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POST-PTA DISSECTION REPAIR ABOVE AND BELOW THE KNEE
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Objective: Angioplasty often results in dissections and remains a
significant problem. Dissections are typically managed with stents,
which are associated with high rates of in-stent restenosis. Two
tack optimized balloon angioplasty (TOBA) studies evaluated the
safety and efficacy of a novel implant for dissection repair in both
above and below the knee lesions. The Tack combines low outward
force with minimal metal to provide focal treatment for dissections.

Methods: TOBA was a prospective, single-arm study evaluated
patients with Rutherford Category 2-4 caused by lesions of the
superficial femoral and popliteal arteries. Patients were treated
with standard balloon angioplasty, and post-PTA dissections
were treated with Tacks. The primary endpoints were device
technical success (ability of the Tack implants to resolve post-
PTA dissection) and device safety (absence of new-onset major
adverse events). TOBA BTK, a separate study, evaluated patients
with CLI and infrapopliteal lesions. The primary safety endpoint
was a composite of MALE and POD at 30 days. Device success and
procedure success were also assessed.

Results: In TOBA, Tacks were used in 130 patients with post-PTA
dissections (74.0% grade C). Technical success was achieved
in 98.5% of patients with no major adverse events at 30 days.
Twelve-month patency was 76.4%, and freedom from TLR was
89.5%. Significant improvement from baseline was observed in
Rutherford clinical category and ankle-brachial index at 12 months
(p<0.0001). In TOBA BTK, 32 patients received dissection repair
with Tacks. Freedom from MALE and POD at 30 days was 97.1%.
Twelve-month patency was 78.4% and freedom from CD-TLR at 12
months was 93.5%.

Conclusions: Tack implant treatment of post-PTA dissection was
safe and resulted in low rates of TLR both above and below the
knee. Tack treatment represents a new, minimal metal paradigm
for dissection repair that can safely improve the clinical results
associated with PTA.

Figure 1: Example of resolved BTK Post-PTA dissection. Left: Two dissections
(brackets) resulted from angioplasty. Right: Three Tack implants (arrows) were
placed.
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