
IN.PACT™ AV Drug-Coated Balloon (DCB)

Get ahead of  
AV fistula restenosis1

The proactive approach for AV fistula maintenance  
in end-stage kidney disease (ESKD) patients



Fewer interventions,  
more of what matters
Patients with ESKD may need frequent AV fistula interventions to maintain proper  
flow for dialysis.

This can be hard on patients and their families. It’s one more hardship for people  
who are already profoundly impacted by disease.

The IN.PACT AV DCB can help. 
Unlike traditional percutaneous transluminal angioplasty (PTA), the IN.PACT AV DCB 
treats the cause — not just the symptoms of fistula stenosis — enabling you to get ahead of 
restenosis and go longer between interventions.1 

As a result, patients may need 56% fewer maintenance interventions than with PTA.1 

That’s a good thing for your patients — and those who love them.



Treat restenosis proactively
Science behind the outcomes

Risks may include: pain, hemorrhage; arterial or venous aneurysm/thrombosis, dissection, infection, 
perforation or rupture; loss of permanent access; and death.

Only IN.PACT DCBs release drug into the tissue through the restenotic window, 
which is the time period the vessel is at highest risk of narrowing again.

† Data comes from different individual studies and may differ in a head-to-head comparison and therefore may not be predictive of clinical results.

Efficient delivery
A proprietary combination 
of paclitaxel drug and urea 
excipient allows rapid transfer 
of an antiproliferative drug 
to the vessel wall to inhibit 
neointimal hyperplasia (NIH), 
the primary cause of AV  
fistula stenosis.2

Sustained duration
Reservoirs of paclitaxel can be 
sustained in the vessel wall for  
up to 180 days, delivering 
unparalleled clinical results.1–3

Extended effect
Uniquely combining an 
appropriate dosage for an 
appropriate amount  
of time,2 the IN.PACT AV DCB  
can reduce the need for 
reinterventions and catheter-
based dialysis and the related 
risks of infection and all-cause 
mortality.1
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The choice is clear. IN.PACT AV drug-coated balloon is the proactive treatment option that offers 
superior performance compared to PTA,7 fewer reinterventions,1 and a clear path for the dialysis lifeline.​

The IN.PACT AV DCB demonstrates 56% fewer  
reinterventions than PTA to maintain target  
lesion primary patency.1 It slows the  
progression of restenosis and minimizes the  
potential post-treatment limitations of stents.

In the largest randomized global DCB study  
published on AV fistula patients, the  
IN.PACT AV DCB reduced the need for  
reinterventions by more than half.1 

Leave a clear path  
for the dialysis lifeline

Number of reinterventions required to  
maintain target lesion primary patency1

PTA

91

IN.PACT AV DCB

40

56%
REDUCTION



Risks may include: pain, hemorrhage; arterial or venous aneurysm/thrombosis, dissection, infection, perforation or rupture; 
loss of permanent access; allergic/immunologic reaction; and death.

Extends time between interventions by ~14.7 months,1  
more than 5x longer than Lutonix8

AV access maintenance trials — target lesion primary patency†

~14.7 months

† Target lesion patency rates are defined differently; results are from different studies and may vary in head-to-head comparison; charts are for illustration 
purposes only.
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8.2%

Standard PTA

18.3%Log-rank p = 0.04 at 36 months

vs. PTA 
at 36 months

  10.1%

Significantly reduces access circuit thrombosis7 

IN.PACT AV DCB



Compared to PTA, the IN.PACT AV 
drug-coated balloon is the first and 
only DCB to show both superior and 

sustained results at 36 months in 
treating AV fistula lesions.

First and 
only DCB with 

superior, sustained 
results at  

36 months7,8

Risks may include: pain, hemorrhage; arterial or venous aneurysm/
thrombosis, dissection, infection, perforation or rupture; loss of 
permanent access; allergic/immunologic reaction; and death.



Sustained effectiveness

‡ IN.PACT AV Access Trial: Target Lesion Primary Patency Rate was defined as freedom from clinically driven target lesion revascularization (CD-TLR) or access circuit 
thrombosis measured through 36 months (1,080 days) post-procedure.
§ IN.PACT AV Access Trial: Access Circuit Primary Patency was defined as freedom from reintervention in the access circuit or access circuit thrombosis measured 
through 36 months (1,080 days) post-procedure.
◊ Lutonix AV Clinical Trial: Target Lesion Primary Patency was defined as freedom from clinically driven reintervention of the target lesion or access thrombosis 
measured through 24 months.
¶ Lutonix AV Clinical Trial: Access Circuit Primary Patency was defined as freedom from access circuit revascularization or access circuit thrombosis measured 
through 24 months.

No statistical difference in all-cause mortality between PTA and 
IN.PACT AV DCB at 36 months.7

The highest reported primary patency  
of any DCB at 36 months
Results from separate trials comparing drug-coated balloons  
to standard PTA for AV fistula maintenance.

Target lesion primary patency at 36 months† 

IN.PACT AV DCB‡,7

Log-rank p < 0.001 at 6, 7, 12, 24, and 36 months
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Target lesion primary patency at 24 months† 

Lutonix DCB◊,3

Log-rank p = 0.087
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Access circuit primary patency at 36 months† 

IN.PACT AV DCB§,7

Log-rank p < 0.001 at 6, 12, 24, and 36 months
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Access circuit primary patency at 24 months† 

Lutonix DCB¶,3,8

Log-rank p not available
Standard PTA
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† Primary patency rates are defined differently; results are from different studies and may vary in a head-to-head comparison; 
charts are for illustration purposes only.



The IN.PACT AV DCB may enable dramatically fewer AV fistula  
reinterventions, which could keep patients out of the hospital longer.1  
It can make a real impact — clinically, financially,13 and emotionally. 

Make an impact, with
bottom-line benefits

total direct expenditures associated  
with AV vascular care  

in the United States annually13

$5B

Economic  burden of end stage renal disease
Hemodialysis patients are complex

ESKD patients in the United States14

945,000

average maintenance  
procedures per year15

1.5

hospital admissions
per year14

1.5
30-day � 

readmission rate14,16

34%



Minimizing hospitalizations could present less risk to patients  
and payers and lower the cost of care for hospitals.

Fewer reinterventions — 
lower cost of care

56% 
fewer

reinterventions
versus PTA1 

Patient satisfaction1

Quality of care1

Therapy effectiveness1 

IN.PACT 
AV DCB

   PTA

Redefine consistent  
patient outcomes
Fewer reinterventions can mean less 
interruption in patient dialysis care, 
potentially easing the burden on patients.1

Why fewer reinterventions 
matters
There is an opportunity to improve the 
difference in costs between a successfully 
working AV fistula and a failing fistula.13

All sites of service observed significant  
cost savings per patient when treated  
with IN.PACT AV.17

reduced costs  
with maintaining patency17

$10k
annualized cost of  
working AVF used for dialysis17

$7.6k
$14.8k

savings  
per year17

Average 3-year cost savings  
with IN.PACT AV treatment17

Hospital
inpatient

Hospital
outpatient

Ambulatory
surgery center

Physician
office

$21,307

$6,095
$3,066$1,925



Ordering information

Ref. number  
usable length   

80 cm

Ref. number  
usable length  

130 cm

Balloon  
diameter 

 (mm)

Balloon  
length  
(mm)

Recommended  
introducer  
sheath (F)

Nominal  
pressure  

(atm)
RBP  

(atm)

IAV04004008P - 4.0 40 5 8 14

IAV04006008P - 4.0 60 5 8 14

IAV04008008P - 4.0 80 5 8 14

IAV04012008P - 4.0 120 5 8 14

IAV05004008P - 5.0 40 6 8 14

IAV05006008P - 5.0 60 6 8 14

IAV05008008P - 5.0 80 6 8 14

IAV05012008P - 5.0 120 6 8 14

IAV06004008P - 6.0 40 6 8 14

IAV06006008P - 6.0 60 6 8 14

IAV06008008P - 6.0 80 6 8 14

IAV06012008P - 6.0 120 6 8 14

IAV07004008P - 7.0 40 7 8 14

IAV07006008P - 7.0 60 7 8 14

IAV07008008P - 7.0 80 7 8 14

IAV08004008P IAV08004013P 8.0 40 7 8 10

IAV08006008P IAV08006013P 8.0 60 7 8 10

IAV08008008P IAV08008013P 8.0 80 7 8 10

IAV09004008P IAV09004013P 9.0 40 7 8 10

IAV09006008P IAV09006013P 9.0 60 7 8 10

IAV09008008P IAV09008013P 9.0 80 7 8 10

IAV10004008P IAV10004013P 10.0 40 7 6 9

IAV12004008P IAV12004013P 12.0 40 9 6 9
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Brief statement
Indications for use The IN.PACT™ AV Paclitaxel-coated PTA Balloon 
Catheter is indicated for percutaneous transluminal angioplasty, after 
appropriate vessel preparation, for the treatment of obstructive lesions 
up to 100 mm in length in the native arteriovenous dialysis fistulae with 
reference vessel diameters of 4 to 12 mm.  
Contraindications The IN.PACT AV DCB is contraindicated for use 
in the following anatomy and patient types: • Coronary arteries, renal 
arteries, and supra-aortic/cerebrovascular arteries • Patients who 
cannot receive recommended antiplatelet and/or anticoagulant 
therapy • Patients judged to have a lesion that prevents complete 
inflation of an angioplasty balloon or proper placement of the delivery 
system • Patients with known allergies or sensitivities to paclitaxel 
• 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 whether there 
is apotential for adverse reaction in nursing infants from paclitaxel 
exposure. Warnings • Use the product prior to the Use-by date 
specified on the package. • Contents are supplied sterile. Do not 
use the product if the inner packaging is damaged or opened. • Do 
not use air or any gaseous medium to inflate the balloon. Use only 
the recommended inflation medium (equal parts contrast medium 
and saline solution). • Do not move the guidewire during inflation of 
the IN.PACT AV DCB. Do not exceed the rated burst pressure (RBP). 
The RBP is based on the results of in vitro testing. Use of pressures 
higher than RBP may result in a ruptured balloon with possible intimal 
damage and dissection. • The safety of using multiple IN.PACT AV 
DCBs with a total drug dosage exceeding 15,105 μg paclitaxel has not 
been evaluated clinically.  
Precautions • This product should only be used by physicians trained 
in percutaneous transluminal angioplasty (PTA). • Assess risks and 
benefits before treating patients with a history of severe reaction to 
contrast agents. • Identify allergic reactions to contrast media and 
antiplatelet therapy before treatment and consider alternatives for 
appropriate management prior to the procedure. • This product is 
not intended for the expansion or delivery of a stent. • Do not use the 
IN.PACT AV DCB for pre-dilatation or for post-dilatation. • This product 
is designed for single patient use only. Do not reuse, reprocess, or 
resterilize this product. • Reuse, reprocessing, or resterilization may 
compromise the structural integrity of the device and/or create a risk 
of contamination of the device, which could result in patient injury, 
illness, or death. • The use of this product carries the risks associated 
with percutaneous transluminal angioplasty, including thrombosis, 
vascular complications, and/or bleeding events • The safety and 
effectiveness of the IN.PACT AV DCB used in conjunction with other 
drug-eluting stents or drug-coated balloons in the same procedure 
has not been evaluated. • The extent of the patient’s exposure to the 
drug coating is directly related to the number of balloons used. Refer 
to the Instructions for Use (IFU) for details regarding the use of multiple 
balloons and paclitaxel content. • Appropriate vessel preparation, as 
determined by the physician to achieve residual stenosis of ≤ 30%, is 
required prior to use of the IN.PACT AV DCB. Vessel preparation of the 
target lesion using high pressure PTA for pre-dilatation was studied 
in the IN.PACT AV Access clinical study. Other methods of vessel 
preparation, such as atherectomy, have not been studied clinically with 
IN.PACT AV DCB. Potential adverse effects Potential adverse effects 
which may be associated with balloon catheterization may include, 
but are not limited to, the following: abrupt vessel closure, allergic 
reaction, arrhythmias, arterial or venous aneurysm, arterial or venous 
thrombosis, death, dissection, embolization, hematoma, hemorrhage, 
hypotension/hypertension, infection, ischemia or infarction of tissue/
organ, loss of permanent access, pain, perforation or rupture of the 
artery or vein, pseudoaneurysm, restenosis of the dilated vessel, shock, 
stroke, vessel spasms or recoil. Potential complications of peripheral 
balloon catheterization include, but are not limited to, the following: 
balloon rupture, detachment of a component of the balloon and/or 
catheter system, failure of the balloon to perform as intended, failure 
to cross the lesion. These complications may result in adverse effects. 
Although systemic effects are not anticipated, potential adverse effects 
not captured above that may be unique to the paclitaxel drug coating 
include, but are not limited to, the following: allergic/immunologic 
reaction, alopecia, anemia, gastrointestinal symptoms, hematologic 
dyscrasia (including leucopenia, neutropenia, thrombocytopenia), 
hepatic enzyme changes, histologic changes in vessel wall, including 
inflammation, cellular damage, or necrosis, myalgia/arthralgia, 
myelosuppression, peripheral neuropathy.
Refer to the Physician’s Desk Reference for more information on the 
potential adverse effects observed with paclitaxel. There may be other 
potential adverse effects that are unforeseen at this time.
Please reference appropriate product Instructions for Use for a 
detailed list of indications, warnings, precautions and potential 
adverse effects. This content is available electronically at www.manuals. 
medtronic.com.
CAUTION  
Federal law (USA) restricts this device to sale by or on the order of a 
physician.
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