (p=0.02). Two subjects receiving heparin had a PE, one fatal. three major hemorrhagic episodes in each group.
	Study found postoperative enoxaparin more effective and as safe as unfractionated heparin in preventing DVT in patients having elective TKA.

	Francis et al., 1996115
	RCT: (1) “Two-step” warfarin, administered 10-14 days preoperatively then postoperatively vs. (2) warfarin, one dose night before TKA. Postoperatively, dose adjusted to target INR 2.2. Treatment up to nine days.
	Occurrence of DVT nearly identical, 39% in the two-step regimen vs. 38% for the night before group. Occurrence of proximal VT was 5% vs. 7%, respectively (p ns). Patients in two-step regimen received 1.3 transfusions vs. 0.95 of the night before regimen (p<0.05).
	Authors conclude night before warfarin regimen is more convenient and may be associated with less bleeding than the two-step warfarin regimen.

	Heit et al., 2000116
	Double-blind (DB), placebo-controlled, randomized controlled trial (RCT), TKA and THA. (1) Postoperative Ardeparin, a low molecular-weight heparin (LMWH), 50 anti Xa, IU/kg body weight subcutaneously bid vs. (2) Placebo. Mean duration of treatment (MDT) = 7 days postoperative.
	Results for TKA only.

DVT, PE, or death: 5 (1.4%) for ardeparin group, 6 (1.7%) for placebo, OR = 0.8 (95% CI 0.2-2.7).

DVT: 1 (0.3%) for ardeparin group, 3 (0.8%) for placebo, OR = 0.3 (95% CI 0.03-3.1).
	Study found the cumulative incidence of symptomatic DVT or death was not significantly reduced by ardeparin prophylaxis. Authors conclude extended ardeparin use is not clinically important for most patients and future research should identify high-risk patients who would benefit most from extended prophylaxis.

	Leclerc et al., 1996117
	DB, RCT: (1) Postoperative Enoxaparin 30 mg subcutaneously bid vs. (2) Postoperative Warfarin, dose adjusted to INR 2-3. MDT = 9 (up to 14 days).
	109 of 211 (51%) warfarin subjects had an incidence of DVT vs. 76/206 (37%) of enoxaparin subjects (p=0.003). 22 (10.4%) warfarin and 24 (11.7%) had proximal VT (p>0.2).  6 (1.8%) warfarin and 7 (2.1%) had major bleeding (p>0.2).  
	Study found postoperative fixed-dose enoxaparin more effective than adjusted-dose warfarin in preventing DVT after TKA. No differences were observed for incidence of proximal VT or clinically overt hemorrhage.

	Leclerc et al., 199824
	Cohort study, TKA and THA: Postoperative Enoxaparin, a LMWH, 30 mg subcutaneously bid. MDT = 9 (up to 14 days.
	Results for TKA cohort only.  

VT: 33/842 (3.9%, 95% CI 2.6-5.2)

Symptomatic proximal VT or PE: 23/842 (2.7%)

Fatal PE: 3/842 (0.4%)

Major hemorrhage: 24/842 (2.9%)
	Postoperative use of enoxaparin for a mean of nine days is associated with a clinically acceptable rate of symptomatic VT and major hemorrhage. Authors conclude predischarge compression ultrasonography cannot be justified.

	Perhoniemi et al., 1996118
	DB, RCT, TKA, and THA: (1) Postoperative Enoxaparin 40 mg subcutaneously once a day vs. (2) Dihydroergotamine 0.5 mg + Heparin 5000 IU (HDHE) subcutaneously bid.  One dose from each group prior to surgery. Treatment for seven days.
	Results for TKA and THA combined.

Overall incidence of thromboembolic events was low (3%). One DVT seen in the Enoxaparin group and two PE in HDHE group.
	Study found the two regimens showed comparable efficacy and overall safety in preventing DVT.

	Robinson et al., 1997119
	DB, RCT, TKA, and THA. All subjects receiving postoperative warfarin adjusted to target International Normalized Ratio (INR) 2-3 for a mean of 9.8 days were randomized to (1) Bilateral Compression Ultrasonography vs. (2) Sham.
	Results for TKA only. In the screening group, one subject developed symptomatic proximal DVT and one had a nonfatal PE. One subject in the sham group had a symptomatic proximal DVT. Asymptomatic DVT was detected in six subjects in the screening group.
	Use of warfarin prophylaxis during hospitalization results in very low rates of symptomatic DVT or PE after discharge. Authors conclude use of compression ultrasonography is not justified in this setting.

	Westrich & Sculco, 1996120
	RCT: (1) Postoperative Aspirin 325 mg bid (also given night of operation) vs. (2) Postoperative Aspirin + Pulsatile pneumatic plantar-compression device (PPPC) for 5 days. Warfarin administered if either treatment was judged to have failed.
	22/81 (27%) of PPPC subjects had an incidence of DVT vs. 49/83 (59%) of aspirin alone subjects (p<0.001).  
	Study confirms safety and efficacy of PPPC with aspirin compared with aspirin alone and supports use of mechanical compression for prophylaxis against DVT.
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