
Results and methods of Interim analysis and random-sample audit 

 

Aim: To elucidate the frequency of asymptomatic deep venous 

thrombosis (DVT), fatal / non fatal pulmonary embolism (PE), 

fatal / non fatal acute myocardial infarction (AMI), stroke and 

transient cerebral ischemic attack (TCI) in patients undergoing 

elective uni- and bilateral THA /TKA, revision and uni-KA in a fast-track 

Set-up with short duration (3+/- 2 days) thromboprophylaxis. 

 

Methods: Prospective multicenter study with 5000 patients. Follow-up 90 

days. 

 

Data Validation: Once collected, data are transcribed onto paper case-report forms and then 

entered in the database. In January 2011 a random-sample audit was performed on 250 

included patients (50 patients from each center). At that time 2.622 operations were 

registered in the database. The purpose of the audit was a/: to ensure that included patients 

received short duration (3 +/-2 days) thromboprophylaxis, b/: to ensure that patients in 

permanent anticoagulation therapy due to previous venous thrombosis was registered, and c/: 

to ensure that length of stay met the fast-track criteria.  

Results: All 250 patients had a completed questionnaire and no patients with LOS ≤5 days 

were discharged with prophylaxis except for the few (4.4%) with preoperative PACT. All 

departments fulfilled the fast-track criteria of mean length of hospital stay ≤3 days. 

Data were compared with source documents, and checked for completeness. The result of the 

audit was satisfactory and approved by the steering committee. 

Interim analysis: As of April 15, 2011 3.475 operations were registered in the database 

(1.598 knee- and 1.877 hip operations). An interim analysis was performed based on patients 

with complete 90 days follow-up (2.405 patients, 1.089 hips and 1.316 knees). 

 

Table I.  
Incidence of thromboembolic events (TEE) and deaths ≤90 days after 2.405 elective uni- and bilateral THA / 
TKA, revision and uni-KA.  

 Hip surgery Knee surgery Total 

Outcome, events pr. 1.00 [CI 99%]    

Stroke 0.09   [0.0 ; 0.6] 0.5   [1.8 ; 12.4] 0.3   [0.1 ; 0.7] 

Transient cerebral ischemic attack 0.00   [0.0 ; 0.4] 0.2   [0.4 ; 7.7] 1.2   [0.02 ; 0.4] 

Deep venous thrombosis 0.7   [0.3 ; 0.16] 0.5   [1.8 ; 12.4] 0.6   [0.3 ; 1.14] 

Pulmonary embolism 0.2   [0.02 ; 0.8] 0.6   [2.2 ; 13.5] 0.4   [0.2 ; 0.9] 

Acute myocardial infarction 0.5   [0.1 ; 1.2] 0.5   [1.4 ; 11.3] 0.5   [0.2 ;0.9] 

All, events 1.4 [0.7 ; 2.5] 2.0 [1.2 ; 3.1] 1.7 [1.1 ; 2.5] 

    

Deaths 0.4   [0.1 ; 1.1] 0.4   [0.1 ; 1.0] 0.4   [0.1 ; 0.8] 

All vascular events (and all deaths) 1.7 [0.9 ; 3.0] 2.3 [1.4 ; 3.5] 20.4 [1.4 ; 2.9] 

 

 

Primary endpoint: There frequency of vascular events was not increased in patients 

undergoing elective uni- and bilateral THA / TKA in a fast-track set-up with short duration 

(3+/- 2 days) thromboprophylaxis (2.04%) compared with current treatment (3%)(1-6). 



 

Safety: No major bleedings has been reported. The frequency of non-major bleedings was not 

increased (0.08 %) compared with current treatment (1.5 – 1.7 %)(7). 

 

Length of stay:  The mean length of stay varied from 2.4 nights to 3.6 nights in the 

participating centers.  
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