SpyGlass®

Direct Visualization System

—
_

European Distribution Centre — Colombia India - Mumbai South East Asia - Thailand

The Netherlands T: +57 1 629 5045 +57 16124761 T: 491 22 4030 9165 F:+9122 40409199 T: +66 2 6380 100 F: +66 2 6380 400
T:+314554 67700  F: +314554 67 800 Czech Republic Italy South East Europe OS O I |

European Headquarters — T: +420 296 331 901  F: +420 296 331 935 T: +390106060 1 F: +39 010 60 60 200 T: +30 210 9542 300 +30210 9542 310

Paris Denmark (Freephone) Korea Spain 1 I l 1 I i
T:+33157668000 F:+33 157668499 T: 80 30 80 02 F: 80 30 80 05 T:+82234762121  F:+8223476 1776 T:+34901 111215 +349131950 03

Argentina (Freephone) Eire (Freephone) Mexico Sweden
T: 0800 555 2678 F: +5411 4896 8517 T: 1800 882 969 1800 882 968 T: +562 555687 63 90 F: +52 55 5687 62 28 T: +46 42 25 69 00 +46 42 25 69 69

. o ™
Australia/New Zealand Finland Middle East/Gulf/North Africa Switzerland Deliverin g what’s next.
T: +61 2 8063 8100 F: +612 9330 1404 T. +358 20 762 8882  F: +358 20 762 8883 T. +961 1 805 410 F: +961 1 805 445 T: +41 32 626 57 00 +41 32 626 57 01
Austria France The Netherlands Taiwan

T:+43 160810 +43 160 810 60 T:+33139304900 F:+33139304901 T: +31306025544  F: +31 30602 55 05 T. +886 2 2747 7278  F: +886 2 2747 7270
Belgium (Freephone) Germany (Freephone) Norway (Freephone) Turkey

T: 0800 94 494 0800 93 343 T: 08000 723300 F: 08000 723319 T: 800 104 04 F: 800 101 90 T. +90 216 464 36 66 F: +90 216 464 36 67
Brazil Greece Poland UK (Freephone)

T: +55 11 6502 8500 +55 115103 2212 T:+30210 9542300 F: +30210 9542 310 T: +482243514 14 F: +482243514 10 T: 0844 800 4512 0844 800 4513
Canada Hong Kong Portugal Uruguay

www.bostonscientific-international.com

T +1 888 359 9691 +1888 575 7396 T: +852 2960 7100 F: +852 2563 5276 T +35113812540 F:+351213812558 T: +59829006212  F: +59 82 900 6212

T: +562 445 4904 +562 445 4915 T 43614563040  F:+36 14563041 T 427118408600  F: +27 11 463 6077 T +58212 9596275 F: +58 212 959 5328

China - Beijing India - Bangalore South East Asia - Malaysia OS O I l

T: +86 10 8525 1588 F: +86 10 8525 1566 T:+918022124928/9  F: +91802207 5153 T +60322833813  F: +60 32284 3813 S t

T: +8620 8767 9791  F: +86 20 8767 9789 T 4914422201879 F:+914422200716 T +6326876994  F: +63 2687 3047 C]-en ]- C
China - Shanghai India - Delhi South East Asia - Singapore

Al 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 © 2010 Boston Scientific Corporation

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 or its affiliates. All rights reserved.

Chile Hungary South Africa Venezuela

China - Guangzhou India - Chennai South East Asia - Philippines

T: +86 21 6141 5959 +86 21 6141 5900 T +91 1142432222 F:+91 112610 0808 T: +65 6418 8888 F: +65 6418 8899 RCS Nanterre B420 668 420 Delivering What’s next.w
PSST 3678 Printed in Germany by medicalvision. DINEND2165ED

SAOVINI TVLONAVHLNI .SSVIOAdS




The SpyGlass™ Direct Visualization System
is an integrated product platform that combines
capital components and consumable devices to
provide an intraluminal view for directing therapeutic

devices within the pancreatico-biliary duct system.

By attaching the SpyScope™ Access and Delivery Catheter to a duodenoscope

with a 4.2 mm working channel, the SpyGlass Direct Visualization System is
engineered to:

e Provide endoscopic, site specific
examination for visually guided tissue
sampling and stone management

e Enable a complete circumferential
intraluminal view beyond the papilla,
potentially increasing target accessibility
via the four-way steerable SpyScope
Access and Delivery Catheter

e Offer single-operator control with
more precise maneuverability”, allowing
additional endoscopy suite staff to
focus on patient care

*Data on file Boston Scientific Corporation
Illustrations and photos for information purposes - not indicative of actual shape, size or clinical outcome.
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ORDERING INFORMATION
Weight Weight
Part Number Component Dimensions in Dimensions cm Ibs kg
M00546160 Travel Cart' 19.5Wx 4825 Hx21D 49.5 W x 122.6 H x53.3 D 150 68
M00546120  Video Monitor 175W x156.8Hx4.75D 44.45W x40.13H x 12.07 D 20 9.06
M00546190 Lightsource 126 Wx56Hx9.7D 32Wx142Hx24.6D 13 5.89
M00546110 Camera? 240V (PAL) 126 Wx4 Hx 14D 32 W x 10.2 H x 35.6 D 10 4.53
M00546140 Irrigation Pump with Footswitch 8WxbbHx65D 203Wx14Hx16.5D 5 2.26
MO00546070  3-Joint Arm with Clamp?® 31.5 long (extended) 80 long (extended) 1.61 0.73
M00546040  Ocular <0.5 <0.226
M00546210 Light Cable 5 long 12.7 long <1 <0.453
M00546240 Isolation Transformer (240V) 12Wx45Hx86D 306Wx11.4Hx21.8D 23 10.432
M00546250  Power Cable Pack Cables included: 2 - 0.5meter n/a n/a o
1 —1meter
2 — 1.5meter
o——
M00546060 Large Probe Storage Tray* TMTWx2Hx8D 279 W x51Hx203D 2.5 1.134
MO00546050  Small Probe Storage Tray* 7Wx2Hx55D 178 W x5.1Hx14D 1.3 0.589
M00546180  Components Assembly Manual <1 <0.453
Note: SpyGlass System, when completely assembled with monitor, has a space footprint of 28in W x 70in H x 26in D (71.1cm x 177.8cm x 66¢cm). B ——— ]
Total weight of the assembled system is 2141bs (97.01kg).
' Cart includes a 3-joint arm with connector for ocular, but no table clamp
2 Camera System includes camera controller (box), camera head, and video cables for connection to monitor.
PAL version does not contain a power cord. ®
# 3-Joint Arm (without clamp) is included with the Travel Cart (M00546160). The 3-Joint Arm with Clamp (M00546070) is useful
if the account does not want to purchase the Travel Cart as it allows the account to mount the arm to another cart or table. P
* Large Storage Trays are recommended unless the customer reprocesses in an Olympus® Medivator Machine, Ty \
into which the large storage trays will not fit. In this case, order two small storage trays, #M00546050.

" Olympus is a trademark of Olympus Corporation.
Medivator is a trademark of Minntech Corporation.
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SpyGlass Direct Visualization System

Travel Cart and Three joint Arm

The travel cart has two storage drawers and two shelves for holding dividual components. The cart also has a mounting bracket
for the video monitor and four casters for mobility. The three joint arm is supplied with the cart and has a flexible goose neck for
positioning in multiple directions. There is a connector at the end of the three joint arm for secure attachment of the ocular.

Camera and Camera Head

The camera is a hospital grade medical device with a 6.4mm (%in) CCD color image sensor. The camera is equipped with Automatic
White Balance (AWB) which is activated by momentarily depressing the AWB button. The camera can output three types of video
signals:

* RGBS (Red-Green-Blue-Sync)
* S-video (Y-C)
* Composite (BNC)

One of these signals can be used to provide a video signal to most common Electronic Medical Records (EMR) systems for electronic
software reporting. The hospital facilities contact or network provider can determine which of these signals to use.

The camera head is attached to a 12.7cm (5in) cable with a 19-pin circular connector which inserts into the front of the camera housing.
The camera head interfaces with an ocular to transmit the image obtained by the SpyGlass Direct Visualization Probe.

Lightsource and Light Cable

The lightsource is a hospital grade medical device with a 300Watt xenon lamp.
A digital meter records and displays the elapsed time (in hourly increments) the lamp
has been used. The lightsource cable inserts into the front of the lightsource unit via
a single Wolf-style port. The lightsource cable end fitting has an integral condensing
lens and IR filtration (heat filtration). Light intensity can be manually increased or
decreased with a control wheel (shutter).

Ocular

The ocular is a mechanical and optical coupler that connects the SpyGlass Direct
Visualization Probe to the camera head. The ocular provides a focusing mechanism to
sharpen the image on the video monitor.

Video Monitor

The video monitor is a hospital grade LCD that is designed to attach to the Travel Cart.
The video monitor combines SXGA high-resolution (1280 x 1024) panel and high
brightness/ultra-wide field of view technology, enabling you to use the monitor under
various lighting conditions.

Irrigation Pump and Footswitch

The irrigation pump and footswitch are hospital grade devices that provide irrigation to the SpyScope™ Access and Delivery Catheter and are
designed to irrigate the duct, maintain clear visualization and clear the duct of debris. The flow rate is controlled by adjusting the irrigation
pump and pressing the footswitch provides continuous flow. The irrigation pump is designed to work with the SpyGlass Irrigation Tubing.

Pump Specifications

Weight 5.0 Ibs (2.27kg)
Dimensions W x H x D 8in x 5%in x 6%in (203 x 140 x 165mm)
Power 100-240 V~, 50/60Hz, 25VA
0-375ml/min +/- 20 % using SpyGlass Irrigation Tube
Flow Rate Set M00546451

(without SpyScope Access and Delivery Catheter)

Isolation Transformer

The isolation transformer is designed to work with the SpyGlass Power Cable Pack and offers added safety when using electronics
or electromedical devices. The transformer generates low EMI (Electro Magnetic terference), typically less than 100 uA and runs
quite cool, also at a rated full load. The transformer uses a 250V fuse and has an internal thermal resettable fuse.

Inputs Outputs
120/240VAC - 50/60Hz 120 or 240 VAC (voltage selector switch)
Input via an IEC 320 Power entry module 100VA Maximum
On/off switch 9 Receptacles (IEC 320)

Power Cable Pack

The Power Cable Pack contains the following power cords:

Cord Length Quantity Connects to
0.5m 2 Monitor, Irrigation pump
1.0m 1 Spare (extra cord)
1.5m 2 Camera, Lightsource

SpyGlass Probe Storage Trays

The probe storage trays come in small and large sizes. They are designed to store and protect the SpyGlass Direct Visualization Probe
when not in use. The storage trays may also be used during high level disinfection of the SpyGlass Probe.*

Large storage trays are recommended unless the customer reprocesses in an Olympus® Medivator® Medicine, into which the large
storage trays will not fit. In this case, order two small storage trays, #M00546050.
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SpyScope”

Access and Delivery Catheter

The SpyScope Catheter is a single-use, single-operator controlled 10F (3.3mm) device designed to provide a pathway into the
pancreatico-biliary anatomy for diagnostic and therapeutic devices. It is comprised of two main components: a flexible delivery catheter
with a handle designed to provide catheter tip orientation using dial controls. The catheter has four open lumens: one optic channel,
one working device channel and two irrigation channels. The SpyScope Catheter attaches to a standard duodenoscope with a 4.2mm
working channel which allows a single physician to manage both scopes.

The tip of the SpyScope Catheter has four-way deflection, engineered to enhance directional control and permit more precise
navigation within the pancreatico-biliary anatomy.” The SpyGlass™ Direct Visualization Probe, when loaded into the dedicated optic
port, is designed to achieve complete circumferential visualization. Circumferential visualization may expand options for visual
diagnosis and targeted tissue acquisition, potentially leading to accelerated diagnosis and altered patient treatment.”

SpyScope Catheter Specifications:
e Dedicated 1.2mm accessory channel for biopsy specimen retrieval with the SpyBite™ Biopsy Forceps or stone
management w/EHL or laser fiber™*
e Imm optic channel for SpyGlass Direct Visualization Probe facilitating illumination and endoscopic visualization

e Independent irrigation channel for fluid aspiration, and to permit removal of debris that clears the field of vision
of the SpyGlass Probe

e 10F (3.3mm) diameter catheter
e Catheter length = 230cm

Distal Tip Optic Port Device Delivery Port Irrigation Port
ORDERING INFORMATION
Order Code Description
M00546230 SpyScope Access and Delivery Catheter

Recommended Guidewire: 0.89mm (0.035in), 450cm Jagwire™ Guidewire or 450cm Hydra Jagwire™ Guidewire

*  Data on file Boston Scientific Corporation

**  “SpyGlass single operator peroral cholangiopancreatoscopy system for the diagnosis and therapy of bile duct disorders:
a clinical feasibility study” Yang Chen, MD, Douglas Pleskow, MD. Accepted for publication, GIE, May 2007

*** The SpyGlass System has also been shown to be compatible with the Northgate® 1.9Fr Biliary Probe (9-195-25) and the
Northgate Autolith® Intracorporeal Electrohydraulic Lithotripsy iEHL Generator (9-201-00) for EHL applications.
The SpyGlass System has also been shown to be compatible using the Lumenis® SlimLine™ 365 micron Laser probe
(M0068408420) and the Lumenis® VersaPulse PowerSuite 20 Watt Holmium Laser Generator (M0068408220). The testing

followed the laser probe placement instructions. BOStOI]-
Scientific
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SpyGlass”

Direct Visualization Probe

Probe Connector

The SpyGlass Direct Visualization Probe is a fiber optic device designed to acquire and
transmit endoscopic images, as well as conduct light to illuminate the pancreatico-
biliary anatomy. The SpyGlass Probe contains a 6000 pixel image bundle, surrounded
by approximately 225 light transmission fibers, which provide a field of light. The
image bundle and light fibers are covered by an outer sheath which is engineered for
flexibility and pushability. There is a lens connected to the image bundle at the distal
tip that captures images across a 70° field of view. The probe connects to

an ocular and a light cable via the aluminum body at the proximal end.

The SpyGlass Ocular provides the mechanical and optical interface between

Probe Tip the probe and video camera head. The light cable transmits light to the SpyGlass Probe

from the light source.

The SpyGlass Direct Visualization Probe enters the pancreatico-biliary anatomy through

the SpyScope™ Access and Delivery Catheter. After the procedure, the SpyGlass Probe

Optic Port may be high-level disinfected for reuse.’

The probe should be stored and protected in the small or large SpyGlass Storage Tray.

ORDERING INFORMATION
Working  Field of Maximum Max. Min. Req.

Order Code  Description Length View Insertion Portion Diameter = Working Channel
M00546030  SpyGlass Direct Visualization Probe 231cm 70° 0.81Tmm 0.9mm Tmm
M00546040  Ocular - - - - -
MO00546050  Probe Small Storage Tray? - - - - -
MO00546060 Probe Large Storage Tray? - - - - -
M00546210 Light Cable - - - - -

' Please refer to the SpyGlass Direct Visualization Probe Directions for Use.

2 Large Storage Trays are recommended unless the customer reprocesses in an Olympus® Medivator® Machine,
into which the large storage trays will not fit. In this case, order two small storage trays, #M00546050.

Olympus is a trademark of Olympus Corporation.
Medivator is a trademark of Minntech Corporation.
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SpyBite”

Biopsy Forceps

Using the SpyBite Biopsy Forceps, site-specific biopsy specimens can be retrieved
for examination from the common bile duct under direct visualization, potentially
accelerating diagnosis and reducing the need for repeat ERCP and other diagnostic
procedures. The SpyBite Biopsy Forceps are delivered into the pancreatico-biliary
anatomy through an independent device port in the SpyScope™ Access and Delivery
Catheter. The SpyBite Biopsy Forceps are designed with a central spike in the
specimen cup to aid in securing small tissue samples.

ORDERING INFORMATION
Required
Endoscope
o Cable Jaw Outer Jaw Working Working
Order Code  Description Diameter Diameter Opening Length Channel
M00546270  SpyBite Biopsy Forceps 0.99mm (0.039in) 1.0mm 4.1mm, b5° 286¢cm 1.2mm
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