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Chief complain

✓ Intermittent claudication (Rutherford 3)

Past medical history

✓Hypertension, Dyslipidemia, Coronary artery disease (post PCI)

Current medical history

✓ Life-disabling claudication in the right lower extremity for 6 month

Non-invasive vascular examination

✓ ABI: rt 0.71

✓Duplex ultrasound: severe stenosis at the middle part of the right superficial 
femoral artery (SFA) 

Case 1: 79 years old, Female



Initial procedure@2015

Initial angiography Completion angiography

Approach: Contralateral approach from the left 
femoral artery with 6Fr sheath (Destination, Terumo)

Guide wire: 0.014 inch guide wire, 300cm (Thruway™, 
Boston scientific)

Intravascular ultrasound: OptiCross™ (Boston 
scientific) 

Balloon catheter for pre-dilataion: 4.0*40mm SHIDEN
Balloon Dilatation Catheter (Kaneka medix)

Stent: ELUVIA™ DES  (fluoropolymer-coated paclitaxel-
eluting stent ) 7.0*150mm (Boston scientific) 

Balloon catheter for post-dilatation: 6.0*100mm 
Mustang™Balloon Dilatation Catheter (Boston 
scientific) 



25 months after FP-DES implantation
Approach: Contralateral approach 
from the left femoral artery with 6Fr 
sheath (Destination, Terumo)

Guide wire: 0.014 inch guide wire, 
300cm (Thruway™, Boston scientific)

Intravascular ultrasound: OptiCross™
(Boston scientific) 

Stent: Zilver PYX™ DCS 7.0*120mm 
(COOK medical) 

Balloon catheter for post-dilatation: 
6.0*100mm Mustang™Balloon
Dilatation Catheter (Boston 
scientific) 

Initial angiography Stent implantation and completion angio



50 months after FP-DES implantation
Duplex ultrasonography for the evaluation of aneurysmal degeneration at distal SFA Follow-up angiography



Serial angiographic evaluation 
Initial angiography 25 months follow-up 50 months follow-upCompletion angiography



Serial IVUS evaluation 
Initial angiography 25 months follow-up 50 months follow-up

✓Figure a, b and c show IVUS evaluation at initial procedure, 
representing 1) well-expanded, and 2) no malposition.

✓Figure d, e and f show 25 months FU IVUS evaluation, 
representing vessel enlargement at both stented and non-
stented segment. 

✓Figure g, h and i show 50 months FU IVUS evaluation, 
representing vessel diameter at both stented and non-stented 
segment were apparently larger than vessel diameter at 25 
months.



Case 2: 68 years old, Male
12M follow upInitial Final 36M follow up

OCT evaluation



1. CHRONIC INFLAMMATION AND/OR HYPERSENSITIVITY VASCULITIS due to 1) presence 
of polymer and 2) prolonged PTX elution, resulting in 1) medial disruption and 
destruction 2) loss of elastic integrity of the vessel wall and 3) aneurysmal formation

Why aneurysmal degeneration occur? 
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Why aneurysmal degeneration occur? 

VLST (very late stent thrombosis) 
2 years after Eluvia DES implantation

Completion angiography after 
thrombolysis and angioplasty Angioscopic evaluation after lysis Tx in 2-yr VLST case

2. DELAYED ARTERIAL REPAIR due to 1) thicker stent strut compared with coronary stent 
strut, 2) lasting PTX releasing, and 3) vessel calcification caused by phenotype of PAD 



Japan Endovascular Treatment Conference 2022

Deployment of Fluoropolymer-based drug-eluting stent (FP-DES) for femoropopliteal lesion

Inhibition of neointimal hyperplasia

This balance would be determined by the condition of patient, lower limb, and anatomical severity (trial-based patients versus 
real-world patients). It might be clinically challenging to achieve an optimal endothelialization by PTX use on this technology.
→ In much sicker condition, safety concerns will increase but absolute efficacy will be concomitantly needed.

Advantage
1) Restenosis ↓

2) TLR ↓

3) Sustained clinical improvement

Walking distance ↑

Risk of major amputation ↓

Disadvantage
1) Stent thrombosis →

2) Stent re-occlusion ↑

3) DAPT duration ↑

4) Aneurysmal degeneration ↑

Delayed arterial healing caused by
Patient: chronic and advanced 

condition of atherosclerosis 
Vessel: calcification
Device: PTX, stent thickness

✓Controlled and sustained PTX elution
✓PTX long lasting tissue residence

Two sides of the same coin



Japan Endovascular Treatment Conference 2022

Eluvia DES in physician initialed study

Large scare (1204 limbs in 1097patients), multi-center, physician-initiated, 
prospective study to evaluate the Eluvia™ DES  in real-world FP lesions.

• DM: 61%, HD: 28%  

• Mean lesion length: 186 ± 99mm 

• Chronic limb-threatening ischemia: 35%

• Totally occlusive lesion: 53%

• Severely calcified lesion: 42%

• Popliteal involvement: 24% 

• IVUS usage: 76.4%

Iida O, et al. JACC Cardiovasc Interv. 2022;15:630-638.



Japan Endovascular Treatment Conference 2022

Eluvia DES in physician initialed study

Iida O, et al. JACC Cardiovasc Interv. 2022;15:630-638.

In the CAPSICUM registry

✓ Aneurysmal degeneration was detected at 1 year in 16.8% (95% CI: 13.9%-19.6%) of the overall population. 

✓ Importantly, the presence of aneurysmal degeneration was NOT associated with the 1-year risk of 

restenosis, with an odds ratio of 1.16 (95% CI: 0.65-2.06) (P=0.61).

- The CAPSICUM (Contemporary outcomes After Paclitaxel-eluting peripheral Stent implantation for symptomatic lower limb IsChemia with sUperficial feMoral or proximal popliteal lesion) study-



✓ We experienced a case with progressive aneurysmal degeneration assessed by 
serial angiography and IVUS 50 months after fluoropolymer-based paclitaxel-
eluting stent (Eluvia DES) placement for the SFA lesion.

✓ The Eminent trial, comparing Eluvia DES vs. BMS, demonstrated the incidence of 
halo sign was not statistically different among stents.

✓ However, based on clinical scenario of these cases, halo sign and aneurysmal 
degeneration with flow at out of the stent were completely different feature that 
later is more progressive and advance finding, which would be caused by delayed 
arterial repair and inflammation and/or hypersensitivity vasculitis.

What we have learnt from serial FU angiography and IVUS

Gouëffic Y.et al. VIVA 2021 LBCT
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