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Lutonix AV IDE Clinical Trial
Study Design

Objective

To assess the safety and effectiveness of the LUTONIX® 035 AV
Drug Coated Balloon PTA Catheter in the treatment of
dysfunctional AV fistulae

Number of
Patients/Sites

285 randomized subjects at 23 clinical sites

Primary Effectiveness

Endpoint

Target Lesion Primary Patency (TLPP) - 6 months

Primary Safety Endpoint

Freedom from any serious adverse event(s) involving the AV
access circuit through 30 days

Follow Up 1,3,6,9, 12, 18, 24 month visits
First Subject: June 2015
Status :
Enrollment Completion: March 2016
v' Prospective v" Core Lab Adjudicated
v' Multi-Center v" Clinical Events Committee (CEC)

v" Randomized (1:1) v Data & Safety Monitoring Board (DSMB)
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|

Study Device: LUTONIX® 035 DCB

2 pg/mm? paclitaxel + polysorbate and sorbitol excipients
4-12 mm diameters, 40-100 mm lengths

.035” guidewire compatible, nylon, semi-compliant balloon
Over the wire, co-axial shaft

Nominal 6atm, RBP up to 12atm

Photo courtesy of BD
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Drug Coated Balloon Angioplasty in Failing AV Fistulas
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Seme Q. Tvwenad, Mtay Law
Lmeigron

Aberxt
adgraund Tavtercu e eranas probiem b b
whorwmpoverian L aduch g ar e daad watenon

L alwhon A e e 2 A2 150 dae 30t el et o1 0
Wwith comwegiona! ang np aay 4o Esarrece ol dytinonal e

D, welay, g dcipaosy, & avaaiwmn & Thazanderizad £ eoroled T paees wit dysinzont
1 40T v, Ehe eriiowd ndas, and e A
oo e e braxe
oA W R AT A L
oon ArmatnEmdingh
oty . Thip oriey #8130 OLECORS 3 AW ITHCE Wt 1A

AT e A1 3 2 25 cm e Gy, coreat
W mrlided Al puteces oy d angtopiaey of

0 (30N FAAIA AN R, #oow WHTe
108 Rl a2 g e druageom tadh
CmPa’uRi ot ey m e waa dnial
trorehe, md the ey 2 wann

o minehe,

e was e ee Wit zacgee ke pam
een’ 006, cm\-gm--pm

Mo Lanic AV

vy by e
ad *\..mum oon map
rocian S e

pebanztion. Atwescm il
ipi~mited bl o0 o 363 Un raeed
“pwasdmariond e

n‘h'ar din Tvpedind wmndiy mnd

Concludom T3¢
180 dayn e and wizh rers mtond nglogh
ouu e NCTIRADDZ)

(2 ] Arw Sec Npbred 11 @ emmn, 2018 ol hempu:/ ol o/ 102215

ariped (2 .‘m»-.w_ Sl of S e s

Axmafalum ails o miwad oo Dadequce twace
maces, hom talzadon, and GEVET e, CORTg the
I Seave valth cam e acpaudmany §2

o inonandrg

e 2o e
wudm dowhg mpTitsy of sy lneswion A
Ewing Aedacd i om ode. Areng hemor pace
K0g enddim. % pawweeng & AT Rmode o
T A Lra T ¥ AT, W T

llh.a S lv\td-‘rm'ﬂlﬂﬂ ATS
andomind, dngmcmes suda b hanad aiyds ac-
emuborhg ot nddeis

o sy T A X9

Trerotola et al. Clin ] Am Soc Nephrol 2018 Aug

AT

aed aprtalized angfogiamy baloons har
abaEy o AN tha drigtn the v W
Ay cion 1 md wrans in the waw val
o 0 o
e

Amaninmiatedb A 10n DRETeCE AT A !
o yooek i hamod s e e widd
rp v ceeves v s mgrpaey sma

Mot el Mofnd

Saady Dedgn

o mdfcectn (7e23), prapeceiw, Badamizad,
cEriiad Tl WM caTted 01Z Undes a0 (et
#oral d s xrion fmen the 12 Food and mg
Aok 36 0n, 40 123 ke i Eme 2 by
ad e
daly Seulscdsnd wonts secnde. Too mady
argilanm wih tw bm
and Accnnbily Ac
Tdanic, and sach aloe d’u‘.ﬁni

win o e nm-m“. P ah
¥

"

Coqn S by e A v, Aot o by

7;13(8):1215-1224

Primary Endpoint- 6 Month Results

CJASN oPross. Publiched on July 24, 2018 ac dol: 10.2216'CUNOTIR0813

Editorial

Drug-Coated Balloon Angioplasty for Hemodialysis

Fistula Maintenance
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Title
Trerotola 2018
Lucev 2018
Patane 2018
Zheng 2018
Bjorkman 2018
Swinnen 2018
Irani 2018
Maleux 2018
Kitrou 2017
Troisi 2017
Kitrou 2016
Verbeek 2016
Swinnen 2015
Massmann 2015
Lai 2014
Patane 2014
Kitrou 2014
Katsanos 2012

Device

Lutonix®
In.Pact™
Lutonix®, In.Pact™
Lutonix®
In.Pact™
In.Pact™
In.Pact™
In.Pact™
Lutonix®
Freeway™, In.Pact™
Lutonix®
In.Pact™
In.Pact™

Elutax

Sequent®
In.Pact™
In.Pact™

In.Pact™

N=141

N=31

N=60

N=23

N=19

N=70

N=59

N=33

N=20

N=38

N=39

N=41

N=37

N=15

N=10

N=26

N=20

N=20

Control
N=144
N=31

N=86

N=20
N=62
N=60
N=31

N=20

N=10

N=20

N=20

AV-DCB Publlshed Trlals

A Al e s

Follow Up (mo.)
24
24

12

12
12
12
12

12

12

12




Lutonix AV IDE Clinical Trial

Key Demographics

Variable Lutonix Control
(N=141) (N=144)
Mean age 63.6 61.0
Male, n (%) 61.7% 59.0%
Hypertension, n (%) 94.3% 98.6%
Diabetes mellitus, n (%) 58.2% 65.3%
Dyslipidemia, n (%) 60.3% 58.3%
Current smoking, n (%) 13.5% 14.6%
Peripheral arterial disease, n (%) 9.9% 18.1%
Coronary heart disease, n (%) 30.5% 27.8%




Primary Safety Endpoint- 30 day freedom from any serious adverse event(s) involving
the AV access circuit

100 150 200 250 300 350 400 450 500 550 600 650 700 730

Time to Event (Days)
LTX DCB Standard PTA




Lutonix AV Clinical Trial

Freedom from Safety Events

Difference

36.9% Lutonix 0
12 Months »8.7% Control +8.2% 0.0009

20.6% Lutonix
+4.29 )
24 Months 16.5% Control 4.2% 0.0028

Safety: Freedom from serious adverse event(s) involving the AV
access circuit




Lutonix AV IDE Clinical Trial
Deaths - 24 Months

Description Lutonix Contro P value
p (n=141) (n=144)
Number of deaths at 24 33 (23.4%) 26 (18.1%) P=0.265
months

N=4 voluntarily withdrew from dialysis- Lutonix
N=1 voluntarily withdrew from dialysis- control

US 2 year mortality on hemodialysis-33.2%!

1. USRDS 2018 Chapter 5: Mortality, Table 5.3
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Comparable Safety to PTA

* Only FDA approved DCB for AV fistulae in U.S.
 Safety outcomes non-inferior to PTA
* Mortality rate non-inferior to PTA
* Mortality rate lower than expected (USRDS)
* Only DCB with multi-center RCT 2 year results

* Next step: Post-approval study, now enrolling (n=213)




Investigator

Balamuthusamy,
Saravanan

Waheed, Umar
Lipkowitz, George

Saad, Theodore

Hoggard, Jeffrey
Peeler, David
Neyra, Roxana

Lawless, Mike
Licht, Jonah

Makris, Angelo

Molnar, Robert

Kramer, Ari

Chan, Micah

Lutonix AV Clinical Trial Sites

Site Name
Tarrant Vascular Clinic

Southwest Vascular Center
Renal &Transplant Assoc of NE

Nephrology Associates

Capital Nephrology Assoc

University Vascular Access

Arizona Kidney Disease and
Hypertension Center

Life Access Center
Providence Interventional

Chicago Access Care

San Antonio Kidney Disease
Center

Michigan Vascular Access

Spartanburg Regional Hospital

State
TX

AZ
MA

DE

NC

TN

AZ

OK
RI

IL

™

Ml

SC

Investigator
Nadolski, Greg

Atray, Naveen
Bratton, Charles

Pflederer, Timothy

Kamel, Ahmed
Schultz, Scott
Wilkins, Luke

Irani, Zubin
Tasse, Jordan

Davanzo, William

Resnick, Scott

Ross, John

Site Name

Hospital of the University
of PA

Capital Nephrology Medical
Medical University of SC

Renal Care Associates, S.C.

University of Alabama at
Birmingham

Minnesota Vascular
Surgery Center

University of Virginia

Massachusetts General
Hospital

Rush University

Phoebe Putney Memorial

Hospital

Northwestern

Access Connections

State

PA

CA

SC

AL

MN

VA

MA
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