VEITH

stnrosiu
Conncong e Vit oty

Update on FOVELASS - French Society of
Phlebology Study: RCT comparing Foam and
EVLA in SSV incompetence

Claudine Hamel-Desnos

Institut de Pathologie Vasculaire
Hépital Privé Geoffroy Saint Hilaire - Ramsay GdS- PARIS-FRANCE

President of the MJC of PHLEBOLOGY for the UEMS (European
Union of Medical Specialists)

#1PV

Phlébologie

11/21/24

CHD disclosure:
» 12M : shareholder and family ties

VEITHSH‘IPOSIUI‘I v

» Mepy Systéme : consultin:
Py Y 9 Connecting The Vascular Community

» Kreussler Pharma : consulting

o European Journal of Vascular and . This RCT was published
i Endovascular Surge
iy in March 2023 on behalf of the
French Society of Phlebology

FOVELASS: A Randomised Trial of
Endovenous Laser Ablation Versus
Polidocanol Foam for Small Saphenous
Vein Incompetence

JMV-Journal de Médecine Vasculaire

Contemporary management of
incompetence of the small saphenous
vein in the light of the recent results of
the FOVELASS study

Supplementary data and additional discussion

were published in December 2023

86% of patients completed
the 3-year study

design

* Multicentre (11 centres) RCT on
SSV incompetence treatment

+ 2 parallel arms FOAM versus
LASER (1470 nm)

+ FIRST OBJECTIVE : technical
success (reflux) at 3-y

« Second objectives: clinical
results at 3-y

In both groups, treatment of the tributaries was only permitted
after 6 months (at the discretion of the investigators: either
phlebectomies or sclerotherapy)

Hamel Desnos 2024
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EVLA ablation is more
Study durable than UGFS, 3 years
Conclusions after SSV treatment

However, clinical & patient
satisfaction score improvements
remained similar in both groups



https://www.ejves.com/issue/S1078-5884(23)X0002-1
https://doi.org/10.1016/j.ejvs.2022.11.021

Discussion/comments
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Treatment of tributaries

Treatments of TRIBUTARIES during the 3 y-FU only allowed from
Mé
SCLEROTHERAPY only (no phlebectomies performed)
EVLA group : 19% (1.2 session per patient on average)
UGFS group : 33% (1.5 session per patient on average)

!

Approximately 70% of UGFS patients and 80% of EVLA patients
did not require treatment for tributaries

stematic concomitant treatment of tribu
able at least for the SSV

Reflux outcomes in percentage

p=1.0000 p=0.0028 p<.001 p<.0001

Percentage of patient without reflux

3y complete absence of
reflux (full success) :
EVLA 86.4%

UGFS 56%

Diameter reduction in case of recanalisation
FOVELASS study (SSV)
(1,2)

In case of recanalisation in UGFS group, SSV mean diameter was 2 mm at 3 years
(mean diameter before treatment= 5.7 mm)

'3/1 study’ (GSV) (3)

In case of recanalisation, GSV mean diameter was 2.8 mm at 2 years (mean
diameter before treatment = 6 mm)

i . ;
me in the diameter of the saphenous veins could explain
P ™ n cal results of the foam des
UGFS L
full success  partial success  total failure
1) Hamel-Desnos C et al. Eur J Vasc Endovasc Surg. 2023
2 HomotDasnos C. MalVasc 2028
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Treatment parameters used for UGFS and EVLA endovenous treatment
DVTs UGFS (n =82) EVLA (n =79)
EVLA: 1EHIT2 ‘ f d VT Treatment room setting 100% 66%
. , not classified as 5 5
Need for EFIT* classification (34% in opersting theatre)
= UGFS: 2 partial popliteal DVTs (but were |::> Or use "ARTE** 1 TLA supplementary anaesthesia given (protocol Notapplicable 7 patients (8.8%)
EFIT 2) violation)
Mean (SD) length treated Net applicable

In Foam group, 5 gastrocnemius vein thromboses
(4 asymptomatic)
on Day 8 screening, no treatment

* EFIT : Endovenous Foam Induced Thrombosis

**ARTE: Ablation Related Thrombus Extension
1-2023 American Guidelines - Part Il (SVS, AV, AVLS). Gloviczki et al. JVS VLD 2023

20.7¢m (5.6cm) ‘

Mean (SD) wreatment parameter POL: 1.5% (0.7%)

Foam: 3mls (1.5 mls)

LEED 75.5 j/cm (13.5 j/cm)

e e ) 17(8:35) 36 (15-60) |
“D0" wributary treatment (protocol violation) 10(12.4%): 3 phlebectomy, 7 8(10.1%): 4 phlebectomy, 4
UGFS UGFsS

Post procedure compression prescribed 45.7% 92% |

Patients prescribed LMWH prophylaxis; 2(2.4%) 59 (75%) ]

duration in days [min-max] 5.5[1.010.0] 2501.010.0]

Number needing time off work. 0(0%) 3(3.8%) |
given additional tributary M36) | 27 (32.9%) 15 (19%)
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several questions arise

Treatment COSTS (do not include DUS scan cos

3 « Why do practitioners still use systematic

thromboprophylaxis for EVLA even in the absence of
risk factors?

EVLA (N=79) UGFS (N= 82)
A T Tl 1108.76€ (including equipmentand  NA
SSV treatment fibre costs) per treatment
. ) ] 79 patients = 87592€
« Could this explain the difference between the 2 il
. i ; D A O R i EVLA of the SSV=157.02€ UGFS of the SSV=94,64€ for first
groups in terms of gastrocnemius vein thromboses? . session
) ; x79 patients = 12405€
»Should we be searching for them systematically ? x 82 patients = 7760€

Doctor’s fees for additionnal NA 37.46€ for second session (at 6 weeks)
Doctor’s fees for visual 18.93€ per session 18.93€ per session
Total costs for 79 patients = 100357€ Total costs for 82 patients = 8648€

Total mean cost per patient 100357€/79 =1270.34 € 8648.99 €/ 82 =105.46€

»Should this type of vein thrombosis be treated?
»Should they be classified as DVTs?

- Dannell O etal. Factors Influencing superficial and Deep veln thrombosls after foam sclerotherapy in
- 2023 American Guidelines - Part Il (SVS, AVE, AVLS). Gloviczkl et al. JVS VLD 2023

- INCONCLUSION: Many issues arise

* There is no doubt about the technical superiority of
laser over foam in the treatment of incompetent
saphenous veins, but

»Failure should be better defined

»What role do clinical results play in daily practice?
»Foam is cost-effective (can be the first choice even for
saphenous veins in some countries)

-
Thanks to our patients

Thank you for listening

« Why is venous thromboprophylaxis after the treatment

of varicose veins so poorly standardised in everyday
practice?

Thanks to the investigators : F. Abbadie, B. Chauzat, P. Desnos, A. Diard, J.L. Gérard, S. Gracia,
C. Hamel-Desnos, M. Josnin, L. Moraglia, P Ouvry, O. Pichot, S. Skopinski, C. Stirneman

* The debate about ‘concomitant or staged treatment of
tributaries’ remains open

Phidbologie

PV,

GOOD BYE
PAULINE




