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Introduction

• Quality of evidence is limited due to the lack of control groups

de Maeseneer, et al EJVES 2022

European Society for Vascular Surgery (ESVS) 2022 Clinical 

• University Hospital Maastricht

• > 18 years

• Ilio femoral CVO (1 cm cranial to the ostium of DFV ) and MTS by 
DUS + MRV/CT
Conservative management > 1 year

• 2:1 (intervention : control)

• Sinus Venous Stent (Optimed GmbH) 

Primary: VEINES QoL / Sym
Secondary: General QoL, clinical improvement and patency

Introduction

Outcome

Stent

Sinus Venous Optimed GmbH 

Introduction

NIVL (10%) PTS  (90%)
Iliofemoral with extension cranial to DFV

Control (n= 21)

Primary endpoint analysed (n=33)

Follow-up: 1 year 

Primary endpoint analysed 
(n=17)

Analysis

Intervention (n=42)

Randomized (n= 63)

+

Missing data: multiple imputation

Study flowchart
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Figure 1. Comparison of the distribution of baseline characteristics between randomized groups

Baseline Characteristics

QOL score p-valueRegression 
coefficient 95% CI

VEINES-QOL 8·07 3·04-13·09 0·002*

VEINES-Sym 5·99 0·75-11·24 0·026*

Table 1.  Comparison of change in VEINES QOL/Sym (from baseline to 12 
months) between the stent group versus the control group.  

Figure 2: Mean VEINES-Sym and mean VEINES-Qol at baseline, 3 months and 12 months 
for patients for whom both baseline and end scores were available
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• Clinically meaningful: ≥4 points for VEINES-QOL/Sym  Kahn, et al. 
JVS 2020

• The regression coefficient indicates the difference in change score 
from baseline to 12 months between the intervention group vs the 
control group.

Primary outcome

QOL score p-value
Regression coefficient 95% CI

EQ-5D-5L 
index value 0·015 -0·12-0·15 0·82

EQ-5D-5L 
VAS 4·24 -4·47-12·94 0·331
PDI -11·83 -20·81 to -2·86 0·011*

Clinical scores
VCSS -2·93 -5·71-0·16 0·04*

Villalta -2·99 -7·28-1·30 0·17

Events No. events
No. patients

N (%)

Stent occlusion 6 3 (7·3)

In-stent stenosis 1 1 (2·4)

Candida, urinary tract infection 1 1 (2·4)

Stent extension 2 2 (4·9)

Thrombolysis/Thrombectomy/PTA 6 4 (9·7)

Table 2.  Comparison of change in generic Qol and clinical scores (from baseline to 12 months) between the stent group versus the control 
group in patients for whom both baseline and end scores were available.   

Table 3.  SAE and related action during 1 year follow-up.

Secondary outcomes

PP:      91·4% 
aPP:    94·2% 
SP:      97·2%

Patency rates

• Iliofemoral CVO patients who received dedicated venous stents had significant improvement in VEINES-
QOL/SYM, pain disability index, and VCSS after 12 month compared with the patients in control group

• These findings add to the level of evidence for stenting in CVO patients while awaiting the completion
of the larger ongoing C-TRACT and BEST

Conclusion 

Thank you very much
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