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The quotes presented herein are excerpts from the referenced JVIR article and 
are for informational purposes only. This data may not be predictive of clinical 
results as model limitations apply.
Limitations associated with this pre-clinical study include: 

· Pathologic findings are limited to healthy swine and do not account for the 
fact that human PAD presents with co-morbidities; and

· Transferring pre-clinical findings in healthy animal arteries to humans with 
peripheral arterial disease is complex, as lesions can be complicated by 
fibrosis, necrosis and calcification. 

This study was funded by Lutonix, Inc. (New Hope, Minnesota).
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Lutonix™ 035 Drug Coated Balloon PTA Catheter
Indications for use: The Lutonix™ 035 Drug Coated Balloon Catheter is intended for Percutaneous 
Transluminal Angioplasty (PTA) in the peripheral vasculature and for the treatment of obstructive lesions 
and decreasing the incidence of restenosis. In addition, the Lutonix™ 035 Drug Coated Balloon Catheter 
is intended for PTA of native dialysis fistulae or synthetic grafts, opening narrowing and immature 
fistulae, to improve blood flow, and decreasing the incidence of restenosis. 

Contraindications: The Lutonix™ Catheter is contraindicated for use in: 1) Patients who cannot 
receive recommended anti-platelet and/or anticoagulant therapy.2) Women who are breastfeeding, 
pregnant or are intending to become pregnant or men intending to father children. It is unknown 
whether paclitaxel will be excreted in human milk and there is a potential for adverse reaction in nursing 
infants from paclitaxel exposure.3) Pediatric patients. The safety and effectiveness of the Lutonix™ 
Catheter in pediatric patients has not been established.4) Patients judged to have a lesion that prevents 
complete inflation of an angioplasty balloon or proper placement of the delivery system.5) This product 
should not be used in patients with known hypersensitivity to paclitaxel or structurally related 
compounds.

Warnings: 1)Contents supplied STERILE using ethylene oxide (EO) process. Do not use if sterile barrier 
is damaged or opened prior to intended use. 2)Do not use if product damage is evident. 3)Do not use 
after the “Use By” date. 4)The Lutonix™ Catheter is for use in one patient only; do not reuse in another 
patient, reprocess or resterilize. Risks of reuse in another patient, reprocessing, or resterilization 
include: Compromising the structural integrity of the device and/or device failure which, in turn, may 
result in patient injury, illness or death. Creating a risk of device contamination and/or patient infection 
or cross-infection, including, but not limited to, the transmission of infectious disease(s) from one 
patient to another. Contamination of the device may lead to patient injury, illness or death. 5)Do not 
exceed the Rated Burst Pressure (RBP) recommended for this device. Balloon rupture may occur if the 
RBP rating is exceeded. To prevent over-pressurization, use of a pressure monitoring device is recom- 

mended .6)Use the recommended balloon inflation medium of contrast and sterile saline (≤ 50% 
contrast). Never use air or any gaseous medium to inflate the balloon.7) The safety and effectiveness 
of the Lutonix™ Catheter have not been established for treatment in cerebral, carotid, coronary, renal 
vasculature or mesenteric arteries.

Precautions: General Precautions: 1) The safety and effectiveness of using more than a maximum 
drug coating quantity of approximately 7.6 mg paclitaxel in a patient has not been clinically 
evaluated.2)The Lutonix™ Catheter should only be used by physicians trained in percutaneous 
interventional procedures.3)Consideration should be given to the risks and benefits of use in patients 
with a history of non-controllable allergies to contrast agents.  Use in Conjunction with Other 
Procedures: The safety and effectiveness of the Lutonix™ Catheter used in conjunction with other drug 
eluting stents or drug coated balloons in the same procedure or following treatment failure has not 
been evaluated. Device handling precautions: 1) Do not immerse the Lutonix™ Catheter in a saline 
bath. Replace any device where the balloon has come into contact with fluids prior to use. 2) The 
coated balloon portion should be handled with dry sterile gloves whenever possible prior to use. 3)The 
balloon protector should stay in place during preparation of the Lutonix™ Catheter and not be removed 
until just prior to placing over guidewire. 4) If difficulty is encountered while removing the balloon 
protector, a new Lutonix™ Catheter should be utilized. Removing the balloon protector by force can 
cause a kink in the catheter shaft and lumen constriction may occur, affecting inflation/deflation of the 
balloon. Device use/procedure precautions: 1)The Lutonix™ Catheter should always be manipulated 
with adequate visualization technique when in the body.2)Appropriate vessel preparation, such as 
predilatation, is recommended to achieve optimal DCB results. Successful pre-dilation is defined as of 
≤ 30% residual stenosis.3) Always advance and retrieve the Lutonix™ Catheter under negative 
pressure.4) After insertion, do not over-tighten the hemostatic adaptor (if used) around the Lutonix™ 
Catheter shaft as lumen constriction may occur, affecting inflation/deflation of the balloon.5) To ensure 
therapeutic drug delivery: Never inflate the Lutonix™ Drug Coated Balloon prior to reaching the target 
lesion. The Lutonix™ Catheter should be advanced to the target site as fast as possible (i.e. ≤ 30 
seconds) and immediately inflated to appropriate pressure to ensure full wall apposition (balloon to 
vessel ratio of ≥ 1:1). If the deployment of the Lutonix™ Catheter exceeds 3 minutes, the catheter 
requires replacement with a new unit.1) Maintain balloon inflation for a minimum of 2 minutes (120 
seconds). The balloon may remain inflated as long as is required by the standard of care to achieve a 
good angioplasty outcome 2) Do not continue to use the Lutonix™ Catheter if the shaft has been bent 
or kinked. 3) Whenever possible, the Lutonix™ Catheter should be the final treatment of the vessel; 
however, post-dilatation is allowed with another PTA catheter or the previously used Lutonix™ catheter. 
Best outcomes are obtained when the final % diameter stenosis is 0 – 20%. Pre- and Post-Procedure 
Antiplatelet Regimen. If applicable, dual antiplatelet therapy should be administered according to 
current medical standards pre-procedure and for a minimum of 4 weeks after the intervention. 
Prolonged antiplatelet therapy can be given at the discretion of the physician

Please consult product labels and instructions for indications, contraindications, hazards, warnings, 
and precautions.



DATA PO I N T S

Journal of Vascular and 
Interventional Radiology*

Comparison of Particulate Embolization after Femoral Artery
Treatment with In.Pact™ Admiral versus LUTONIX™ 035 
Paclitaxel-Coated Balloons in Healthy Swine

Frank D. Kolodgie, PHD, Erica Pacheco, MS, Kazuyuki Yahagi, MD, 
Hiroyoshi Mori, MD, Elena Ladich, MD, and Renu Virmani, MD

Paclitaxel Coating & Dosage Formulation Overview

LUTONIX™ 035 DCB vs. IN.PACT™ ADMIRAL™ DCB

LUTONIX™ Formulation Formulation FreePac™ Formulation 

2.0 µg/mm2 Paclitaxel Dosage 3.5 µg/mm2

Polysorbate and Sorbitol Carrier Urea

Abstract
Significant embolization of crystalline-like material, presumably from the DCB 
(excipient plus drug) was observed only for In.Pact™ DCBs involving a total of five 
sections: three sections at 28 days (single section from 1x dosing and two sections from 
3x dosing) and two sections at 90 days.

Pre-Clinical Data of Downstream Paclitaxel Levels
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* Article available at: http://dx.doi.org/10.1016/j.jvir.2016.06.036

Our pre-clinical work has revealed significant 
embolization in downstream tissues with the use of 
the In.Pact™ DCB, thereby indicating potential safety 

differences among leading DCB technologies.“
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