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Study Design

-Summary of 12-month Primary Patency on FP-DES-
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12-M Primary Patency* 96% 92% 96% 91% 87% 94% 84% 87%
Lesion length (mm) 7 87 92 163 200 105 193 186
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-3-year incid of is after FP-DES i in the CAPSICUM study-

Annual Occurrence of ISR related to FP-DES The Morphology of ISR related to FP-DES

The Darkness of FP-DES in the Treatment of FP lesions

Stent thrombosis

1204 ﬂ (safety)
el 619 Delayed arterial healing
9.5% (288820 132.0%] 40.9% due to the sustained PTX releasing
'm the 2nd year [34.8% to 47.0%]
Cumulative Disadvantage
5.8% 3-year 1) Stent thrombosis 1
in the 3rd year 2) Stent re occlusion 1
3-year freedom ) 3) DAPT duration 4
from restenosis / &+ 59.1y% 4) Aneurysmal degeneration 1
[53.0% to 65.2%]
® .
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-The Darkness of FP-DES in the Treatment of FP lesions-
Symptom transition at baseline versus ISR onset (Median follow-up 23.8 months)

Claudication ~ CLTI mALI
At onset of DES ISR

T — 8 /74

74 51/74

Among 74 Pts with CLTI
__15/74° 9 Q).
271126 3/126 10.8% (I"I 8) ALl
126 Among 126 Pts with claudication
96/126 21.4% (n=27): CLTI

2.4% (n=3): ALI

Baseline ISR Onset

-The Darkness of FP-DES in the Treatment of FP lesions-

Patency after repeat EVT for FP-DES ISR and Predictors of re-ISR after repeat EVT

Adjusted incidence hazard ratio

g Diabetes 1.07[0.63 to 1.83] (P=0.79)
H Dialysis 0.74(0.41 to 1.36] (P=0.34)
H Non-ambulatory at TLR 1.13[0.56 t0 231 (P=0.73)
E o 6 5 9" Popliteal lesions 1,68 [0.98 to 2.88] (P=0.059)
3 «I% In-stent occlusion at TLR 089 [0.48 to 1.63] (P=0.70)
o CUTlat TIR 1.60 [0.86 to 2.97] (P=0.13)
at1y No slow flow at TLR 045 [0.12 to 1.69] (P=0.24)

S RS <30% in TLR 0.92(0.46 to 1.85] (P=0.82)
Months afer TLR DCB use at TLR 0.42 [0.24 to 0.74] (P4).003)

Initial angiogram = 2

pletion angiogram 36-month al




11/20/24

-The Darkness of FP-DES in the Treatment of FP lesions-
Time course of aneurysmal degeneration from the 4-year results of CAPSICUM study
:8.2% Di 2.7% Disappearance :4.3%

[5.5-10.9%] [0.7-4.6%) [0.8-7.8%)

28215 3 4years

[10.5-18.5%] (5.3-22.6%]

Appearance: 3.9% Appearance : 2.6% Appearance: 3.8%

[1.5-6.4%) [0.7-4.6%) [0.0-10.6%]

Aneurysmal degeneration was observed for more than 4 years. Although it was not significantly rélaied to
the risk of restenosis, it remains a mysterious phenomenon.

Un published data

-The Light and Darkness of FP-DES in the Treatment of FP lesions-

Take home message

TR o
[effectiveness)

Inhibition of neointimal hyperplasi
thanks to the sustained PTX releasing

Darkness
[safety)

Delayed arterial healing
due to the sustained PTX releasing

Advantage Disadvantage
1) Restenosis 4 1) Stent thrombosis >
2) IR 2) Stent re occlusion 1

3) DAPT duration 1

3) Sustained clinical improvement

Walking distance 1 4) Aneurysmal degeneration 1

Risk of major amputation 4~
L ampen

+ Controlled and sustained PTX elution
 PTXlong lasting tissue residence

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




