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Serration Technology
A Disruptive Innovation to Angioplasty
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Serration Technology: Based on Physics Principles

Mechanism of Action: Serrated Material is More Responsive to Directed Energy
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Unique Serration Angioplasty Achieves Lumen Gain

Mechanism of Action
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Stainless Steel
Serration Strips
Effective in all lesion

morphologies with arterial
expansion along the serrated line

Point Force Low & Slow Inflation

4 ATM for 60 seconds

Serranate with 1,000x 6 ATM for 60 seconds

more Point Force
compared to POBA
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Mechanism of Action: Serranate with Serration Angioplasty

IVUS Images Scanning Electron Microscopy

PRELUDE B7K Sty (SEM) of porcine tissue at 7-days

Serrations are responsive PreSoiee
to the balloon’s energy,
enabling predictable and
controlled lumen
expansion along the
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Post-OCT
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IVUS Imaging of Posterior Tibial

Pre-Intervention

Pre. Post-
Intervention Serranator

Clinical Study Summaries

Dr. Akiko Maehara,

Pre-intervention imaging showed diffuse circumferential superficial calcification (A-D) e ko Machaa,

Gore sbratoryand U
Po i its (ye ) in Icit Core Laboratory, CRF
enabling enlargement of lumen without any dissection (A'-D’)
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Prelude ATK Study Data’ FIH n=25 7
Greater acute luminal gain using Serranator®
100% provides increased blood flow.
g POBA vs.
Prelude SFA
d BTK Serranator
an g s aimum wiousien  Fedomirom in BTK Greater volumetric blood flow using Serranator®
(mean) &-months. versus POBA.
Prospective multi-center Prelude BTK Study Data’ n=53 lesions Single-center
Core lab adjudicated IO e ] Serranator® outperformed POBA by an even wider
100% data monitor BIRECUENETE margin in the most severe disease.
21.8%
il Residua Masinum Baloutsient  Fresdomfom Lower average pressure was used with Serranator®
St reshure Fate DTRar
(mean) 6-months. (5ATM) compared to POBA (9ATM).
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Recoil Study: Serranator vs. POBA
N=40 lesions.
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Mean recoil across all lesions at 15min (+/- SD)

Serranator* 0BA/
(n=20) (n=19) Baumann**
(n=30)

Below-the-Knee
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Core-lab adjudicated % of lesions with recoil defined as, 210%

lumen compromise gt 15 min 25% 63%

(12/19) (29/30)

Clinically Relevant Recoil (CRR)
% of lesions with recoil (CRR is defined as 230%,
lumen compromise gt 15.mig)
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Acute results in POBA arm
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« Lesion length 44.8 + 29.1mm

 Only 73% had < 30% stenosis after POBA ie
21% had residual stenosis > 30%

« Patency at 12 months was only 55% (PSVR 2:0)
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Preliminary Pre-Clinical Data: PK Analysis !
Drug-Uptake Study: Animal Model

s: Up to 3x Drug-Uptake '

compared to POBA*
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+ Nominal Infltion 6 & 8 atm Serranator® Balloon
+ Inflation 60 seconds for prep
+ Infation time 3 min for DCB

+ Survivalfor 7-days Independent (PK) Analsis from
BASI

Serranator Effective in Severe Calcium

Pre-Procedure Inflation ator Treatment

stenosis
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* Retrospective, Multi-center
« Below-the Ankle
« Additional enroliment underway
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Serranator PTA Serration Balloon Utilized Below-the-Ankle
N=41 vessels
*Preliminary data

Serranator
in Pedal

Arteries

Novel study on first
Specialty balloon use
in pedal arteries

Case Examples

Lumen Gain. No Atherectomy. No Dissection. No Stent.
Pre-Procedure Inflation

-Serranator Treatment

Residual Stenosis: 15%
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Serranator Used Post Chocolate Balloon Pedal Case

Pre-Treatment Serranator Inflations Post-Serranator
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ange of Compliance
Vessel Prep before NC balloon

The Serration Balloon
Lumen Gain Simplified

Madial Artery
Calcification Compliance Compliance

Summary

* Dedicated devices need to address recoil and dissection for acute
lumen gain may be considered as standard of care
« Device needs to be
* Deliverable
« Effective
* Cost effective
« Serranator balloon may addresses most of these needs




