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How should we move forward with Limus 
coated Devices after FDA has cleared PTX 

coated Devices:
Are there promising results currently with Limus coated DCBs?

Marianne Brodmann
Division of Vascular Medicine, Medical University 

Graz, Austria
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Overview – What is the latest?

•What is the latest in long-term evidence for DCBs?
•What have the latest European and Japanese 

comparative studies told us?
•What is the latest on limus DCBs?
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IN.PACT SFA RCT: Statistically Significant Clinical Benefit through 5 Years Post-Procedure

DCBs Improved Outcomes Compared to Uncoated Balloons

• 1. Schneider et al. Circ Cardiovasc Interv. 2018;11:e005891; 2. Laird et al. Circ Cardiovasc Interv. 2019;12:e007702.

DCBs Improved Outcomes Compared to Uncoated Balloons
IN.PACT Japan RCT: Statistically Significant Clinical Benefit in a Japanese Population

DCBs Improved Outcomes Compared to Uncoated Balloons
IN.PACT Global - Consistent and Sustained Effectiveness Across Complex Subgroups Through 5 Years
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Long-term Evidence from Paclitaxel DCB RCTs
AcoArt 5yr Results, EffPac 5yr Results and Ranger II 5yr Results

Teichgraeber U. et al. CIR 2022:45;1773-83Xe et al JVS 2021: 74;756-62

AcoArt 5yr Results EffPac 5yr Results

Presented by Marianne Brodmann MD at LINC 2024

RANGER II 5yr Results

Understanding Restenosis Post DCB – POPCORN Study Japan
POPCORN study identified six risk factors of restenosis

Independent Risk Factors for 1-Year Restenosis

Head-to-Head Non-inferiority Study of DCBs – COMPARE Trial
Design: Prospective, multicenter RCT enrolling real-world 414 patients (RCC2-4, max lesion length 30cm ≥) 70% stenosis
Outcomes:  Primary endpoint 12-month non-inferiority was met (non-inferiority margin -10%)

 5-year results presented for the first time at LINC 2024 

Low dose DCB 
(n=207)

High dose DCB 
(n=207) P value§

60 -Months MAE Free* 63.6% (98/154) 71.7% (99/138) 0.135

All-cause mortality 15.1% (22/146) 14.0% (18/129) 0.865

Device or procedure-related 
death 0 0 1.0

Major amputation 0% (0/121) 0.9% (1/108) 1.0

Clinically driven TLR 35.9% (55/153) 27.5% (38/138) 0.133

All TLR* 36.4% (56/154) 28.3% (39/138) 0.169

Values are percentage (n/N). The numerator is the number of subjects with events prior to the close of the visit window.
The denominator includes subjects with events or those without events having follow-up on or past the opening of the visit window.
*Includes clinically-driven TLR and duplex-driven/incidental TLR.
§P-values based on Fisher’s-exact test.
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Compare 5-year results presented by Steiner S. at LINC 2024

Paclitaxel vs Limus
The Challenges of Developing an Effective –Limus DCB

Clearance

Solubilization of 
drug in tissue 

over time

“Free” DrugDissolution“Solid” Drug

- Degradation
- Diffusion
- Loss

Crystalline drug

Encapsulated drug

Paclitaxel is ideal for DCB
• Paclitaxel resists degradation, no protective matrix 

necessary
• Amorphous Paclitaxel is immediately bioavailable to 

address “Acute Inflammation”
• Crystalline Paclitaxel addresses “Sub-Chronic and 

Chronic Proliferation”

Drug formulation affects cellular processes:  
• Paclitaxel can be formulated to exhibit highly crystalline 

microstructure 
• Sirolimus doesn’t crystallize readily; requires 

“encapsulation” to establish tissue “reservoirs” 

Limus Studies in the Femoropopliteal Artery?
SIRONA is the only Limus DCB RCT to compare against Paclitaxel DCBs in the SFA

Study Name Device Patients 
included

Design Geography Sponsor Status

PREVISION1 BD sirolimus 
DCB

34 (FIH) Single Arm ANZ/Singapore BD Bard Enrolling

Future SFA 
Asia2

Magic Touch 279 RCT vs POBA Asia Concept 
Medical

Ongoing

SirPAD2 Magic Touch 1132 (ATK and 
BTK)

RCT vs POBA Switzerland Investigator 
initiated

Ongoing

SIRONA2 Magic Touch 478 RCT vs PTX 
DCB

Germany/Austria Investigator 
initiated

Ongoing

SELUTION FIM3 Selution SLR 
DCB

50 (FIH) Single Arm Germany Med Alliance Completed

SUCCESS3 Selution SLR 
DCB

723 (ATK and 
BTK)

Single Arm Asia/Europe/Latin 
America

Med Alliance Completed

SELUTION4SFA
3

Selution SLR 
DCB

300 RCT vs POBA US/Europe/Asia Med Alliance Ongoing

Japan SFA3 Selution SLR 
DCB

134 Single Arm Japan Med Alliance Completed 1yr

Limus/Magic Touch Technology

Prof. Ulf Teichgräber, CIRSE 2024
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Limus/Selution Technology

SELUTION SLR™ DEB in PAD – Clinical Program Overview
Extensive clinical evidence program consisting of 9 Studies and more than 1,800 patients

Limus/Selution Technology

Overview – What is the latest?

What is the latest on paclitaxel safety?
The totality of evidence now clearly shows there is no paclitaxel mortality safety risk.

What is the latest in long-term evidence for DCBs?
Multiple devices now have evidence out to 5 years. Some showing sustained benefit.

What have the latest European and Japanese comparative studies told us?
Popcorn has identified risk factors associated with restenosis, COMPARE has shown 
non-inferiority at 12 months between high and low dose DCBs and reported 5yr 
outcomes at LINC 2024. PROSPECT Monster has shown similar outcomes between 
DCBs at 2 years in a non-randomized study.

What is the latest on -limus DCBs?
-We eagerly anticipate more evidence on the safety and effectiveness of -limus DCBs 
from randomized trials.

Thank you for your attention


