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In.Pact Falcon

PACLITAXEL-ELUTING CORONARY BALLOON CATHETER

Expanding Your Antirestenotic
Therapy Options

The In.Pact Falcon paclitaxel-eluting balloon increases your
antirestenotic therapy options by treating restenosis in cases
where implanting a layer of scaffolding may be undesirable
or where placing a stent may be difficult.
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The proprietary FreePac urea-paclitaxel coating ' _ (o s w
optimises drug delivery: ' ’ '
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- The In.Pact Falcon DEB is delivered to the lesion following
preparation by a semicompliant balloon .

- As the balloon unwraps, the FreePac coating is fully P ‘ '
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exposed and presented to the vessel wall »
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- Urea molecules in the coating separate and free the As the balloon contacts r
paclitaxel molecules, increasing their bioavailability and the intimal layer of the artery,

facilitating their absorption into the artery urea and paclitaxel molecules are
delivered across the vessel wall
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\/\/ h y It's Different

The In.Pact Falcon balloon is the only DEB on
today's market that uses a naturally occurring
molecule (urea) as a drug carrier instead of a
foreign molecule such as contrast.

he balloon's unique FreePac coating combines
Urea and paclitaxel - urea and paclitaxel molecules into a single
molecules are compound that provides:

transported across the

vessel wall - ) o
- Increased drug solubility and optimal diffusion

into the vessel wall

- Rapid, short-term drug delivery within
30-60 seconds

- Continued antirestenotic protection for
28 days

- Alleviation of potential risks involving
allergic reactions and toxicity (the total urea
concentration in the FreePac coating is a small
fraction of what exists naturally in the body)

:60 seconds
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Designed specifically to treat restenotic
disease in areas where drug-eluting stents
may not be an ideal option, the In.Pact
Falcon balloon provides a potential
therapeutic option for:

- In-stent restenosis
- Small vessels
. Bifurcation sidebranches

Bifurcation
sidebranches

In-stent
restenosis

Small vessels

Elution Time

Paclitaxel’s binding kinetics
and hydrophobicity enable

emain as an dac O

350

24 hr

48 hr 7 days 28 days



The Natural Choice

The FreePac urea-paclitaxel coating
demonstrates excellent performance in
clinical and preclinical studies:

- The FreePac coating shows equivalent
performance in preclinical studies (right)
compared with Paccocath contrast-based
coating'

“F In.Pact Falcon

- The IN.PACT CORO ISR study? adds to the existing FreePac matrix
clinical evidence of drug-eluting balloons in
ISR**> and further confirms and reinforces the
capacity of the In.Pact Falcon balloon to inhibit
neointimal hyperplasia and reduce angiographic
and clinical restenosis at 6 months

- The maximum amount of urea on the In.Pact
Falcon balloon is equal to that contained in
approximately 10 ml of serum

! Schnorr B et al. Paclitaxel-coated balloons—Survey of preclinical data. Minerva Cardioangiol. 2010;58(5):567-582.
2 Cremers B et al. Treatment of coronary in-stent restenosis with a novel paclitaxel urea-coated balloon.
Minerva Cardioangiol. 2010;58(5):583-588.
? Unverdorben M et al. Paclitaxel-coated balloon catheter vs. paclitaxel-coated stent for the treatment of coronary in-stent restenosis.
Circulation. 2009;119:2986-2994.
. “Scheller B et al. Treatment of coronary in-stent restenosis with a paclitaxel-coated balloon catheter. New EnglJ Med. 2006;355:2113-2124.
Urea and paCIItGXGI * Scheller B et al. Two-year follow up after treatment of coronary in-stent restenosis with a paclitaxel-coated balloon catheter.

Clin Res Cardiol. 2008;97:773-781.
molecules are transported
across the vessel wall

In.Pact Falcon
3.0 20 mm

6-month angiographic results in BMS ISR i3 | ‘
patients treated with the In.Pact Falcon balloon Final result
show sustained lumenal area gains.




In.Pact Falcon Ordering Information

Balloon
Diameter (mm)

14
FLC P20 014 B12
FLC P22 014 B12
FLCP25014 B12
FLC P27 014 B12
FLCP30014 B12
FLCP32014 B12
FLCP35014B12
FLC P37 014 B12
FLC P40 014 B12

Balloon Length (mm)

20
FLC P20 020 B12
FLC P22 020 B12
FLC P25 020 B12
FLC P27 020 B12
FLC P30 020 B12
FLC P32 020 B12
FLC P35020B12
FLC P37 020 B12
FLC P40 020 B12

30
FLC P20 030 B12
FLC P22 030 B12
FLC P25 030 B12
FLC P27 030 B12
FLC P30 030 B12
FLC P32 030 B12
FLC P35030B12
FLC P37 030 B12

FLC P25 040 B12

FLC P30 040 B12

FLC P35040 B12

FLC P40 040 B12

In.Pact Falcon Compliance

Pressure
kPa (atm)

1723 (17)

2.00 2.25
1.90 2.15
1.95 2.20
2.00 2.25
2.02 227
2.04 2.29
2.06 2.31

2.08 2.34
2.11 237
2.14 240
2.17 243
2.20 246
2.23 2.50
2.26 —

Balloon Diameter (mm)

2.50 2.75
240 2.65
245 2.70
2.50 2.75
2.52 2.78
2.54 2.82
2.57 2.86
2.60 2.90
263 2.94
267 2.98
2.71 3.02
2.75 3.06
2.80 =

3.00 3.25
290 3.15
2.95 3.20
3.00 3.25
3.03 3.28
3.07 332
3.1 336
3.15 340
3.19 345
3.23 3.50
3.27 3.55
331 3.60

3.50 3.75
340 3.65
345 3.70
3.50 3.75
3.54 3.80
358 3.85
362 3.90
3.66 3.95
3.70 4.00
3.75 4.05
3.80 4.10
3.85 4.15

4.00
3.90
3.95
435
4.05
4.10
415
4.20
425
430
435
4.40

Nominal pressure

Rated burst pressure”

Test data on file at Medtronic, Inc.
“Rated burst pressure—do not exceed.

In.Pact Falcon Product Code
FLC P20014 B12

| Semicompliant Construction

Length

Diameter
Product Code

For technical questions, please contact your local sales
representative or e-mail rs.cstechsupport@medtronic.com

Platinum iridium
marker bands

Proximal shaft

.

—

5 F guide compatibility

Flexitec HF semicompliant

Sensor tip design

Distal shaft

www.medtronic.com

Medtronic Intl. Trading SARL Medtronic of Canada Ltd.

Route du Molliau 31
Case Postale

CH-1131 Tolochenaz
Switzerland

Tel: +(41) 21.802.70.00
Fax: +(41) 21.802.79.00

6733 Kitimat Road
Mississauga, Ontario LSN 1TW3

Canada

Tel: +1 (905) 826.6020
Fax: +1(905) 826.6620

Toll-free: 1 (800) 268.5346

% Medtronic

(FreePac matrix
coating

Medtronic Intl. Ltd.

16/F Manulife Plaza

The Lee Gardens

33 Hysan Avenue
Causeway Bay

Hong Kong

Tel: +(852) 2891.4456

Fax: +(852) 2891.6830
enquiryap@medtronic.com

balloon material

Medtronic USA, Inc.
Doral Corporate Center Il
3750 NW 87th Avenue
Suite 700

Miami, FL 33178

USA

Tel: +1 (305) 500.9328
Fax:+1(786) 709.4244

Not for distribution in the USA or Japan. © 2011 Medtronic, Inc. All rights reserved. Printed in EU. UC201104374EE 1/11
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