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Lowest wash-off and crystal clear coating:
advanced strategies for DCB safety

12:35 SAFE PAX : The Patient Safety PTX Coating Technology /
Michael Lichtenberg, Arnsberg

12:42 Long term effect of the Paclitaxel Releasing Peripheral Balloon
Dilatation Catheter (APERTO OTW ®) for Arteriovenous Fistulae
Stenosis: the evidence to date/ Christopher Hammond,
Leeds
Modern revascularization strategy for Long SFA lesions:
The REFLOW Outcomes / Koen Deloose, Dendermonde
Learning from the producers: The LEGDEB Experiences and
2 year Outcomes / Eugenio Stabile, Federico Il Naples
Conclusions and take home message / Carlos Vaquero, Valladolid

Chairpersons:
Michael Lichtenberg
Arnsberg

Carlos Vaquero,
Valladolid
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12:35-13:20
DISCUSSION FORUM
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Risk of Death Following Application of Paclitaxel-Coated Balloons and
Stents in the Femoropopliteal Artery of the Leg: A Systematic Review
and Meta-Analysis of Randomized Controlled Trials

Konstantinos Katsanos, MD, PhD, MSc, EBIR; Stavros Spiliopoulos, MD, PhD; Panagiotis Kitrou, MD, PhD; Miltiadis Krokidis, MD, PhD;
Dimitrios Karnabatidis, MD, PhD




SAFEPAX®: & CARDIONOVUM

3'd generation, unique paclitaxel matrix system

SAFEPAX® matrix system, proprietary formulation of lipophilic and polymeric Ammonium Salt based excipient for PTX DCBs

Minimum wash off rate Prevents PTX crystallization on the balloons surface
CARDIONOVUM
S— . / \ Homogeneous surface composed of smooht
— SAFEPAX" amorphous coating: «Solid solution»
\ / of PTX and Ammonium Salt excipient.

Balloon surface coated with a white brittle
crust of crystalline PTX + excipients
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P Peripheral Balloons Dilatation Range.
CARDIONOVUM Peripheral LEGFLOW"RX/OTW Platforms: 0.014” 0.018” 0.035”

portfolio
APERTO'OTW Hemodialysis Shunt Balloon, up to 20 bar




SAFEPAX® is associated with excellent safety
and low contamination rates

* No safety issues with Cardionovum DCBs in clinical trials and
registries to date.

* SAFEPAX® has the highest coating stability (paclitaxel loss
during handling & wash-off) of DCBs without compromising
performance.!

* In blood simulated test, Cardionovum DCBs demonstrated high
coating stability and minimal particulate loss.!

1.CARDIONOVUM data on file. Reports are available upon request

Comparison of particulate loss
during DCBs inflation
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Low Occurrence of Fatal Events unrelated to device in Cardionovum
DCBs trials

MAGNIFICENT TRIAL

¢ 130 pts enrolled, DCB vs POBA in SFA
e 1 year follow up
¢ 1 death in DCB group due to bike accident

Femoral Popliteal Artery Treated With LEGFLOW OTW
e 47/172 pts enrolled, DCB vs POBA in SFA

e 1 year follow up

¢ no death in DCB group reported thus far

REFLOW

* 120 pts enrolled, SFA&Popliteal, long lesions, TASC C&D

* 6 months follow up

* 4 deaths: (acute renal insuff, hypoglicemic coma, pneumonia, general deterioration)
All unrelated to device

Total: less than 2% (1,9%) deaths reported. No deaths related to Legflow.
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