
Spend More Time 
Doing What You 
Want to Do



54 MORE
REINTERVENTION

FREE DAYS

Managing your dialysis care is a full-time 
job. Your treatments require regular trips 
to the dialysis center. Additional medical 
procedures to maintain your dialysis 
access are also necessary at times. 
This brochure is intended to introduce 
you to a medical device that your 
physician may use to aid in making these 
additional procedures less frequent.

On average, patients treated with 
LUTONIX® DCB in the clinical trial 
experienced 54 more days between 
procedures to maintain dialysis access 
than those not treated with LUTONIX® DCB.

Designed to Help Reduce 
Additional Procedures
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You’re Not Alone in 
Your Dialysis Journey

Did you know?

Chronic kidney disease affects millions 
of people world-wide. The final stage of 
kidney disease is called End-Stage Renal 
Disease (ESRD). When you have ESRD, 
your kidneys can no longer keep up with 
your body’s need to remove extra waste 
and water. In fact, once your kidney 
function goes below 10-15% of normal 
function, dialysis treatments or a kidney 
transplant are necessary to sustain life.

Globally, there are more than 2 million 
patients on hemodialysis with the 
majority depending on a fistula as their 
lifeline for dialysis therapy. 

· 14.8% of the U.S. population (age 20+) has 
chronic kidney disease according to 2016 
estimates

· 3.5-7% of the population in Canada has 
chronic kidney disease according to estimates

· 9.0% of the population in the United Kingdom 
has chronic kidney disease according to 2009 
estimates

3 4



An “access” to the bloodstream 
is required in order to administer 
hemodialysis treatment. Most commonly, 
the access created is called an 
Arteriovenous (AV) fistula. The fistula 
is simply a closed circuit created by 
attaching your vein to your artery. Most 
often, the access is created in your arm. 
This circuit allows blood to be withdrawn, 
cleaned through the dialysis machine, 
and returned to your body. 

Keeping this fistula working is essential to 
receiving your normal dialysis treatments.

Dialysis Access
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Even with special care, your fistula may 
gradually stop working as well as it once 
did. The most common dialysis access 
problem is when a narrowed area 
develops in the vessel causing the 
blood flow to slow down and reduce the 
effectiveness of dialysis. This is called a 
dysfunctional fistula.

Dysfunctional Fistula
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Your Doctor 
Will Verify Possible 
Fistula Dysfunction

Starting with a physical exam, your 
doctor may place their hand on your 
skin to feel the blood flow in your fistula. 

Another way your doctor may verify 
narrowing is by performing an 
angiogram, or venogram. Basically, 
your doctor will use a machine to take 
pictures of your blood vessels to look 
for narrowing or blockage. 

Your physician may use one or more 
of these techniques to verify fistula 
dysfunction.

Once your doctor has confirmed fistula 
dysfunction, they will determine whether 
a surgical procedure or minimally 
invasive endovascular procedure is the 
best treatment to re-establish blood 
flow in your fistula. 
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Treatment Options 
for Helping Your Fistula 
to Flow Again

When it comes to fixing your fistula 
dysfunction, your physician has a few 
choices. The primary goal with any of 
these treatments is to open the blockage 
and get the fistula flowing. 

A surgical revision is most likely the 
least desirable choice. This would 
be a surgical procedure where your 
doctor performs surgery to reroute or 
bypass the blood above and below the 
blockage. 

Typically, clinicians will first try a 
minimally invasive option. The potential 
minimally invasive options range from a 
conventional balloon angioplasty to the 
insertion of a covered wire mesh tube 
called a stent graft. 

The images on the left provide a brief 
description of each possible treatment 
option.

Conventional Balloon Angioplasty 

The most common technique for opening a 
narrowed fistula. These balloons are inflated in a 
narrowed vessel.

Drug Coated Balloon Angioplasty 

A balloon that is coated with a drug is 
used to open a narrowed fistula. The 
balloon delivers a therapeutic dose of 
drug intended to keep the vessel open 
longer than conventional angioplasty.

Stent 

A stent is a small wire mesh tube that is placed 
in the fistula and remains in the body after the 
procedure and acts to help keep the fisula open.

Stent Graft

A stent graft is a small wire mesh tube that is 
covered with fabric, is placed in the fistula, and 
remains in the body after the procedure to help 
keep the fistula open.

11 12



Figure 1: A high-pressure angioplasty balloon is 
advanced to the treatement area

Figure 2: The high-pressure balloon is inflated, 
deflated, and then withdrawn

Figure 3: The LUTONIX® DCB is advanced to the 
lesion, inflated, deflated, and then withdrawn

Figure 4: The LUTONIX® drug coating remains at the 
treated lesion, helping to keep it open and flowing

Opening the Vessel & 
Treating with a Drug 
to Keep It Open

A treatment option for AV fistula 
dysfunction is called LUTONIX® 035 Drug 
Coated Balloon (DCB). The LUTONIX® 
DCB is designed to work in tandem with 
a high-pressure angioplasty balloon. 

To treat a narrowed, or blocked fistula, 
the doctor will first inflate the high 
pressure balloon to open the blockage 
[Figures 1 & 2]. They will then remove the 
first balloon and insert a LUTONIX® DCB. 

They will carefully move the LUTONIX® 
DCB to the previously opened vessel and 
inflate the LUTONIX® DCB. The balloon 
is inflated to the point that its surface 
pushes against the vessel wall [Figure 3]. 

The LUTONIX® DCB is left inflated for 
a couple of minutes while the drug 
transfers to the vessel. Then, the balloon 
is deflated and removed. The drug will 
stay applied to the vessel to help to keep 
it open [Figure 4].
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Ask Your Physician if 
LUTONIX® 035 DCB Could 
be Right for You

The LUTONIX® 035 Drug Coated Balloon 
was evaluated in the LUTONIX® AV 
Clinical Trial, which enrolled 285 patients. 
Through 12 months, it was determined 
that the procedure was successful in 
most patients and that the LUTONIX® 
035 DCB was successful in delaying 
re-narrowing of the fistula as compared 

to conventional balloon catheters. The 
safety of using a LUTONIX® 035 DCB 
was comparable to using a conventional 
balloon catheter. 

The results of this study showed that 
the LUTONIX® 035 Drug Coated Balloon 
is safe and effective for treating stenotic 
lesions in dysfunctional fistulae and 
may lengthen the time to restenosis 
compared to standard angioplasty. Your 
doctor can explain the risks and benefits 
that are specific to you.
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Additional LUTONIX® 035 
Drug Coated Balloon 
Information
Indications for Use: The LUTONIX® Catheter 
is indicated for percutaneous transluminal 
angioplasty (PTA), after pre-dilatation, for 
treatment of stenotic lesions of dysfunctional 
native arteriovenous dialysis fistulae that are 4 
mm to 12 mm in diameter and up to 80 mm in 
length.

Who should not receive a LUTONIX® 035 
Drug Coated Balloon?
· Women who are breastfeeding, pregnant or 

are intending to become pregnant or men 
intending to father children over the next 2 
years. It is unknown whether paclitaxel will be 
excreted in human milk and there is potential 
for adverse reaction in nursing infants from 
paclitaxel exposure.

· Patients judged to have a lesion that prevents 
complete inflation of an angioplasty balloon or 
proper placement of the delivery system.

What are the potential adverse events 
associated with the LUTONIX® 035 Drug 
Coated Balloon?
Potential adverse events which may be 
associated with a PTA balloon dilation procedure 
include, but are not limited to, the following:
· Additional intervention
· Allergic reaction to drugs or contrast medium
· Aneurysm or pseudoaneurysm
· Arrhythmias
· Embolization
· Hematoma

· Hemorrhage, including bleeding at 
the puncture site

· Hypotension/hypertension
· Inflammation
· Loss of permanent access
· Occlusion
· Pain or tenderness
· Sepsis/infection
· Shock
· Stroke
· Thrombosis
· Vessel dissection, perforation, 

rupture, or spasm

Potential adverse events, not 
described in the above source, 
which may be unique to the 
paclitaxel drug coating include, 
but are not limited to, the 
following:
· Allergic/immunologic reaction to the 

drug coating (paclitaxel)
· Alopecia
· Anemia
· Blood product transfusion
· Gastrointestinal symptoms
· Hematologic dyscrasia (including 

leukopenia, neutropenia, 
thrombocytopenia)

· Hepatic enzyme changes
· Histologic changes in vessel wall, 

including inflammation, cellular 
damage, or necrosis

· Myalgia/Arthralgia
· Myelosuppression
· Peripheral neuropathy



For more information on End-Stage Renal 
Disease, the following websites are 
designed for further patient education:

www.CRBard.com/en-US/Patients-
Caregivers/End-Stage-Renal-Disease

www.Kidney.org/Patients

www.DPCEDCenter.org

www.NIDDK.NIH.gov/health-information/
Kidney-Disease
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