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Although there have been recent advances in endovascular treatment modalities to treat 
peripheral artery disease, especially in the popliteal region, these treatment strategies 
have not yet shown satisfactory results and research is lacking.1-3) The study titled "Clinical 
Outcomes after Drug-Coated Balloon Treatment in Popliteal Artery Disease: K-POP Registry 
12-Month Results"4) presents a detailed analysis of the 12-month clinical outcomes of 
IN.PACT drug-coated balloon (DCB) treatment in patients with symptomatic atherosclerotic 
popliteal artery disease (PoAD). The study reports a technical success rate of 100%, with a 
12-month clinical primary patency rate of 76.0% and a target lesion revascularization (TLR) 
-free survival rate of 87.2%. Similar to these findings, a subgroup analysis of the IN.PACT 
Global Study reported a 3-year TLR-free survival rate of 76.5% for isolated PoAD.5) This 
suggests that DCB treatment is highly effective for PoAD, offering an improvement over 
traditional treatment modalities.

However, to determine the clinical utility of these results, we should look at this current study 
from two different perspectives. Firstly, do the enrolled patients in this study represent a real-
world spectrum of complex PoAD? Secondly, is effective comprehensive treatment possible 
with DCB treatment alone?

In this study, the mean lesion length was 93.7±53.7 mm, and chronic total occlusion and 
severe calcification were in 45% and 23% of patients, respectively. TASC II Type D lesions 
were identified in 21% of patients.4) These lesion characteristics show that this study 
reflects actual real-world practice compared to a previous retrospective other study that 
shown a mean lesion length of 60±30 mm, long-segment occlusions of 18.5%, and severe 
calcification of 40.7%.6) Additionally, the inclusion of combined atherectomy in 17% of cases 
and provisional stenting in 11% reflects a real-world scenario of clinical practice, can be 
considered a realistic parameter for the effectiveness of DCB.

Theoretically, combining DCB treatment with atherectomy for lesion modification could 
improve drug penetration and efficacy of DCB at the lesion site. Another study comparing 
DCB versus atherectomy and DCB angioplasty for PoAD showed favorable primary patency 
rate at 12 months (65% vs. 82%; hazard ratio, 2.64; 95% confidence interval, 1.09–6.37; 
p=0.021), while freedom from TLR did not differ between the 2 treatment strategies (82% 
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vs. 94%, p=0.072).7) Despite a thorough analysis of different subgroups who underwent 
atherectomy and provisional stenting, the single-arm design without a control group makes it 
difficult to clearly attribute the observed benefits to the DCB treatment alone in this study.

Interestingly, through multivariate Cox regression analysis, this study identifies female 
gender and long lesion length as independent predictors of loss of patency. In actual practice, 
these findings are important for selecting treatment modalities and determining which 
patients might consider DCB as first-line treatment for PoAD.

This multicenter study in real-world setting aims to fill the data gap regarding the efficacy of 
DCB in treatment of PoAD, which has traditionally been considered a "no-stent zone" due to 
biomechanical challenges resulting from knee joint movement. Despite the lack of a control 
group and the short-term follow-up period, this study highlights the potential of DCB to 
achieve high patency rates and reduce the need for revascularization, presenting a promising 
alternative to stenting. Randomized controlled trials with long-term follow-up are needed to 
verify these findings for PoAD.
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