expands your treatment options.

Designed for multiple Indications

The Peripheral Cutting Balloon ' device is designed for multiple indications:

Hemodialysis Access Management (HAM) :
The PCB scores then dilates fibrotic venous lesions
common to hemodialysis access interventions.

e Dr Singer-Jordan et al. “Cutting Balloon™ angioplasty for primary treatment of
hemodialysis fistula venous stenoses.” J Vasc Interv Radiol 2005;16:25-29.

© Dr M Bride “2 years experience with the new Peripheral Cutting Balloon™
for stenoses of native fistulas” CIRSE 2004 abstract

 Pr Dr Peregrin “Results of a Peripheral Cutting Balloon™ Prospective Multicenter
FEuropean Registry in Hemodialysis Vascular Access” VAS congress 2005

Data available on request

Superficial Femoral Artery:
The PCB opens resistant focal lesions at
less pressure. (]

 Dr Rabbi et al “Early Results with infrainguinal Cutting Balloon™ Angioplasty
limits distal dissection”; Annals of Vascular Surgery 2004; 18: 640-643

Before After

Lower Extremity Occlusive Disease (LEOD) :
The PCB provides effective dilatation with less
trauma in popliteal and infrapopliteal disease.

e Dr Ansel et al. “Cutting Balloon™ Angioplasty of the Popliteal and
Infrapopliteal Vessels for Symp ic Limb Ischemia” Catheterization
and Cardiovascular Interventions 61:1-4 (2004)
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Description
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3.50mm x 1.5cm x 140 cm
4.00mm x 1.5cm x 140 cm

Description

5.00mm x 1cm x 50cm
5.00mm x 1cm x 90 cm
5.00 mm x 1cm x 135 cm
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*Please contact your local Boston Scientific representative for product availability in your respective country.
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All cited trademarks are the property of their respective owners. CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications, warnings and instructions for
use can be found in the product labelling supplied with each device. Information for the use only in countries with applicable health authority product registrations.
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The Peripheral Cutting Balloon’

The Peripheral Cutting Balloon™ device features an innovative mechanism
of action that reduces hoop stress and trauma. The Peripheral Cutting
Balloon™ provides you added treatment flexibility when you need it most

Innovative Mechanism of Action

The Peripheral Cutting Balloon™ device has an
innovative mechanism of action, referred to as
atherotomy, which utilizes atherotomes mounted
on the surface of a non-compliant balloon to:

* Score, then dilate the lesion

Controlled

incisions provide ¢ Disrupt the elastic and fibrotic continuity of the lesion
predictable hoop * Allow for gentle and controlled dilatation

stress relief

Theoretical
mechanism of action
of the Peripheral
Cutting Balloon™
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Observed outcome
of treatment with the
PCB by Ultrasound

Proliferation => ECM (Extra Cellular Matrix)

< ? Peripheral

. . ] Cutting Balloon™
Neointimal Hyperplasia

- Short focal disease

- With calcification
Restenosis

[ —— ——

B T
& .-F'."
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1 Early Results with Infrainguinal Cutting Ballnon Angloplaslv Limits Distal Dissection. Rabbi et al., Ann Vasc Sutg 2004
2 Cutting Balloon Angioplasty vs PTAfor de-novo SFA-Stenosis. Scheinert et al, GIRSE 2004

4 Cutting Balloon Angioplasty of the Popliteal.and Infrapopliteal Vessels for Symptomatic Limb Ischemia. Ansel et al.,
Catheterization and CardiovaScular Interventions, 2004

. Rate after Cutting Balloon Angioplasty. /noue et al.,, Am Heart Association 1998

by von Willbrand Factor (WWF). Yamamoto et al., Jpn J Interv Cardiol 2000

l——;—. T

AN

5 Growth Factanxprsssmn Deoxyribonucleic Acid Synthesis and Cellular Proliferation after Cutting Balloon Cor;ﬁq‘
. “Angioplasty. Popov et al., Euro Heart J 1994 - k
3 Early Outcome of “Cutting” Balloon Angioplasty for Infrainguinal Vein Graft Stenosis. Kasirajan et al,, Journal of Vasc Surgery, 2003 6 Lower Expression of Neutrophil Adhesion Molecule Indicates Less Vessel Wall Injury and Might Explain Lower Restenosis

7 Patterns of Endothelial Injury after Cutting Balloon Angioplasty (CBA) and Plain Old Balloon Anglnplasty(POBA)AnaIysls

Reduces Hoop Stress and Trauma

Atherotomy relieves hoop stress by making
small, precisely controlled incisions.* Balloon
dilatation and stent implantation cause a
vascular inflammation reaction. Decrease

of trauma, limitation of inflammation
should decrease restenosis rate.

The Peripheral Cutting Balloon™

® Reduces barotrauma
¢ Induces less perivascular injury
¢ Induces less vessel elastic recoil

overstret
Cutting Ballo'b
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Provides Greater Treatment Flexibility

The Peripheral Cutting Balloon™ device
provides added treatment flexibility by
enabling physicians to use the device:

* As a stand-alone treatment
e Or in conjunction with other treatment options

Flexible Over the Wire system available for 0.018" wire platform.

Monorail™ system available for 0.014" wire platform.

Designed for safety

and ease of use*
|

The Cutting Balloon™ device is

engineered to be safe and easy to use:

¢ Folding design protects healthy tissue
when tracking

 Tapered tip makes it easy to penetrate
and cross the lesion

* MDX coatm reduces re ﬁg!_anc‘e. p
| ,.forl «l ed crossability
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Shown to be safe
and effective*

Cutting Balloon™ Angioplasty (CBA) has
been shown to be safe and effective when
compared to conventional angioplasty:

¢ Clinical trials show a reduction in biochemi-
cal marker response to injury suggesting lower
restenosis rates

¢ |VUS evaluations show CBA to dilate the vessel
at lower pressure and increase greater luminal
diameters

e Increased luminal diameters with CBA suggests
greater plaque compression rather than vessel
wall expansion

(Hara et al, 2002)

** Pictures courtesy of Dr W. Higashiura - Department
of Radiology -Nara Medical University Japan



