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Methods 

• Multicentre trial 

• Non-inferiority design 

• Primary insufficient GSVs 



Methods - Treatments 

EVSA 
• First 36 legs:  

– 1 puls/cm <7 mm 

– 2 pulses/cm 7-10 mm 

– 3 pulses/cm >10 mm 

• Following 81 legs: 

– 2 pulses/cm <7 mm 

– 3 pulses/cm 7-10 mm 

– 4 pulses/cm >10 mm 

 

 

EVLA 
• 940 nm 

• Bare fiber 

• 12 W 

• 60 J/cm 

 



Methods - Outcomes 

• Outcomes 

• Primary 

• Succes of treatment 

• VCSS  

• Secondary (PROs) 

• Pain, painkiller use, satisfaction, number of days off 

• QoL (AVVQ and EQ-5D questionnaires) 

 

•  Follow-up 

• 2, 12 en 52 weeks 

 





Results – Primary outcomes 

Treatment success 
T=12 

Treatment success 
T=52 

Change in VCSS 
T=12 

EVLA 97.1% (93.8, 100) 95.6% (92.0, 100) -2.51 (-2.10, -2.93) 

EVSA (all) 93.9% (89.5, 98.3) 86.9% (80.5, 93.3) -2.90 (-2.42, -3.58) 

P 0.251 0.032 0.242 

EVSA (high dose) 97.4% (93.9, 100) 91.9% (85.8, 98.1) -2.69 (-2.34, -3.04) 

P 0.896 0.311 0.279 



Results - PROs 

EVLA  EVSA  
(all) 

P EVSA  
(high dose) 

P 

T=2 weeks n=109 n=116 n=81 

Pain 
(VAS) 

5.1 (4.7, 5.6) 2.6 (2.1, 3.1) <0.001 2.7 (2.1, 3.3) <0.001 

Satisfaction 
(VAS) 

7.7 (7.3, 8.1) 8.6 (8.3, 9.0) 0.001 8.5 (8.1, 8.9) 0.007 

Painkiller use 
(days) 

3.3 (2.6, 4.1) 0.9 (0.5, 1.4) <0.001 1.5 (0.5, 1.8) <0.001 

Days off  4.2 (3.4, 5.0) 1.6 (1.0, 2.1) <0.001 1.6 (0.9, 2.3) <0.001 



Results - QoL 

EVLA  EVSA  
(all) 

EVSA  
(high dose) 

T=12 weeks n=104 n=114 n=78 

AVVQ delta -5.47 (-3.93, -7.01) -5.17 (-3.63, -6.70) -5.10 (-3.14, -7.06) 

EQ-5D delta 0.039 (0.010, 0.067) 0.05 (0.011, 0.059) 0.033 (0.003, 0.062) 

EQ VAS delta 1.9 (0.4, 3.4) 0.8 (-0.9, 2.4) 0.0 (-2.1, 2.1) 



Results - Complications 

EVLA EVSA (all) 

T=2 weeks n=109 n=117 

DVT  1 (0.9%) 0 (0%) 

SVT 10 (9.2%) 10 (8.5%) 

Nerve injury 0 (0%) 1 (0.9%) 

Skin infection 0 (0%) 1 (0.9%) 

Ecchymosis (cm2) 4.5 (13.1) 1 (3.1) 

Hyperpigmentation (cm2) 0.9 (3.9) 0.9 (4.6) 

T=12 weeks n=98 n=107 

SVT 0 (0) 3 (2.8) 

Nerve injury 0 (0) 2 (1.9) 

Hyperpigmentation (cm2) 0.1 (0.5) (0.3 (1.8) 



Limitations of this study 

• Change in dose EVSA during study 

• EVLA with 940 nm and bare fiber  

• Blinding impossible 

 



Conclusions of this RCT 

1. Success of treatment 1 year FU: EVSA is not inferior 
to EVLA 

 

2. Efficacy of EVSA is better with higher dose  (more 
pulses/cm) 

 

3. PROs seem to be better for EVSA 

 


