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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?
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Overview — What is the latest?

DCBs Improved Outcomes Compared to Uncoated Balloons

=@

Freedom from CD-TLR through 5 Years?

IN.PACT SFA RCT: Statistically Significant Clinical Benefit through 5 Years Post-Procedure
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Long-term Evidence from Paclitaxel DCB RCTs

AcoArt Syr Results, EffPac Syr Results and Ranger II Syr Results

“AcoArt 5yr Results EffPac 5yr Results RANGER 11 5yr Results
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Understanding Restenosis Post DCB — POPCORN Study Japan

POPCORN study identified six risk factors of restenosis

Primary patency at each accumulated risk level
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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 2) 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
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Paclitaxel vs Limus
The Challenges of Developing an Effective —Limus DCB

i Baclitaxelis ideal for DCB
* Paclitaxel can be formulated to exhibit highly crystalline * Paclitaxel resists degradation, no protective matrix
microstructure necessary

Amorphous Paclitaxel is immediately bioavailable to
address “Acute Inflammation”

Crystalline Paclitaxel addresses “Sub-Chronic and
Chronic Proliferation”

Sirolimus doesn't crystallize readily; requires
“encapsulation” to establish tissue “reservoirs”
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Compare 5-year results presented by Steiner S. at LINC 2024
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Limus Studies in the Femoropopliteal Artery?
SIRONA is the only Limus DCB RCT to compare against Paclitaxel DCBs in the SFA
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Limus/Magic Touch Technology

Freedom from cdTLR

Preliminary results*
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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
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Limus/Selution Technology

SELUTION SFA Japan
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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 Syr
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.
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