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Lutonix AV IDE Clinical Trial

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

Status
First Subject:  June 2015
Enrollment Completion:  March 2016

Study Design

 Prospective
 Multi-Center
 Randomized (1:1)

 Core Lab Adjudicated
 Clinical Events Committee (CEC)
 Data & Safety Monitoring Board (DSMB)



– 2 µg/mm2 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

Lutonix AV IDE Clinical Trial

Study Device: LUTONIX® 035 DCB   

Photo courtesy of BD



Primary Endpoint- 6 Month Results
Lutonix AV IDE Clinical Trial
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AV-DCB Published Trials
Title Device DCB Control RCT Follow Up (mo.)

Trerotola 2018 Lutonix® N=141 N=144 24 

Lucev 2018 In.PactTM N=31 N=31 ✓ 24

Patane 2018 Lutonix®, In.PactTM N=60 N=86 12

Zheng 2018 Lutonix® N=23

Bjorkman 2018 In.PactTM N=19 N=20 ✓ 12

Swinnen 2018 In.PactTM N=70 N=62 ✓ 12

Irani 2018 In.PactTM N=59 N=60 ✓ 12

Maleux 2018 In.PactTM N=33 N=31 ✓ 12

Kitrou 2017 Lutonix® N=20 N=20 ✓ 12

Troisi 2017 FreewayTM , In.PactTM N=38

Kitrou 2016 Lutonix® N=39

Verbeek 2016 In.PactTM N=41

Swinnen 2015 In.PactTM N=37

Massmann 2015 Elutax N=15

Lai 2014 Sequent® N=10 N=10 ✓ 12

Patane 2014 In.PactTM N=26

Kitrou 2014 In.PactTM N=20 N=20 ✓ 12

Katsanos 2012 In.PactTM N=20 N=20 ✓ 6

✓



Variable
Lutonix
(N=141)

Control
(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%

Key Demographics

Lutonix AV IDE Clinical Trial



Lutonix AV IDE Clinical Trial

Safety – Non-Inferior to PTA 

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



Freedom from Safety Events

Lutonix IDE Difference P value

12 Months
36.9% Lutonix
28.7% Control

+8.2% 0.0009

24 Months
20.6% Lutonix
16.5% Control

+4.2% 0.0028

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

access circuit

Lutonix AV Clinical Trial



Description
Lutonix 
(n=141)

Control 
(n=144)

P value

Number of deaths at 24 
months

33 (23.4%) 26 (18.1%) P=0.265

Deaths - 24 Months

Lutonix AV IDE Clinical Trial

US 2 year mortality on hemodialysis-33.2%1

1.  USRDS 2018 Chapter 5:  Mortality, Table 5.3 

N=4 voluntarily withdrew from dialysis- Lutonix

N=1 voluntarily withdrew from dialysis- control



•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)

Comparable Safety to PTA

Lutonix AV IDE Clinical Trial



Investigator Site Name State Investigator Site Name State

Balamuthusamy, 

Saravanan
Tarrant Vascular Clinic TX Nadolski, Greg

Hospital of the University 

of PA
PA

Waheed, Umar Southwest Vascular Center AZ Atray, Naveen Capital Nephrology Medical CA

Lipkowitz, George Renal &Transplant Assoc of NE MA Bratton, Charles Medical University of SC SC

Saad, Theodore Nephrology Associates DE Pflederer, Timothy Renal Care Associates, S.C. IL

Hoggard, Jeffrey Capital Nephrology Assoc NC Kamel, Ahmed
University of Alabama at 

Birmingham
AL

Peeler, David University Vascular Access TN Schultz, Scott
Minnesota Vascular 

Surgery Center
MN

Neyra, Roxana
Arizona Kidney Disease and 

Hypertension Center
AZ Wilkins, Luke University of Virginia VA

Lawless, Mike Life Access Center OK Irani, Zubin
Massachusetts General 

Hospital
MA

Licht, Jonah Providence Interventional RI Tasse, Jordan Rush University IL

Makris, Angelo Chicago Access Care IL Davanzo, William
Phoebe Putney Memorial 

Hospital
GA

Molnar, Robert
San Antonio Kidney Disease 

Center
TX Resnick, Scott Northwestern IL

Kramer, Ari Michigan Vascular Access MI Ross, John Access Connections SC

Chan, Micah Spartanburg Regional Hospital SC

Lutonix AV Clinical Trial Sites
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