Does Vessel Prep Make a Difference’

AVAFLEX Study 6 Month Results
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Resistant Stenosis & Restenosis in AVF/AVG

Problem:

A Failure of fistulas remains a significant -
ISsue and costs the healthcare system =
$2B annually

—— S
ReSU ItS(;'retotoIaet al, VIR, 2005): e

A55% of Lesions require pressures
greater than 15 atm to efface the waist

A Primary patency AVF/AVG through 12
months: 4880% 24 months: 580%oien cirse

2019)

1 USRDS: USRDS 2010 Annual Data Report: Atlas of BidneydDiseaseandEnd
StageRenalDiseaseintheUnitedStat@sthesdaMD,NationalnstitutesofHealth,Nationdhstituteof
Diabetes and Digestive and Kidney Diseases, 2010



Primary Patency of PTA in AV Access

Source

2000 67% 51% 37% TurmelRodrigues et al.
Forearm  Forearm Forearm 2000, n=220 dysfunctional
AVF AVF AVF AVF

2004 61% 42% 35% Bountouriset al., 2014,
After PTA After PTA After PTAiny T mpd t ¢! |+
In AVFs In AVFs AVFs

Most other studies have reported similar primary patency rates of ~80% at lyear:3
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3. HeyeS,MaleuxG. Factors influencing technical success and outcome of percutaneous balloon angioplasty in de novo native hemodialysizoagdistulas. EuRladiol 2012;81:2298303.doi:
10.1016/j.ejrad.2011.09.004.
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LutonixDCB In AVF vs PTA

Methods and Cohort Primary Endpoints
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Why Vessel Prep Prior to
Angioplasty iIn AV Access?

APTA has significant limitations:

Elastic recoill

Resistant hyperplasi@aeven with ultra high
pressure balloons

AVessel prep along the entire length of stenos
Improves vessel compliance
Eliminates the need for high pressure balloons

Minimizes barotrauma that may extend primary
patency or time to reintervention




FLEX Vess®lrep™ Systemc¢ AV




FLEX VessBrep™ System- Dual MOA

LongitudinaMicro-incisionsCombined WitlRadial Expansion Force

Controlled, parallel micrancisions

Radial expansion force
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DCB Studies In AVF/AVG

LutonixIDE Study:
AMulticenter
ARandomized
AProspective

IN.PACT AV Access IDE Stug
AMulticenter
ARandomized
AProspective

AVAFLEX Study:
A Single Center
ASingle Arm
AProspective

Lutonix /




Lutonix AV IDE6 Month Data

-

Survival Probability

Target Lesion Primary Patency at 6 Months (210 Days)
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6 Month Lutonix
Target Lesion
Patency: 71%

Source: lutonixdch.com/atveatment

Trerotola SO, Lawson J, Roy-
Chaudhury P, Saad TF, et al.
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AVAFLEX Study

FLEX Drug Coated Balloon Dialysis ACCESS Stenosis Study

Start Date:May 2018
Lead InvestigatorJohn Ross, MD, FACS

Investigator LocationDialysis Access
Institute Orangeburg, South Carolina

Study ObjectiveTo evaluate the efficacy
of the FLEX Vessel PreBystem with a
Drug Coated Balloon (DCB) in the
maintenance of arteriovenous access

Similar Key Inclusion/Exclusion Criteria to
LutonixIDE Trial.




AVAFLEX Demographic

Mean+ SD

Characteristic or n (%)
Characteristic (N=34)
Type
Gender AVF 31 (91.2%)
Female 13 (38.2%) AVG 3 (8.8%)
Male 21 (61.8%) | |# Prior Intervention
Age 60.4+ 11.0 0 12 (35.3%)
Smoker 3 (8.8%) 1 6 (17.6%)
Hypertension 33 (97.1%) 2 8 (23.5%)
CAD 13 (38.2%) 3 2 (5.9%)
Congestive HF 14 (41.2%) 4 1 (2.9%)
Diabetes 17 (50.0%) 5 1 (2.9%)
X

4 (11.8%)




AVAFLEX Procedural Characteristics

Procedural Characteristics ’w
Target Vessel Diameter (mm) 8.7£1.1

Target Lesion Length (cm) 2.3+2.6
Cephalic Arch Lesion 52.9% (18/34) Pre-Fistulagram
Pre-Stenosis 79.9+£ 9.9
Post FLEX Lumen Gain 19.1+20.1
Post Procedure Stenosis 7.4+6.6
Device Success* 100% (34/34)
*Device Success is defined as the successful delive

to the target IeS|o_n, deploym_ent of the treatment PoStFLEX + Lutonix DCB Fistulagram
element, and retrieval at the index procedure.



6 Month Target Lesion Patency

Target Vessel Primary Patency (%)
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AVAFLEX Data
ReWeighted perLutonixLesion Population

Time to target vessel f@tervention by device FLEX reveighted pen_ufonixLesi(;n Location Population
Cephalic arch strata weighted 18.7% (versus original population percentage of 52.9%)
Other target vessels weighted 81.3% (versus original population percentage of 47.1%)



