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Background

• Endovascular interventions for FP revascularizations are well 
established 

• Long-term patency remains a challenge, with reported restenosis 
rates of up to 70% for POBA1

• DCBs have been successful in improving long-term patency vs POBA



Drug Coated Technology

• Each DCB necessitates individual study

• RCTs have shown clinical benefits but often feature highly selective 
patient cohorts based on clinical and imaging criteria

• Thus, their findings may not universally apply to real-world patient 
populations



The LUMIFOLLOW Registry

To demonstrate that Luminor DCBs 
outcomes are reproducible in standard 

practice with all-comer patients and
explores the safety, efficacy, and cost-

efficiency of the LUMINOR DCB in de-novo
and restenotic-FP lesions. 



The Lumifollow Registry

• FRANCE wide registry

• Luminor drug coated balloon for treating PVD

• Femoropopliteal lesions

• Reproducible results in standard practice

• Safety

• Efficacy

• QOL metrics

• Subgroup analysis 
• DeNovo vs restenotic lesions
• Claudicants vs CLTI
• Femoral versus popliteal lesions





Centre N=542
Centre Hospitalier Universitaire Pellegrin, Bordeaux 19.2% (104/542)

Clinique Générale Annecy 2.6% (14/542)

Clinique Rhône Durance, Avignon 1.5% (8/542)

Centre hospitalier de la Côte Basque, Bayonne 0% (0/542)

Polyclinic Bordeaux Nord Aquitaine, Bordeaux 3.9% (21/542)

Hôpital Ambroise Paré, Boulogne-Billancourt 1.7% (9/542)

Centre Hospitalier Régional Universitaire Morvan de Brest 10.1% (55/542)

CHRU Lille 7.0% (38/542)

Clinic Mutualiste Porte de L’Orient, Lorient 3.5% (19/542)

CHU Timone Marseille 0.2% (1/542)

CH Layné, Mont-de-Marsan 1.1% (6/542)

Hôpital Privé des Franciscaines, Nîmes 12.2% (66/542)

Fondation Hôpital St Joseph, Paris 23.6% (128/542)

Clinique Saint Jean, St-Jean-de-Védas 6.6% (36/542)

Clinique Rhéna, Strasbourg 6.8% (37/542)

Recruiting Centres



• Inclusion Criteria

• Clinical Criteria
• ≥ 18 
• RC 2-5

• Angiographic Criteria
• ≥ 70% stenosis or occlusion of a FP artery

• Proximal margin of target lesion(s) starts at the ostium of the 
SFA

• Distal margin terminates at bifurcation of popliteal artery AND 
≥1 cm above the origin of the TP trunk (P3)

• TASC II Class A to D 
• de novo lesion(s) or restenotic lesion(s) (stented or not)
• A patent inflow artery free from significant lesion (≥ 50% 

stenosis)
• Successful wire crossing and pre-dilatation (≥ 1min, with under 

sizing of 1mm compared to ref diameter) of the target lesion
• Use of crossing devices, laser or atherectomy, Bailout stenting 

allowed if necessary
• At least one patent native outflow artery to the ankle, free from 

significant (≥ 50%) stenosis

ClinicalTrials.gov (NCT04743180)

Exclusion criteria

• Pregnant or lactating Women 

• Life expectancy < 1year

• Patient is currently participating in an 
investigational drug or other device 
study or previously enrolled in this 
study

• Inability to take required study 
medications or allergy to contrast that 
cannot be adequately managed with 
pre- and post-procedure medication

• Sudden symptom onset or acute 
vessel occlusion

Inclusion and Exclusion Criteria



N=262

Death:11
Lost to follow-up:29
No show: 49

Visit 3YR



Outcome Measures



Patient Demographics



Procedural Details

Variables N=580
Devices N=874

Luminor 18 37.6% (320/852)
Luminor 35 62.4% (532/852)

Pre-dilatation 91.2% (527/579)
Post-dilatation 4.7% (27/579)
Stenting 43.1% (249/580)

Stent length (mm) 87.21±42.30
Stent diameter (mm) 5.60±0.66

Lesion length (mm)
140.55±99.42

Type of stent
Bare self-expanding nitinol stent 283
Multi-Loc self-expanding stent 2
Drug-eluting self-expanding stent         8
Covered self-expanding stent 10
Interwoven self-expanding stent 36

Bare balloon expandable stent 10



Outcomes

Variables 1 year 2 years 3 years

All cause death 5.7% (31/542) 9.6% (52/542) 11.6% (63/542)

Major target limb amputation 0.7% (4/542) 1.8% (10/542) 2.4% (13/542)

Minor target limb amputation 4.2% (23/542) 4.2% (23/542) 4.8% (26/542)

Efficacy endpoint 

Patients with TLR 3.1% (17/542) 5.9% (32/542) 7.6% (41/542)

Patients with TVR 6.5% (35/542) 8.5% (46/542) 9.8% (53/542)

4 peri-procedural deaths (≤30 day)
cardiac (n=8) or respiratory (n=5) causes, sepsis (n=3), mesenteric ischemia (n=5), cancer (n=5), haemorrhagic stroke (n=1), 

haemorrhage (n=2), limitation of active treatments (n=2), suicide (n=1), and unknown cause (n=27)



0 1 month 6 months 12 months 24 months 36 months

Number at risk 542 517 465 371 211 105

Freedom TLR % - 99.8 99.0 96.2 92.0 87.3

95% CI - 98.6-100.0 97.6-99.6 93.9-97.6 88.7-94.4 82.1-91.0

F-TLR at 36 months

F-TLR (%)

LUMIFOLLOW 87.3

IN/PACT SFA 84.8

ILLUMINATE 77.6

SAFE DCB 74.4



6 0.0% (0/532) 0.0% (0/441) 0.0% (0/355) 0.3% (1/350) 0.4% (1/254) 0.5% (1/214)

5 16.2% (88/542) 3.6% (16/441) 2.3% (8/355) 2.3% (8/350) 0.8% (2/254) 3.7% (8/214)
4 16.8% (91/542) 2.0% (9/441) 2.0% (7/355) 2.9% (10/350) 4.3% (11/254) 2.3% (5/214)

3 43.2% (234/542) 6.3% (28/441) 6.8% (24/355) 4.9% (17/350) 5.1% (13/254) 7.9% (17/214)

2 23.8% (129/542) 10.0% (44/441) 9.0% (32/355) 9.4% (33/350) 10.6% (27/254) 11.2% (24/214)
1 0.0% (0/542) 11.6% (51/441) 13.8% (49/355) 12.0% (42/350) 13.8% (35/254) 19.2% (41/214)
0 0.0% (0/542) 66.4% (293/441) 66.2% (235/355) 68.3% (239/350) 65.0% (165/254) 55.1% (118/214)

Change in Rutherford category 1 month 6 months 12 months 24 months 36 months
-5 27/441 (6.1%) 24/355 (6.8%) 21/350 (6.0%) 0/254 (0,0%) 12/214 (3,4%)
-4 36/441 (8.2%) 44/355 (12.4%) 33/350 (9.4%) 1/254 (0,4%) 16/214 (4,6%)
-3 161/441 (36.5%) 109/355 (30.7%) 121/350 (34.6%) 0/254 (0,0%) 67/214 (19,1%)
-2 132/441 (29.9%) 103/355 (29.0%) 105/350 (30.0%) 1/254 (0,4%) 67/214 (19,1%)
-1 42/441 (9.5%) 35/355 (9.9%) 35/350 (10.0%) 9/254 (3,5%) 23/214 (6,6%)
0 36/441 (8.2%) 31/355 (8.7%) 25/350 (7.1%) 19/254 (7,5%) 19/214 (5,4%)

+1 6/441 (1.4%) 7/355 (2.0%) 4/350 (1.1%) 22/254 (8,6%) 9/214 (2,6%)
+2 1/441 (0.2%) 1/355 (0.3%) 4/350 (1.1%) 76/254 (29,8%) 3/214 (0,9%)
+3 - 1/355 (0.3%) 2/350 (0.6%) 90/254 (35,3%) 1/214 (0,3%)
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Subgroup Analysis – At 2 years



Summary

• Real-world data at 3 years continue to confirm SAFETY and EFFICACY 
of the Luminor DCB in FP lesions with lasting QOL benefits 

• The LUMIFOLLOW registry encompasses a diverse patient population 
- Includes calcified and long occlusions, de novo and restenotic lesions 

• - Popliteal lesions extending down to the P3 segment, 

• - Rutherford 5 patients

• High f-TLR, low complication rates

• 3-y data support LUMINOR DCB’s routine clinical use



Paclitaxel vs Sirolimus

Sirolimus presents 2 main issues to be used on a DCB:
slow transfer and difficulty to distribute in the artery wall

Paclitaxel

• Strong inhibition of stenosis

• High lipophilicity: Fast and high absorption to 
the vessel

• Specific cellular receptors. Diffuses from 
endothelial surface to medium and adventitia 
layers of arterial wall

Sirolimus

• Strong inhibition of stenosis

• Limited lipophilicity: slower transfer

• Low number of receptors: difficult to distribute 
in the arterial wall

There are 2 main drugs used to inhibit the stenosis: Paclitaxel and the limus family (Sirolimus)

Detailed below the main characteristics of both drugs:



Clinical evidence

At the moment, sirolimus DCBs evidence isn’t much in PAD. The trials published are: 

Source: PubMed search; Teichgräber U, et al. Comparison of Sirolimus- vs Paclitaxel-Coated Balloon Angioplasty for Femoropopliteal Artery 
Disease: The SIRONA Randomized Noninferiority Trial. J Am Coll Cardiol. 2026 Feb 18:S0735-1097(25)10433-6. 
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1-year outcomes

1 study comparing 
both drugs



BUT……





TO BE STRONGLY DISPUTED



Thanks for your Attention
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