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Boston Scientific —
Rhythm Management Solution Scientific

Rhythmia™
Mapping System

Refreshed Core EP

(including Bard EP
™ acquisition
WATCHMAN O g ) 17
acquisitions
’ over 3 years
, : ] focused on
; = the EP
$300M+ in R&D
spend for the
Rhythm Mgmt
Division in 2012

Next Gen Stim/
Ablation Therapies

Next Gen ICD/CRT-D

Patient Managem ent
J System*

Providing the EP a comprehensive, innovative set of solutions

*Investigational device. Limited by federal law to investigational use only. Not available for sale in U.S.
© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.



Boston Scientific EP...
Redefining Electrophysiology

Boston
Scientific

Leader in Performance EP Catheters* D

« Blazer™ Temperature Ablation Catheter family Palll
 Broad Rx and Dx Catheter product line )/"/ “3

Portfolio of Ablation Technology defining

the new ‘gold standard’ of expectations
INTE LLAI{J [P - First family of catheters designed to give
Multi-Sense Ablation Technology multi-dimensional information in real time

» Designed to deliver unparalleled clarity for
therapeutic and diagnostic decisions

Rhythmia™ Mapping System... v
the next generation in mapping and navigation 3%

‘ ) 7'\
Acquisition of Bard Electrophysiology builds

larger, stronger global commercial footprint

Invested in Clinical Trials
. ZERO AF clinical trial (A-Fib) i b
» Block CTI clinical trial (A-Flutter)

* US.
© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authorityproductregistrations.




Addition of Bard EP to Boston:Scientific —
has many benefits to the customer Scientific

ﬁIBZXX[RID

ELECTROPHYSIOLOGY

The BARD Electrophysiology acquisition is part of a multi-step strategy
to grow the EP business

=& Instantly provides scale and scope in fast-growing EP market

=5k Increases the speed of expansion of the EP commercial team Customer Benefits:
and adds experienced EP commercial team members o
globally More clinical

_ _ _ _ _ coverage & support
== Provides products (diagnostic catheters and capital recording

systems) that are highly complementary to Boston MIEE G TEE el
Scientific’s core portfolio P y

== Provides essential expertise and experience in capital sales More future products
and service to help accelerate the launch of Rhythmia

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authorityproductregistrations.




Full Suite of EP Technology Solutiens gBoston..

cilenti

DIAGNOSING VISUALIZING ACCESSING TREATING REDEFINING
Cardiac Arrhythmias Cardiac Anatomy Cardiac Anatomy Cardiac Arrhythmias Electrophysiology
Diagnostic Catheters Rhythmia™ Fixed Curve Blazer™ IntellaTip MiFi™ XP

Mapping System Sheaths Ablation Catheter**

iLab™ Ultrasound
Imaging System

*Investigational device. Limited by federal law to investigational use only. Not available for sale in the US. It has received CE Mark approval.
© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.




Boston Scientific EP Lab Boston

cientific

Qm
ion  Maestro 4000°™
Cardiac Ablation

Rhythmia Signal
Station

omprohensive Portfolio ——
of Diagnostic and
Therapeutic Catheters

_grsff;

MicroPace LabSystem™ Pro Windows 7 Rhythmia™
Cardiac Stimulator EP Recording System Mapping System

*MetriQ Pump and Maestro 4000 are Investigational devices. Limited by federal law to investigational use only. Not available for sale in the US or EEU.
© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. Main Menu



Rhythmia Mapping System —
The next generation in Mapping and Navigation Scientific

The Rhythmia™ Mapping System delivers highly detailed
maps in less time than conventional systems

Mapped Points: 253 Mapped Points: 3,658
Mapping Time: 38 minutes Mapping Time: 11 minutes

Proprietary algorithm sorts
input from 64-pole basket
in real time

Long process
in which
physician
must manually
*% 1 accept each
map point

More points = superior
electrical information and
more well-defined maps

Time Savings from
faster map creation
and improved clarity
of diaghosis

Source: Nakagawa H, Kautzner J, Peichl P. New system for rapid high resolution automated mapping in patients with macro-reentrant atrial tachycardia/flutter.

Heart Rhythm Society, 2011 Scientific Sessions (AB 12-5)
© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. -



Visualizing Cardiac Arrhythmias —
Map the Heart in 1/3 of the Time Scientific

Journal of Interventional Cardiac Electrophysiology
Time & Density Comparison?

e ~\
148 Data Points 979 Data Points 3,566 Data Points

31.1

minutes minutes

Manual Mapping Mode with Manual Mapping Mode with Continuous Mapping Mode with
Conventional Ablation Catheter* IntellaMap Orion™ Catheter** IntellaMap Orion Catheter

. S

* Comparable to standard mapping on conventional systems
** Comparable to multi-electrode mapping on conventional systems

2Ptaszek L, Chalhoub F, Perna F, Beinart R, Barrett C, Danik S, Heist EK, Ruskin J, Mansour M,
Rapid acquisition of high-resolution electroanatomical mapping using a novel multi-electrode mapping system. J Interv Card Electrophysiol. 2012 Nov 22.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. _



Visualizing Cardiac Arrhythmias —
Every Minute Counts Scientific

The Rhythmia™ Mapping System could potentially reduce
case mapping time by 30-60 minutes

+) POTENTIAL TIME & COST SAVINGS®

Reduced overtime and other operational expenses
Shorter, more predictable case times

Increased lab throughput

Reduced exposure to fluoroscopy

Reduction in the number of pre-procedure tests (CT & MRI)

2Ptaszek L, Chalhoub F, Perna F, Beinart R, Barrett C, Danik S, Heist EK, Ruskin J, Mansour M,
Rapid acquisition of high-resolution electroanatomical mapping using a novel multi-electrode mapping system. J Interv Card Electrophysiol. 2012 Nov 22.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. Main Menu




Visualizing Cardiac Arrhythmias
The Impact on Your Bottom Line

What is 30-60 minutes Worth to Your Lab?

Mapping Time Reduction 30 Minutes 60 Minutes

# of Procedures/Year 200 200

Lab Cost Savings/Year +$227,340 +$454.680

Lab Time Savings/Year +100 hours +200 hours

Assumes base lab cost per minute?® = $37.80

System price break-even point can be realized
within less than two years.*

3BSC internal analysis based on 2012 MedPAR weighted average procedure costs for DRGs 250 and 251, The Advisory Board Company, and BSC customer inteniews.
*Based on assumptions listed above, which may vary.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.
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Full Suite of Diagnostic:Catheters

Diagnostic Catheters

Fixed Curves

%

Steerables

-
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Tango™ Stabilene™
Diagnostic Catheter

Viking™ Diagnostic Catheter

Dynamic Tip™ & Dynamic XT
Steerable Catheters

EP<XT™ Steerable Catheter

Polaris X™ Decapolar
Unidirectional Steerable
Diagnostic Catheter

Blazer™ Dx-20
Duodecapolar Bidirectional
Steerable Diagnostic Catheter

AR

Woven Diagnostic Catheter

WovenFlexie™ Diagnostic
Catheter

Radia™ Bidirectional
Steerable Diagnostic
Catheter

SteeroCath-Dx™
Bidirectional Steerable
Diagnostic Catheter

Orbiter™ ST
20-Pole Steerable Catheter

WV

Boston
Scientific

Advanced Mapping

IntellaMap Orion™
Mapping Catheter

Constellation™
Mapping Catheter

Conforma™ Bidirectional
Diagnostic Catheter

o)

Orbiter™ PV Variable Loop
Steerable Catheter

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014

Information for use in countries with applicable Health Authority productregistrations.
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Full Suite of Ablation Catheters gBostonc.

cilenti

Blazer Family IntellaTip™

Small Tip
"
/
Blazer™ I Blazer™ Il HTD Blazer Prime™ IntellaTip MiFi™ XP
Temperature Ablation Temperature Temperature Ablation Catheter**
Catheter Ablation Catheter Catheter \
Cooled Ablation
Large Tip Open-Irrigated
-~ ' N\ ,. L \
4 g o5
o ‘\\f"‘\'w..:\
Blazer™ 11 XP Blazer Prime™ XP Blazer™ Chilli 11™
Temperature Temperature Ablation Open-Irrigated Cooled
Ablation Catheter Catheter Ablation Catheter* Ablation Catheter
\. 4

*Investigational dewvice. Limited by federal law to investigational use only. Not available for sale in the US. It has received CE Mark approval.
**IntellaTip MiFi XP is pending CE Mark. Not available for sale in the EEA.
© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. Main Menu



Advanced Tip Ablation _Technelegy R
Provides Additional Multi-Sense Information Scientific

IntellaTip MiFi™ XP Catheter Unique Design

3 Sophisticated Mini-Electrodes

« Enable localized recording of a small area
 Deliver signals of unparalleled clarity

 Allow multiple channels for highly localized EGMs

INTELLATIP”
Multi-Sense Ablation Technology
Unparalleled Insight
* True Catheter Tip Location

 True Tissue Assessment
 True Ablation Feedback

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. Main Menu




Redefining Electrophysiology

. . Boston
2014 Product Pipeline Scentific
Zurpaz™ Rhythmia™
Steerable LabSystem™ PRO Mapping
Sheath Windows 7**f System
N
\
US Launches N\
)
/
Y
OUS Launches /
Zurpaz ™ IntellaTip Ol System*t LabSystem™ PRO Rhythmia™ IntellaNav Ol
Steerable MiFi™ XP Windows 7**t Mapping System Catheter*
Sheath Catheter?
~ ) —
"\ T

=
-

i}

IntellaTip
MiFi™ Ol
A g Catheter*f
=

*Investigational device. Limited by federal law to investigational use only. Not available for sale in the US.
**Pending 510(k) approval.
tPending CE Mark. Not available for sale in the EEA.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. Main Menu



Redefining Electrophysiology
2015 Product Pipeline

IntellaNav MiFi XP

Catheter*
-‘-!'"
Blazer™ Ol IntellaTip
Catheter* IntellaNav XP LabSystem ™ MiFi™ Ol IntellaNav Ol
Ol System*t Catheter*f PRO NextGen’ Catheter*t Catheter*t

US Launches

OUS Launches

LabSystem™
PRO NextGen'

IntellaNav MiFi™ Ol

e
| = Catheter*t
- IntellaNav XP
\ - Catheter*t
| S arm s IntellaNav MiFi XP
Catheter*T

N

*Investigational device> Limited by federal law to investigational use only. Not available for sale in the US. The Blazer Ol Ablation Catheter has received CE Mark approval.

tPending CE Mark. Not available for sale in the EEA.
© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.
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Boston
Scientific

Abbreviated DFUs

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations. Main Menu



Blazer™ Il and Blazer™ |l HTD Temperature
Ablation Catheters (US DFU)

Boston
Scientific

Indication for Use*
When using the Blazer Il Catheter/Blazer Il HTD Catheters: The Boston Scientific Cardiac Ablation Systemiis indicated for creating endocardial lesions during cardiac ablation procedures to treatarrhythmia.

Contraindications
The use of the device is contraindicated in patients with active systemic infection. The transeptal approach is contraindicated in patients with left atrial thrombus or myxoma, or interatrial baffle or patch. The retrograde
transaortic approach is contraindicated in patients with aortic valve replacement.

Warnings

+ Catheterablation procedures presentthe potential for significantx-ray exposure, which can resultin acute radiation injuryas well asincreased risk for somatic and genetic effects, to both patients and laboratory staffdue to
the x-ray beam intensityand duration of the fluoroscopic imaging. Catheter ablationshould onlybe performedafter adequate attentionhas been given to the potential radiation exposure associated with the procedure, and
steps taken to minimize this exposure. Careful consideration musttherefore be given for the use ofthe device in pregnantwomen.

+ Caremustbe takento ensurethatanyequipmentused in connection with the BSC catheters, be type CF, be defibrillation proof, meetEN 60601-1 electrical safetyrequirements, and complywith all local regulatory
requirements for the specified intended use.

« Patients undergoing AV nodal modification or ablation of septal accessory pathways are atrisk forinadvertent AV block. It is advisable to use lower initial power in such patients and to monitor anterior conduction closely
during RF power delivery.

* Pacemakers and implantable cardioverter/defibrillators can be adverselyaffected by RF signals. Itis importantto:

+ a) have temporaryexternal sources of pacing available during ablation,

* b)temporarilyreprogram the pacing system to minimum output or 000 mode to minimize risk ofinappropriate pacing,

+ c)exercise extreme caution during ablation when in close proximityto atrial or ventricular permanent pacing leads, and
+ d) perform complete pacing system analysis on all patients after ablation.

* Implanted cardioverter/defibrillators should be deactivated during deliveryof RF power.

+ During atransaortic approach, adequate fluoroscopic visualization is necessaryto avoid placement ofthe ablation catheter within the coronaryvasculature. Catheter placementand RF power application within the coronary
artery has been associated with myocardial infarction anddeath.

« Patients undergoing left-sided ablation procedures should be closelymonitored duringthe post-ablation period for clinical manifestations of infarction.

* The steerable ablation catheteris intended for single patientuse only. Do not reprocess or reuse. Reuse can cause patient injuryand/or the communication of infectious disease(s) from one patientto another.

* Theuse of catheters or cables with unprotected male pin connectors presentarisk of electrical hazard. Inadvertentattachmentof pin connectors to power supplysockets or connectors could resultin electrocution of the
patientor operator. Misconnectionofthe pins could also leadto inappropriate delivery of RF currentthrough a band electrode. The users of componentwith unprotected male pin connectors mustexercise caution during
device set-up to preventpatientor operator injury.

+ Catheterentrapmentwithin the heartor blood vessels is a possible complication of cardiac ablation procedures. The potential for catheter entrapmentmaybe increasedwhenthe catheteris positioned in the vicinity of the
chordae tendinae. The occurrenceofthis complication maynecessitate surgical interventionand/or repair of injured tissues.

Precautions

+ Before using,inspectfor physical damage including electrical insulationon the cables and the catheter shaft. Replace damaged equipment

+ TheBlazer Il Catheterand the Blazer Il HTD Catheter are highlytorqueable. Avoid overtorquing. Over-rotating the handle and catheter shaftmaycause damage to the distal tip or catheter assembly. Do not rotate the
handle and catheter shaftmore than 1 1/2 full rotations (540°). If the desired catheter tip positionis notachieved, adjustthe catheter’s curve to disengage the catheter tip from the heartwall, before resuming rotationofthe
handle and catheter shaft.

»  Peri-procedural anticoagulationtherapyis recommended for patients undergoing left-sided and transeptal cardiac procedures and should be considered for selected patients undergoingright-sided procedures.

+  Careful catheter manipulation mustbe performed in order to avoid cardiac damage, perforation, or tamonade. Catheter advancementshould be doneunder fluoroscopic guidance. Do notuse excessive force to advance or
withdraw the catheter whenresistance is encountered.

«  The sterile packaging and catheter should be inspected priorto use.

+ Itisrecommended notto exceed thirty (30) radiofrequency power applications per catheter.

* EU Indication for Use: The Boston Scientific Cardiac Ablation Systemis indicated for interruption of accessory atrioventricular conduction pathways associated with tachycardia, for treatment of AV nodal reentranttachycardia
and for creation of complete AV block in patients with a rapid ventricular response to an atrial arrhythmia - typically chronic, drug refractoryatrial fibrillation.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.




Blazer™ Il and Blazer™ |l HTD Temperature
Ablation Catheters (US DFU)

Boston
Scientific

Precautions (cont'd)

The Boston Scientific Blazer Il Temperature Ablation Catheter and Blazer IIHTD Catheters are intended for use with the EPT-1000™ Cardiac Ablation System Controller and accessories or the Maestro 3000 ™ Controller and
accessories only.

Do not attemptto operate the BSC Cardiac Ablation System before thoroughlyreading the Cardiac Ablation Controller Operator’'s Manual.

The catheterimpedance LED displayofthe Cardiac Ablation Controller should be continuouslymonitored during RF power delivery. If asudden rise inimpedanceis noted, power deliveryshould be discontinued. The
catheter should be removed and the distal tip of the catheter cleaned to eliminate any coagulum.

Excessive bending or kinking of the catheter shaftmaydamage internal wires. Manual prebending ofthe distal curve can damage the steering mechanism and may cause patientinjury.

Cardiac ablation procedures should be performedonlyby physicians thoroughlytrained in the techniques of radiofrequency pow ered catheter ablation in a fully-equipped electrophysiologylaboratory.

Adequate filtering mustbe usedto allow continuous monitoring of the surface electrocardiogram (ECG) during radiofrequency p ower applications.

The long-term risks of protracted fluoroscopy have not been established. Careful consideration musttherefore be given forthe use ofthe device in prepubescentchildren.

The long-term risks oflesions created by RF ablation have notbeen established. In particular, anylong-term effects oflesionsin proximityto the specialized conduction system or coronaryvasculature are unknown.
Furthermore, the risk/benefitin asymptomatic patients has notbeen studied.

Read and follow the dispersive indifferent patch (DIP) electrode manufacturer’s instructions for use; the use of DIP electrod es which meetor exceed IEC 60601-1/IEC 60601-1-2 requirements is recommended.
Placementofthe DIP electrode on the thigh could be associated with the higherimpedance, which could resultin automatic RF power shut-off.

The Cardiac Ablation Controller is capable of delivering significant electrical power. Patientor operator injurycan result from improper handling of the catheter and DIP electrode, particularlywhen operating the device.
During power delivery, the patientshould notbe allowed to come in contactwith grounded metal surfaces.

Apparentlow power outputor failure of the equipmentto function correctlyatnormal settings mayindicate faultyapplicatio nofthe DIP electrode or failure of an electricallead. Do notincrease power before checking for
obvious defects or misapplication.

The risk of igniting flammable gases or other materials is inherentin the application of RF power. Precautions mustbe take n to restrictflammable materials from the area where the ablation procedures are performed.
Electromagnetic interference (EMI) produced bythe Cardiac Ablation Controller during the deliveryof RF power mayadversely affectthe performance of other equipment.

Regularlyinspectand testre-usable cables and accessories. The instrumentcables and adapter cables maybe sterilized onlyup to ten times byethylene oxide sterilization.

Boston Scientific relies on the physician to determine, assess and communicate to each individual patientall foreseeable risks of the cardiac ablation procedure.

Adverse Events

The following adverse events are listed in descending order according to their clinical significance as detemrmined bytheir s everity and frequency (<1% unless otherwise noted with an asterisk). Atotal of 57 adverse events
were observed in the 513 procedures performed duringthe clinical study.

Cardiac/Vascular

Death

Cardiac Tamponade, Perforation, Pericardial Effusion
Cerebral Vascular Accident

Myocardial Infarction

Endocarditis

PulmonaryEdema

Pulmonary Embolism, Venous Thrombus
*Puncture Site Hematoma, Ecchymosis (2.1%)
Aortic Valve Insufficiency/Wall Motion Abnormality
Arrhythmic

Permanent Atrioventricular Block

Ventricular Fibrillation

*Non-sustained Ventricular Tachycardia (1.6%6)
Conduction System Abnormalities

*Atrial Fibrillation, Flutter, Tachycardia (2.5%)
Pacemaker Failure-to-sense

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.




Blazer™ Il XP. Temperature Ablation
Catheter (US DFU)

Boston
Scientific

Indication for Use*

The Boston Scientific Corporation Blazer Il XP Catheter is indicated for use with the BSC high power Cardiac Ablation Controllers (the Maestro 3000™ Controller, the EPT-1000XP™ Controller,and the EPT-1000XPT™ Controller)
and Accessories for the treatmentof sustained or recurrenttype | atrial flutter in patients age 18 or older. The BSC high power Cardiac Ablation Controllers and Accessories are indicated for use in conjunction with standard and
high power catheters for cardiac ablation procedures.

Contraindications

Do not use this device:

* in patients with active systemic infection;

«via the transseptal approachin patients with leftatrial thrombus or myxoma; and
* via the retrograde approachin patients with aortic valve replacement.

Warnings

Before operating the device, read these warnings carefully:
Peri-procedural anti-coagulationtherapyis atthe discretion ofthe physician, however, patients with a historyofthromboembolic events mayrequire therapeutic, anti-coagulation therapy, pre-, during and post-ablationto
reduce the incidence of major complications.

Because the long-term effects of exposure to ionizing radiation are unknown, careful consideration should therefore be given to pregnantwomen and pre-pubescent children.

Pacemakers and implantable cardioverter/defibrillators can be adverselyaffected by RF signals. Itis importantto:

a. Retain temporaryexternal sources of pacing available during ablation.

b. Reprogram the pacing system temporarilyto minimum output or 000 mode to minimize risk ofinappropriate pacing.

c. Exercise extreme caution duringablationwhenin close proximityto atrial or ventricular permanent pacingleads.

d. Perform complete pacing system analysis on all patients after ablation.

Implanted cardioverter/defibrillators should be deactivated during deliveryof RF power. Catheter entrapmentwithinthe heartorblood vesselsis a possible complication of cardiac ablation procedures. The potential for
catheter entrapment maybe increased when the catheter is positioned in the chordae tendinae. The occurrence ofthis complication maynecessitate surgicalintervention and/or repair of injured tissue.

Care mustbe taken to ensurethatanyequipmentused in connection with the BSC catheters, be type CF, be defibrillation proof, meet EN-60601-1 electrical safetyrequirements, and complywith all local regulatory
requirements for the specified intended use.

In the presence ofanticoagulation, there maybe an increased risk of bleeding from all causes.

If there is uncertaintyregarding the patient’s anticoagulation status or rhythm prior to the atrial flutter procedure, there should be a low threshold to perform a transesophageal echocardiogram (TEE) prior to the procedure to
confirm absence ofthrombusin the leftatrial appendage.

Do not pass the catheter through any prosthetic heart valve (mechanical or tissue), as this maycause entrapmentofthe cathe ter and/or damage to the prosthetic heartvalve, resultingin valwular ins ufficiencyand/or
premature failure ofthe prosthetic valve.

*EU Indication for Use: The Boston Scientific Cardiac Ablation System is indicated for interruption of accessory atrioventricular conduction pathways associated with tachycardia, for treatmentof AV nodal reentranttachycardia,
for treatmentofatrial flutter tachycardia, and for creation of complete AV block in patients with a rapid ventricular respo nse to an atrial arrhythmia — typically chronic, drug refractoryatrial fibrillation.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.




Blazer™ Il XP. Temperature Ablation
Catheter (US DFU)

Boston
Scientific

Precautions

Observe these precautions, before using the device:
Do not attemptto operate the Controller before thoroughlyreading the appropriate BSC high power Cardiac Ablation Controller & Accessories Operator’'s Manual.
The Blazer Il XP Catheters are intendedfor use with the BSC high power Controllers and accessories only.

The Blazer Il XP Catheteris highlytorqueable. Over-rotating the handle and catheter shaftmaycause damageto the distal tip or catheter assembly. Do notrotate the handle and catheter shaft more than one and one-half
times the full rotation (540 degrees). If the desired catheter tip position is notachieved, adjustthe catheter’s curve to disengage the catheter tip from the heartwall before resuming rotation ofthe handle and catheter shaft.

Careful catheter manipulation mustbe performed in order to avoid cardiac damage, perforation, or tamponade. Catheter advancementshouldbe done under fluoroscopic guidance.

Do not use excessive force to advance or withdraw the catheter when resistance is encountered.

Excessive bending or kinking of the catheter shaftmaydamage internal wires. Manual prebending ofthe distal curve can damage the steering mechanism and may cause patientinjury.
Cardiac ablation procedures should be performedonlyby physicians thoroughlytrained in the technique of RF Powered Catheter Ablation in a fully-equipped electrophysiologylaboratory.

Unlike with conventional catheters, a suddenrise in system impedance is notan indication of coagulum formation. Therefore, to minimize coagulum, itis recommended thatthe catheter periodicallybe removed and the
distal tip cleaned after each line of block.

Adequate filtering mustbe usedto allow continuous monitoring of the surface electrocardiograms (ECG) during radiofrequency power applications.

When using Blazer Il XP Catheters, itis required thattwo Dispersive Indifferent Patch (DIP) Electrode Pads satisfying the requirements of IEC 60601-1/IEC 60601-1-2 be used as the ablation return electrodes or skin burns
mayresult. Use ofonly one DIP electrode willnotallow the operator to fullyaccess the higher power capabilities of the C ontroller.

Placementofthe DIP electrodes on the thigh could be associated with the higher impedance, which could resultin automatic R F power s hut-off.

During power delivery, the patientshould notbe allowed to come in contact with grounded metal surfaces.

Apparentlow power outputor failure of the equipmentto function correctlyatnormal settings mayindicate faultyapplicatio nofthe DIP electrodes or failure of an electrical lead.
Do notincrease power before checking for obvious defects or misapplication.

Regularlyinspectand testre-usable cables and accessories.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014  Information for use in countries with applicable Health Authority productregistrations.




Blazer™ Il XP. Temperature Ablation

Catheter (US DFU)

Adverse Events
Potential Adverse Events
Potential adverse events (in alphabetical order), thatmaybe associated with cardiac catheterization and ablation include, butare notlimited to:

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014

allergicreaction (including anaphylaxis)
angina

arrhythmias

arterial or pulmonaryembolism
arterial-venous fistula

atrioventricular node damage (fransient/permanent)
back pain and/or groin pain

cardiac perforation

cardiac respiratoryarrest

catheter entrapment

cerebral vascular accident

complete heartblock (transient/permanent)
cerebral vascular accident
chestpain/discomfort

complications of sedative agents (e.g.aspiration pneumonia)
death

effusion (pericardial/pleural)
hematoma/bruising

hemoptysis

hemorrhage

hemothorax

hypotension

infection

myocardial infarction

nerve palsyor weakness

pericarditis

phrenic nerve damage/diaphragmatic paralysis
pleurisy

pneumothorax

pulmonaryedema

pseudoaneurysm

radiation exposure

sinoatrial node damage

skin burn (defibrillator/cardioverter/radiation)
tamponade

transientischemic attack (TIA)

valwular damage

vasovagal reactions

visual blurring

Information for use in countries with applicable Health Authority productregistrations.

cilenti

1

B
g 0sto

fic



Blazer Prime™ HTD Temperature Ablation
Catheters (US DFU)

Boston
Scientific

Indication for Use*
When using the Blazer Prime HTD Catheter: The Boston Scientific Cardiac Ablation System is indicated for creating endocardiallesions during cardiac ablation procedures to treatarrhythmia.

Contraindications
The use of the device is contraindicated in patients with active systemicinfection. The transseptal approach is contraindic ated in patients with left atrial thrombus or myxoma, or interatrial baffle or patch. The retrograde
transaortic approach is contraindicated in patients with aortic valve replacement.

Warnings

«  Catheterablation procedures presentthe potential for significantx-ray exposure, which can resultin acute radiation injuryas well asincreased risk for somatic and genetic effects, to both patients and laboratory staff due to
the x-ray beam intensityand duration of the fluoroscopic imaging. Catheter ablationshould onlybe performedafter adequate attentionhas been given to the potential radiation exposure associated with the procedure, and
steps taken to minimize this exposure. Careful consideration musttherefore be given for the use ofthe device in pregnantwomen.

+ Caremustbetakento ensurethatanyequipmentused in connection with the BSC catheters, be type CF, be defibrillation proof, meet EN 60601-1 electrical safetyrequirements, and complywith all local regulatory
requirements for the specified intended use.

« Patients undergoing AV nodal modification or ablation of septal accessory pathways are atrisk forinadvertent AV block. It is advisable to use lower initial power in such patients and to monitor anterior conduction closely
during RF power delivery.

+ Pacemakers and implantable cardioverter/defibrillators can be adverselyaffected by RF signals. Itis importantto:

a. have temporaryexternal sources of pacing available during ablation,

b. temporarilyreprogram the pacing system to minimum outputor 000 modeto minimize risk ofinappropriate pacing,
c. exercise extreme caution during ablation when in close proximityto atrial or ventricular permanentpacing leads, and
d. perform complete pacing system analysis on all patients after ablation.

* Implanted cardioverter/defibrillators should be deactivated during deliveryof RF power.

+ During atransaortic approach, adequate fluoroscopic visualization is necessaryto avoid placement ofthe ablation catheter within the coronaryvasculature. Catheter placementand RF power application within the coronary
artery has been associated with myocardial infarction anddeath.

+ Patients undergoing left-sided ablation procedures should be closelymonitored duringthe post-ablation period for clinical manifestations of infarction.

* The steerable ablation catheteris intended for single patientuse only. Do not reprocess orreuse. Reuse can cause patient injuryand/or the communication of infectious disease(s) from one patientto another.

+ Theuse of catheters or cables with unprotected male pin connectors presentarisk of electrical hazard. Inadvertentattachmentof pin connectors to power supplysockets or connectors could resultin electrocution of the
patientor operator. Misconnectionofthe pins could also leadto inappropriate deliveryof RF currentthrough a band electrode. The users of componentwith unprotected male pin connectors mustexercise extreme caution
during device set-upto preventpatientor operator injury.

+  Catheterentrapmentwithin the heartor blood vessels is a possible complication of cardiac ablation procedures. The potential for catheter entrapmentmaybe increasedwhenthe catheteris positioned in the vicinity of the
chordae tendinae. The occurrence ofthis complication maynecessitate surgical interventionand/or repair ofinjured tissues.

Precautions

+ Before using,inspectfor physical damage including electrical insulationon the cables and the catheter shaft. Replace damaged equipment.

* TheBlazer Prime HTD Temperature Ablation Catheter is highlytorqueable. Avoid overtorquing. Over-rotating the handle and catheter shaftmaycausedamage to the distal tip or catheter assembly. Do not rotate the
handle and catheter shaftmore than 1 1/2 full rotations (540°). If the desired catheter tip position is notachieved, adjustthe catheter’s curve to disengage the cathetertip from the heartwall, before resumingrotation ofthe
handle and catheter shaft.

«  Peri-procedural anticoagulationtherapyis recommended for patients undergoing left-sided and transseptal cardiac procedures and should be considered for selected patients undergoing right-sided procedures.

+  Careful catheter manipulatioin mustbe performed in order to avoid cardiac damage, perforation, or tamonade. Catheter advancementshould be done under fluoroscopic guidance. Do notuse excessive force to advance or
withdraw the catheter whenresistance is encountered.

* The sterile packaging and catheter should be inspected priorto use.

+ Itisrecommended notto exceed thirty (30) radiofrequency power applications per catheter.

* EU Indication For Use: The Boston Scientific Cardiac Ablation System is indicated for interruption of accessory atrioventricular conduction pathways associated with tachycardia, for treatmentof AV nodal reentranttachycardia
and for creation of complete AV block in patients with a rapid ventricular response to an atrial arrhythmia - typically chronic, drug refractoryatrial fibrillation.
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Blazer Prime™ HTD Temperature Ablation
Catheters (US DFU)

Boston
Scientific

Precautions (cont'd)

«  The Boston Scientific Blazer Prime HTD Catheter is intended for use with the EPT-1000™ Controller and accessories or the Maestro 3000 ™ Controller and accessories only.

+ Do notattemptto operate the BSC Cardiac Ablation System before thoroughlyreading the Cardiac Ablation Controller Operator’'s Manual.

* The catheterimpedance LED displayofthe Cardiac Ablation Controller should be continuouslymonitored during RF power delivery. If asuddenrise inimpedanceis noted, power deliveryshould be discontinued. The
catheter should be removed and the distal tip of the catheter cleaned to eliminate any coagulum.

* Excessive bending orkinking of the catheter shaftmaydamage internal wires. Manual prebending ofthe distal curve can damage the steering mechanism and maycause patientinjury.

» Cardiacablation procedures should be performedonlyby physicians thoroughly trained in the techniques of radiofrequency powered catheter ablation in a fullyequipped electrophysiology laboratory.

+  Adequate filtering mustbe usedto allow continuous monitoring of the surface electrocardiogram (ECG) during radiofrequency p ower applications.

+ Thelong-term risks of protracted fluoroscopy have not been established. Careful consideration musttherefore be given for the use ofthe device in prepubescent children.

«  Thelong-term risks of lesions created by RF ablation have notbeen established. In particular,anylong-term effects oflesions in proximityto the specialized conduction system or coronaryvasculature are unknown.
Furthermore, the risk/benefitin asymptomatic patients has notbeen studied.

» Readand follow the dispersive indifferent (DIP) electrode manufacturer’s instructions for use; the use of DIP electrodes which meetor exceed IEC 60601-1/IEC 60601-1-requirements is recommended.

+ Placementofthe DIP electrodes on the thigh could be associated with the higherimpedance, which could resultin automatic R F power s hut-off.

»  During power delivery, the patientshould notbe allowed to come in contact with grounded metal surfaces.

« The Cardiac Ablation Controlleris capable of delivering significant electrical power. Patientor operatorinjurycan result from improper handling of the catheter and DIP electrode, particularlywhen operating the device.
During power delivery, the patientshould notbe allowed to come in contact with grounded metal surfaces.

+  Apparentlow power outputor failure ofthe equipmentto function correctlyatnormal settings mayindicate faultyapplicatio nofthe DIP electrodes or failure of an electrical lead. Do notincrease power before checking for
obvious defects or misapplication.

+ Theriskofigniting flammable gases or other materials isinherentin the applicationof RF power. Precautions mustbe take n to restrictflammable materials from the area where the ablation procedures are performed.

+ Electromagneticinterference (EMI) produced bythe Cardiac Ablation Controller during the deliveryof RF power mayadversely affectthe performance of other equipment.

* Regularlyinspectand testre-usable cables and accessories. The instrumentcables and adapter cables maybe sterilized onlyup to ten times byethylene oxide sterilization.

+ Boston Scientific relies on the physician to determine, assess and communicate to each individual patientall foreseeable risks of the cardiac ablation procedure.

Adverse Events

The following adverse events are listed in descending order according to their clinical significance as determinedbytheir s everity and frequency (<1% unless otherwise noted with an asterisk). Atotal of 57 adverse events were
observedin the 513 procedures performed during the clinical study.
* Cardiac/Vascular

+ Death

+  Cardiac Tamponade, Perforation, Pericardial Effusion

«  Cerebral Vascular Accident

*  Myocardial Infarction

«  Endocarditis

*  PulmonaryEdema

*  PulmonaryEmbolism, Venous Thrombus

*  *Puncture Site Hematoma, Ecchymosis (2.1%)

+  Aortic Valve Insufficiency/Wall Motion Abnormality

*  Arrhythmic

*  PermanentAtrioventricular Block

*  Ventricular Fibrillation

*  *Non-sustained Ventricular Tachycardia (1.6%)

+  Conduction System Abnormalities

«  *Atrial Fibrillation, Flutter, Tachycardia (2.5%)

» Pacemaker Failure-to-sense
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Blazer Prime™ XP Temperature Ablation
Catheter (US DFU)

Boston
Screntific

Indication for Use*

The Boston Scientific Corporation Blazer Primer XP Catheter is indicated for use with the BSC high power Cardiac Ablation Controllers (the Maestro 3000™ Controller, the EPT-1000XP™ Controller, and the EPT-1000XPT™
Controller) and Accessories for the treatment of sustained or recurrenttype | atrial flutter in patients age 18 or older.

The BSC high power Cardiac Ablation Controllers and Accessories are indicated for use in conjunction with standard and high p ower catheters for cardiac ablation procedures.

Contraindications

Do not use this device:

* inpatients with active systemicinfection;

« viathe transseptal approach in patients with leftatrial thrombus or myxoma; and
+ via the retrograde approach in patients with aortic valve replacement.

Warnings

Before operating the device, read these warnings carefully:
Peri-procedural anti-coagulationtherapyis atthe discretion ofthe physician, however, patients with a history ofthromboembolic e vents mayrequire therapeutic, anti-coagulation therapy, pre-, during and post-ablationto
reduce the incidence of major complications.

* Becausethe long-term effects of exposure to ionizing radiation are unknown, careful consideration should therefore be given to pregnantwomen and pre-pubescent children.

+ Pacemakers and implantable cardioverter/defibrillators can be adverselyaffected by RF signals. Itis importantto:
a. Retain temporaryexternal sources of pacing available during ablation.
b. Reprogram the pacing system temporarilyto minimum output or 000 mode to minimize risk ofinappropriate pacing.
c. Exercise extreme caution duringablationwhenin close proximityto atrial or ventricular permanent pacingleads.
d. Perform complete pacing system analysis on all patients after ablation.

+ Implanted cardioverter/defibrillators should be deactivated during deliveryof RF power. Catheter entrapmentwithinthe heartorblood vesselsis a possible complication of cardiac ablation procedures. The potential for
catheter entrapmentmaybe increased when the catheter is positioned in the chordae tendinae. The occurrence ofthis complication maynecessitate surgical intervention and/or repair ofinjured tissue.

+ Caremustbetaken to ensurethatanyequipmentused in connection with the BSC catheters, be type CF, be defibrillation proof, meet EN-60601-1 electrical safety requirements, and complywith all local regulatory
requirements for the specified intended use.

* Inthe presence ofanticoagulation, there maybe an increased risk of bleeding from all causes.

« If thereis uncertaintyregarding the patient's anticoagulation status or rhythm prior to the atrial flutter procedure, there should be a low threshold to perform a transesophageal echocardiogram (TEE) prior to the procedure to
confirm absence ofthrombus in the leftatrial appendage.

+ Donotpass the catheter through anyprosthetic heartvalve (mechanical or tissue), as this maycause entrapment of the cathe ter and/or damage to the prosthetic heartvalve, resultingin valvular insufficiencyand/or
premature failure of the prosthetic valve.

Precautions

Observe these precautions, before using the device:

+ Donotattemptto operate the Controller before thoroughly reading the appropriate BSC high power Cardiac Ablation Controller & Accessories Operator’s Manual.

* TheBlazer Prime XP Catheters are intended for use with the BSC high power Controllers and accessories only.

+ TheBlazer Prime XP Catheteris highlytorqueable. Over-rotating the handle and catheter shaftmaycause damage to the distal tip or catheter assembly. Do notrotate the handle and catheter shaftmore than one and one-
hﬁlfgmes the full rotation (540 degrees). If the desired catheter tip position is notachieved, adjustthe catheter’s curve to disengage the catheter tip from the heartwall before resuming rotation of the handle and catheter
shaft.

Careful catheter manipulation mustbe performed in order to avoid cardiac damage, perforation, or tamponade. Catheter advancementshould be done under fluoroscopic guidance.

Do not use excessive force to advance or withdraw the catheter when resistance is encountered.

Excessive bending or kinking of the catheter shaftmaydamage internal wires. Manual prebending ofthe distal curve can damage the steering mechanism and maycause patientinjury.

Cardiac ablation procedures should be performed only by physicians thoroughlytrained in the technique of RF Powered Catheter Ablation in a fully-equipped electrophysiologylaboratory.

Unlike with conventional catheters, a sudden rise in system impedance is notan indication of coagulum formation. Therefore, to minimize coagulum, itis recommended thatthe catheter periodicallybe removed and the
distal tip cleaned after each line of block.

Adequate filtering mustbe usedto allow continuous monitoring of the surface electrocardiograms (ECG) during radiofrequency power applications.

When using Blazer Prime XP Catheters, itis required thattwo Dispersive Indifferent Patch (DIP) Electrode Pads satisfying the requirements of IEC 60601-1/IEC 60601-1-2 be used as the ablation return electrodes or skin
burns mayresult. Use ofonlyone DIP electrode will notallow the operator to fully access the higher power capabilities of the Controller.

Placementofthe DIP electrodes on the thigh could be associated with the higherimpedance, which could resultin automatic R F power shut-off.

During power delivery, the patientshould notbe allowed to come in contact with grounded metal surfaces.

Apparentlow power outputor failure ofthe equipmentto function correctlyatnormal settings mayindicate faultyapplicatio nofthe DIP electrodes or failure of an electrical lead.

Do notincrease power before checking for obvious defects or misapplication.

Regularlyinspectand testre-usable cables and accessories.

* EU Indication For Use: The Boston Scientific Cardiac Ablation System s indicated for interruption of accessory atrioventricular conduction pathways associated with tachycardia, for treatmentof AV nodal reentrant
tachycardia, for treatmentof atrial flutter tachycardia, and for creation of complete AV block in patients with a rapid ventricular response to an atrial arrhythmia — typically chronic, drug refractoryatrial fibrillation.
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Blazer Prime™ XP Temperature Ablation

Catheter (US DFU)

Adverse Events
Potential Adverse Events
Potential adverse events (in alphabetical order), thatmaybe associated with cardiac catheterization and ablation include, butare notlimited to:

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014

allergicreaction (including anaphylaxis)
angina

arrhythmias

arterial or pulmonaryembolism
arterial-venous fistula

atrioventricular node damage (fransient/permanent)
back pain and/or groin pain

cardiac perforation

cardiac respiratoryarrest

catheter entrapment

complete heartblock (transient/permanent)
cerebral vascular accident
chestpain/discomfort

complications of sedative agents (e.g. aspiration pneumonia)
death

effusion (pericardial/pleural)
hematoma/bruising

hemoptysis

hemorrhage

hemothorax

hypotension

infection

myocardial infarction

nerve palsyor weakness

pericarditis

phrenic nerve damage/diaphragmatic paralysis
pleurisy

pneumothorax

pulmonaryedema

pseudoaneurysm

radiation exposure

sinoatrial node damage

skin burn (defibrillator/cardioverter/radiation)
tamponade

transientischemic attack (TIA)
valwulardamage

vasovagal reactions

visual blurring

Information for use in countries with applicable Health Authority productregistrations.
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Chilli I™ Cooled Ablation Catheter
(US DFU)

Boston
Scientific

Indication for Use*

The Chilli II™ Cooled Ablation System is indicated for:

+ cardiac electrophysiologicalmapping

» delivering diagnostic pacing stimuli

+ radiofrequencyablationof mappable ventricular tachycardias attributable to ischemic heartdisease or cardiomyopathyin patients who have failed drugtherapy

Contraindications

Do not use this device:

« inpatients with active systemicinfection;

« patients with a mechanical prosthetic heartvalve through which the catheter mustpass;

+ patients with leftventricularthrombus; or with left atrial thrombus or myxoma via the transseptal approach;
+ patients unable to receive heparinor an acceptable alternative to achieve adequate anticoagulation.

Warnings

» Before using,inspectfor physical damage, including electricalinsulation on the cables and the catheter shaft. Replace damagedequipment.

+ Caremustbe takento ensurethatanyequipmentused in connection with the BSC catheters be type CF, be defibrillation proof, and meetIEC 60601-1 electrical safetyrequirements, and complywith all local regulatory
requirements for specified intended use.

+ Patients with severe hemodynamic instabilityor cardiogenic shock are atincreased risk for life threatening adverse events andablationmustbe done with extreme caution.

+ Donotablate arrhythmias in patients with unablatable ventricular tachycardia and/or ventricular fibrillation without additional standard therapysuch as an implantable cardioverter/defibrillator (ICD).

*  Precautions in patients with implantable pacemakers andimplantable cardioverter/defibrillators (ICDs):

+ Deactivate ICDs as theycould discharge and injure the patientor be damagedbythe ablation procedure.

+ Have temporaryexternal sources of pacing and defibrillation available.

+ DonotapplyRFenergydirectly to a lead or to tissueimmediatelyin contactwith alead becauseitcould potentiallydamage the leador lead function.

+ Perform acomplete analysis ofthe implanted device function after ablation.

+ Donotablate from the coronaryarteryas the resulting myocardial injurycan be fatal. Adequate fluoroscopic visualization is necessaryduring the transaortic approach to avoid placementofthe ablation catheterin the
coronaryvasculature.

*  The Chillill Catheter should be used onlyby physicians fullytrained in cardiac electrophysiology.

+ Ablationin contactwith any other electrodes alters the function ofthe catheter and can lead to thrombus, coagulum, or char formation.

* At notimeshoulda Chillill Catheter be advanced or withdrawn when resistanceis felt, withoutdetermining the cause. Vascular perforation is a risk with anyintracardiac catheter.

+ Closelymonitor patients following left-sided ablation procedures until theyare fullyconscious and have been evaluated for embolic stroke or myocardial infarction.

+ Significantx-ray exposure can resultin acute radiation injuryas well as dose-related risk for somatic and genetic effects. Take all appropriate measures to minimize x-ray exposure to both patients and clinical staff.

«  Careful considerationshould be given to the use ofthis device in pregnantwomen because ofthe risk of significantexposure to x-rays.

+  Thelong-term risk of protracted fluoroscopy has notbeen established. Therefore, careful consideration mustbe given forthe use ofthe device in prepubescentchildren.

« Thelong-term risks of lesions created by RF ablation have notbeen established. In particular,anylong-term effects oflesions in proximityto the specialized conduction system or coronaryvasculature are unknown.

Precautions

« Donotwipe this catheter with organic solvents such as alcohol, orimmerse the handle cable connector in fluids.

«  Excessive curves orkinkingofthe catheter maydamage internal components and affect steering performance.

« The Chillill Catheteris notintended to be used with a RF generator output setting exceeding 50 watts Volts peak.

« Donotallowthe patientto contractgrounded metal surface.

* The RF Generator mustonlybe used in Power Control Mode.

«  Electrical recording or stimulation equipment mustbe isolated and in compliance with relevant EN 60601 -1 requirements forintended use. Currentleakage from anyelectrical equipmentthatis connected to the patientmust
not exceed 10 microamps for intracardiac electrodes under anycircumstances.

+ Donotusethe Chillill™ Cooled Ablation System in the proximity of magnetic resonance imaging (MRI) equipment because the MRl equipmentmayadversely impactthe function ofa RF generator and the ablation system
mayadverselyimpactthe image quality.

*EU Direction For Use: The Chilli Il Catheteris indicated for use in:

* Electrophysiology procedures where recording of intracardiac electrogram information is desired.

* Ablation of cardiac arrthythmias.

* Delivery of pacing stimuli to the heartfor the purpose ofdiagnostic provocative stimulation when connected to a pacing so urce.
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Chilli I™ Cooled Ablation Catheter
(US DFU)

Boston
Scientific

Precautions (cont'd)

+ Useonlydispersive electrodes thatmeetor exceed EN 60601-1 requirements and follow the dispersive (grounding) electrode manufacturer’s instructions for use.

+ Donotincrease power before checking for lead connectionand appropriate dispersive electrode application. Verify effective contactbetween the patientand the dispersive electrode whenever the patientis repositioned.

+ Donotuseimpedance cut-off setting greater than 200 Ohms or temperature cut-off settings of 100°C or greater because those settings have notbeen studied.

* Useboth fluoroscopyand electrograms to monitor the advancement of the catheter to the area of the endocardium under invesigation to avoid vascular damage, cardiac perforation or tamponade.

+ Thedisplayed temperature is notthe temperature ofthe tissue. Itis the temperature of the cooled electrode onlyand does notrepresenttissue temperature.

+ Donotdeliver RFenergywith the catheter outside the targetsite. RF Generators can deliver significantelectrical energy and maycause patientor operator injury.

+ Awvoid use ofelectrodes and probes of monitoring and stimulating devices thatcould provide paths for high frequency current. Reduce the burn hazard byplacing the electrodes and probes as far awayas possible from the
ablation site and the dispersive electrode.

« Inthe event of agenerator cut-off impedance or temperature), the catheter mustbe withdrawnand the tip electrode cleaned of coagulum before RF energyis re-applied.

* Useonlysterile salineand gauze pad to clean the tip.

» Donotscrubortwistthe tip electrode as damage may cause catheter failure or patientinjury.

« The Chilli ll Catheteris highlytorqueable. Avoid overtorquing. Over-rotating the handle and catheter shaft maycause damage to the distal tip or catheter assembly. Do not rotate the handl e and catheter shaftmore than 1
1/2 full rotations (540°). If the desired cathetertip positionis notachieved, adjustthe catheter’s curve to disengage the cathetertip from the heartwall, before resuming rotation ofthe handle and catheter shaft.

+ Donotinsertorwithdrawthe catheter without straightening the catheter tip (returning the steeringlever to neutral position).

* Inthe event of asuspected failure to the integrity of fluid flow through the catheter, the procedure should be stopped, and both the catheter and the tubingkitshould be replaced, primed, and then reinserted. If there is any
abnormality of the integrity of fluid flow through the catheter, the catheter should be replacedbya different catheter.

+ Donotusethe Chillill Catheter after the expiration date because the device performance mayno longer be acceptable and/or the device mayno lon ger be sterile.

Adverse Events

The Chilli™ Cooled Ablation System was used in the treatment of patients undergoing electrophysiologic (EP) mapping and RF catheter ablation for the treatment of ventricular tachycardia attributable to ischemic heart disease or
cardiomyopathy. The clinical studies reported here were conducted using the Chilli Cooled Ablation System (The Chillil Cooled Ablation Catheter and Model 8004 RF Generator and Pump System). Although 188 patients were
enrolledin the clinical studies, only 150 patients received ablation therapyusing the Chilli Cooled Ablation System. The assessmentofthe adverse events is based on all 150patients. Patients were followed for 8 + 5 months
(mean +s.d.); the longestfollow-up was 24 months.
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Blazer™ Open-Irrigated Temperature
Ablation Catheter (EU DFU)

Boston
Scientific

INDICATIONS FOR USE
The Blazer Open-Irrigated Ablation Catheter is indicated for use in catheter-based cardiac electrophysiological mapping (stimulating and recording) and, when used in conjunction with a radiofrequencygenerator, for cardiac
ablation.

CONTRAINDICATIONS

The Blazer Open-Irrigated Ablation Catheter is contraindicated for use:

* inpatients with active systemic infection;

+ inpatients with a mechanical prosthetic heartvalve through whichthe catheter mustpass;

+ inpatients with leftventricular thrombus; or with left atrial thrombus or myxoma via the transseptal approach;

« inpatients who are unableto receive heparinor an acceptable alternative to achieve adequate anticoagulation;
+ inpatients who have vena cava embolic protection filter devices and/or knownfemoral thrombus whorequire catheter insertion from the femoral approach;
* inpatients who are hydrodynamicallyunstable;

* inpatients who have myxoma or an intracardiac thrombus;

+ inpatients who have had a ventriculotomy or atriotomywithin the preceding eight weeks.

* viatransseptal approachin patients with interatrial baffle or foramen ovale patches;

* \Viaretrograde transaortic approach in patients who have had aortic valve replacement.

WARNINGS

+ Cardiac mapping and ablation procedures should be performed onlyby physicians thoroughlytrained in invasive cardiologyand in the techniques of radiofrequency powered catheter mapping and ablation, and in the specific
approach to be used, in a fully-equipped electrophysiologylab.

+  Carefullyread all ancillarydevice instructions prior to use, including the Stockert 70 Radiofrequency Generator User Manual (P/N M-5276-205) and the Biosense- Webster CoolFlow Irrigation Pump User Manual (P/N M-
5276-323A). Observe all contraindications, warnings, and precautions noted in these directions. Failure to do so mayresultin p atientcomplications.

+ Beforeusing,inspectthe Blazer Open-Irrigated Ablation Catheter for anydefects or physical damage, including electrical insulation on the cables and the catheter shaftthat, if used, maycause patientand/or user injury. Do
not use defective ordamaged devices. Replace damaged equipmentif necessary. No modification of this equipmentis allowed.

+  Contents are supplied STERILE using an ethylene oxide (EO) process and should be used bythe “Use By’ date on the device package. Do notuse the device if pastthe “Use By’ date. Do notuse if sterile barrieris
damaged as use of non-sterile devices mayresultin patientinjury. If damage is found, call your Boston Scientific representative.

« Start eachradiofrequencyapplication atlow power and carefullyfollow the power titration and the correlating flow rate procedures as specified in the instructions for use. Too rapid an increase in power during ablation,
ablating athigh power (>30 W) or insufficient flow rate maylead to perforation caused bysteam pop, arrhythmias, damage to adjacentstructures, and/or embolism.

+ Collateral tissue damageis a possibilitywhen using the ablation catheter atthe upper power setting (50 W.)

* Collateral tissue damageis a possibilitywhen using the ablation catheter atthe upper power setting (50 W) with a duration longer than 60 seconds withoutmoving the tip ofthe ablation catheter.

+ Patients who have had a prior atrial flutter ablation procedure maybe at greater risk for perforation and/or pericardial effusion with the use of this catheter system.

« Patients undergoing septal accessory pathway, AV node reentrytachycardia, and/or atrial flutter ablation are atrisk for complete AV block which requir es the implantation of a temporaryand/or permanent pacemaker.

+  Always maintain a constantheparinized normal salineinfusion to preventcoagulation within the lumen of the catheter that mayresultin embolism.

« During energydelivery, the patientshould notbe allowed to come in contactwith grounded metal surfaces to minimize the potential for electrical shock.

+ Electrodes and stimulating devices can provide paths of high frequencycurrent. The risk of burns can be reducedbutnoteliminated byp lacingthe electrodes as far awayas possible from the ablation site and the dispersive
indifferent patch (DIP) electrode. Protective impedances mayreduce the risk of burns and pemit continuous monitoring of the electrocardiogram during energydelivery.

« Before use, ensureirrigation ports are patentbyinfusingheparinized normal saline through the catheter tubing. Patencyof irrigation ports is importantto maintain cooling function and minimize risks of coagulum and char
that mayresultin embolism as wellas perforation caused by steam pop.

+ To avoid systemic thromboemboli, intravenous heparin or an acceptable alternative mustbe used when entering the leftheartduring ablation.

« Inthe presence ofanticoagulation, there maybe an increased risk of bleeding from all causes. Blazer™ Open-Irrigated 4

« Electrical recording or stimulation equipment mustbe isolated. Currentleakage from anyelectrical equipmentthatis connected to the patient mustnotexceed 10 microamps for intracardiac electrodes. Care mustbe taken to
ensure thatanyequipmentused in connection with the Boston Scientific Corporation (BSC) catheters be type CF, be defibrillation proof, meet|IEC 60601-1 electrical safetyrequirements, and complywith all local regulatory
requirements for specified intended use to reduce the potential risk of inadvertentelectrical shock.

« Stimulation of cardiac tissues caused bypacing stimulus and/or RF energymaylead to inadvertentinduction of arrhythmias. These arrhythmias mayrequire defibrillation that could also resultin skin burns.

+  Maximum Catheter Rated Voltage: 66.1 Virms (93.5 Vpk).
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Blazer™ Open-Irrigated Temperature
Ablation Catheter (EU DFU)

Boston
Scientific

Warnings (cont'd)

Warnings for patients with implantable pacemakers and implantable cardioverter/ defibrillators (ICDs):

- Follow manufacturer guidelines for ICD programming during RF ablationas RF ablation mayresultin underdetection of VT/VF, inappropriate therapydeliveryand/or electrical resetofthe device.

- Temporarilyreprogram pacemaker per the manufacturer guidelines as RF ablation mayresultin electrical resetofthe device, inappropriate sensing and/or therapy.

- Deactivate ICDs as theycould discharge andinjure the patientor be damaged bythe ablation procedure.

- Have temporaryexternal sources of pacingand defibrillation available.

- Do not applyRF energydirectlyto a lead or to tissue immediatelyin contactwith alead because itcould potentiallydamage the lead or lead function.

- Perform a complete analysis ofthe implanted device functionafter ablation.

- Fluoroscopic guidance and care mustbe taken during catheter advancement, manipulation, and withdrawal to avoid lead dislodgment.

- Monitor pre- and post-measurements for sensing and pacing thresholds and impedances to determine the integrity of the lead -patient function.

- Remember to reactivate the pulse generator after turning off the radio frequencyablation equipment.

Do not ablate from withinthe coronaryarteryas the resulting myocardial injury can be fatal. Adequate fluoroscopic visualizationis necessaryduring the transaortic approachto avoid placement of the ablation catheterin the
coronaryvasculature.

During RF ablation, care mustbe taken notto deliver RFenergyon or near the coronaryartery even on the rightside ofthe heart, as the resulting myocardial injurycan be fatal.

Ablation in contactwith any other electrodes alters the function of the catheter and can lead to thrombus, coagulum, or char formation thatmayresultin embolism.

At no time should a Blazer™ Open-Irrigated Ablation Catheter be advanced or withdrawn when resistance is felt, without determining the cause. Valve damage, vascular and/or cardiac perforation is a risk with any
intracardiac catheter.

Catheter entrapmentwithin the heartor blood vessels is a possible complication of cardiac ablation procedures. The potentialfor catheter entrapmentmaybe increased when the catheter is overtorqued and/or positioned in
the chordae tendinae. The occurrence ofthis complication maynecessitate surgical intervention and/or repair ofinjured tissue and/or valve damage.

Significantx-ray exposure can resultin acute radiation injuryas well as dose-related risk for somatic and genetic effects. Take all appropriate measures to minimize x-ray exposure to both patients and clinical staff.

The long-term risk of protracted fluoroscopy has notbeen established. Therefore, careful consideration mustbe given for the us e ofthe device in prepubescentchildren.

In the event of a suspected failure of the integrity of fluid flow through the catheter or the tubing setorif there is arapid temperature rise of >15°C noted on the generator, the procedure should be stopped, and the catheter
withdrawn to reduce the risk of steam pop thatcould resultin adverse events including perforation, embolism or injuryto ad jacent structures. Both the catheter and the tubing setshould be replaced, primed outside the body
to reduce risk of airembolism and then reinserted.

Priorto the procedure, always identifythe patient's risk of volume overload. Monitor the patient’s fluid balance throughout the procedure and after the procedureto avoid fluid volume overload. Some patients mayhave
factors thatreduce their abilityto handle the volume overload, making them susceptible to developing pulmonaryedema or heartfailure during or after the procedure. Patients with congestive heartfailure or renal
insufficiency, and the elderlyare particularlysusceptible.

Excessive curves or kinking ofthe catheter maydamage internal wires and components, including the cooling lumen. This damage mayaffect steering performance and may cause patientinjury.

Manual bending and/or twisting of the distal curve can damage the steeringmechanism and cooling lumens and maycause catheter failure and patientinjury.

Do not scrub the tip electrode, doing so mayresultinirrigation port(s) occlusion and maylead to catheter failure and patientinjury.

Use both fluoroscopyand electrograms to monitor the advancement of the catheter to the area of the endocardium under investigation to avoid conduction pathwayinj ury, cardiac perforation or tamponade.

Do not deliver RF energywith the catheter outside the target site. RF generators can deliver significant electrical energyand maycause patientinjury.

In the event of a generator cut-off (impedance or temperature), the catheter mustbe withdrawnand the tip electrode cleaned of coagulum before RF energyis reapplied. Ensure thatall of the irrigation holes are patent prior
to reuse to reduce the risk ofembolism and/or perforation.

Verify effective contactbetween the patientand the DIP electrode whenever the patientis repositioned as patientmovementm aydisrupt DIP contactresulting in patientinjuryand/or extended proceduretimes.

Always verify that the tubing, catheter and all connections have beenproperlycleared of air prior to inserting the catheter into the vasculature. Air entrapped in the tubing and catheter can cause potential injury or cardiac
arrest. The operator is responsible for removing all air from the system.

Patients undergoing left sided ablation procedures should be closelymonitored during and post procedure for clinical manifestations of infarction, pulmonaryvein injury, nerve damage, embolism and/or atrialesophageal
fistula.

Patients with hemodynamic instability or cardiogenic shock are atincreased risk for life -threateningadverse events and ablation mustbe done with extreme caution.

This catheteris notintended to be used for internal cardioversion. Doing somayresultin perforation, arrhythmias, embolism, thrombus and/or patientdeath.

The long-term risks oflesions created by RF ablation have notbeen established. In particular, anylong-term effects of lesions in proximityto the specialized conduction system or coronaryvasculature are unknown.
Inspectirrigation salinefor air bubbles andremove anyair bubbles prior to its use in the procedure. Air bubbles in the irrigation saline maycause embolism.

If there is uncertaintyregarding the patient’s anticoagulation status or rhythm prior to the procedure, there should be a low threshold to perform a transesophageal echocardiogram (TEE) prior to the procedure to confirm
absence of mural thrombus and/or thrombus in the leftatrial appendage.

Guiding catheters and/or longintroducer sheaths presentthe potential for thromboembolic events. Pre -flushand maintainlumen patencywith heparinized intravenous infusion.

Do not wipe this catheter with organic solvents such as alcohol, orimmerse the handle cable connector in fluids. This mayre sultin electrical or mechanical catheter failures. It mayalso resultin an allergic reaction from the
patient.
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Blazer™ Open-Irrigated Temperature
Ablation Catheter (EU DFU)

Boston
Scientific

Warnings (cont'd)

Pre-procedural anticoagulation therapyis atthe discretion ofthe physician. However, patients with a history of thromboembolic events mayrequire therapeutic anticoagulation therapy, pre-, during and post-ablation to reduce
the incidence of major complications. Peri-procedural anticoagulation therapyis recommended for patients undergoing left-sided and transseptal cardiac procedures and should be considered for selected patients undergoing
right-sided procedures.

The safety and/or efficacyof epicardial use ofthe Blazer Open-Irrigated Ablation Catheter has notbeen evaluated in a clinical trial.

The transseptal procedure presents the potential risk for an airembolus, which mayinvolve the coronaryarteries. Aspiration and flushing of the sheath, dilator, needle and catheter should be performed frequently pre - and
during insertion and/ or exchange to minimize this risk.

Care should be used during muttiple sheath/catheter exchanges through the transseptal puncture to avoid causinga residual atrial septal defectthatwould require repair.

To avoid patientinjury, manipulate the sheath carefullywhen performing the transseptal puncture especiallyif the patienth as anyof the following conditions:

- Enlarged aortic root

- Marked rightatrial enlargement

- Smallleftatrium

- Marked skeletal deformity or distortion ofthe thoracic configuration (e.g. scoliosis)

PRECAUTIONS

The BSC Blazer Open-Irrigated Ablation Catheter is designed for use with the BSC Model 691 Cable, the Stockert 70 RF Generator (Model S7001 with software version 1.035) or equivalent, the Biosense Webster CoolFow™
Irrigation Pump (Catalog CFP002/Model M-5491-01/02 with software version 1.3) or equivalent, the Biosense Webster CoolFlow Irrigation Tubing Set (Catalog CFT001) or BSC Irrigation Tubing Set (Model 116) or
equivalent, and other appropriate interface cables and connectors.

Do not use the temperature sensor to monitor tissuetemperature. The temperature sensor located within the electrode will not reflect either electrode-tissue interface or tissue temperature due to the cooling effects ofthe
saline irrigation of the electrode.

Electromagnetic interference (EMI) produced bythe catheter when used in conjunction with a RF generator during normal operation mayadverselyaffect the performance of other equipment.

Use onlysterile salineand gauze pad to clean the tip.

The Blazer™ Open-Irrigated Ablation Catheter is notintended to be usedwith a RF generator output setting exceeding 50 watts or 200 Volts peak.

The RF generator mustonlybe used in power control.

Do not use the Blazer Open-Irrigated Cooled Ablation Systemin the proximity of magnetic resonance imaging (MRI) equipmentbecause the MRl equipmentmayadverselyimpactthe function ofa RF generator and the
ablation system mayadverselyimpactthe image quality.

Use onlyDispersive Indifferent Patch (DIP) electrodes thatmeetor exceed IEC 60601 -1/IEC 60601-1-2 requirements (e.g., Valley Lab Model E7506) and follow the DIP electrode manufacturer’s instructions foruse. The use
of DIP electrodes which meet ANSI/AAMI requirements (HF18) is recommended.

Apparentlow power output, high impedance reading or failure ofthe equipmentto function correctlyat normal settings mayin dicate faultyapplication ofthe DIP electrode or failure of an electrical lead.

The Blazer Open-Irrigated Ablation Catheter is highly torqueable. Avoid overtorquing. Over-rotating the handle and catheter shaft maycause damage to the distal tip or catheter assembly. Do not rotate the handle and
catheter shaftmore than 1 1/2 full rotations (540°). If the desired catheter tip position is notachieved, adjustthe catheter’s curve to disengage the catheter tip from the h eartwall before resumingrotation of the handle and
catheter shaft.

Do notinsertor withdrawthe catheter without straightening the catheter tip (returning the steeringlever to neutral positi on).

Electrophysiology catheters and systems are intended for use onlyin x-ray shielded rooms due to electromagnetic compatibilityrequirements and other hospital safetyguidelines.

Ensure thatthe cable/catheter connection remains drythroughoutthe procedure.

The Blazer Open-Irrigated Ablation Catheter contains Bis (2-ethyhexyl) phthalate (DEHP). Boston Scientific Corporation (BSC) has assessed the residual patientrisk associated with phth alates in this device to be minimal;
however, BSC has notassessed the residual patientrisk associated with phthalates which maybe contained in non-BSCancillarydevices required for use in conjunctionwith the Blazer Open-Irrigated Ablation Catheter.
Therisk of igniting flammable gases or other materials isinherentin electrosurgery. Precautions mustbe taken to restrictflammable materials from the electrosurgical suite.

Patients undergoing a long irrigated ablation procedure have the potential for greater anticoagulation and therefore Activate d Coagulation Time (ACT) should be monitored closely.

Fibrin mayaccumulate in or on the sheath/catheter assemblyduring the procedure. Aspirate whenremoving the dilator or cathe ter.

After use, handle anddispose of productand packaging in accordance with hospital biohazard procedure, administrative and/or localgovernment policy.
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Polaris X™ Diagnostic Catheter (US.DFU) qBoston.

cilenti

Device Description
The Boston Scientific diagnostic catheters are designedfor use in intracardiac pacing and recording only. The catheters have been designedto carry electrical signals for the purpose of endocardial stimulation (pacing) or
recording. The Polaris DxCatheter and the Polaris X Catheter are uni-directional steerable catheters. The curve is actuated by means of a patented thumb-slide (see Figure 1)

Indications for use
The catheteris intended for temporaryuse in electrophysiology studies for intracardiac stimulation (pacing) and/or recording of electrical potentials.

Contraindications
Caution should be exercised, in the use of this or any other catheter, in patients with prosthetic valves. Patients with recurrent sepsis or with hypercoaguable state should not be considered
candidates for transvascular catheters, since the catheter could sene as a focal point for septic or blood thrombus formation.

Warnings

. The device(s) should be used by physicians thoroughly trained in the techniques of invasive cardiology and in the specific approach to be used.

. Care must be taken to ensure that any equipment used in connection with the BSC Catheters be type CF, be defibrillation proof, meet IEC 60601-1 electrical safety requirements, and comply
with local regulatory requirements for the specified intended use.

. The use of catheters or cables with unprotected male pin connectors presents a risk of electrical hazard. Inadvertent attachment of pin connectors to power supply sockets of connectors could
result in electrocution of the patient or operator.

. Diagnostic electrophysiology involves x-ray exposure that present the potential risk for somatic and genetic effects, to both patients and laboratory staff due to the x-ray beam and intensity and
duration of the fluoroscopic imaging. Steps should be taken to minimize this exposure as much as possible.

. Careful catheter manipulation must be performed to awid cardiac damage, perforation, or tamponade. Catheter advancement should be performed under fluoroscopic guidance. Do not use
excessive force to advance or withdraw the catheter when resistance is encountered.

. This catheter is not indicated for use in Cardiac Ablation or Coronary Artery Mapping.

Precautions
» Excessive bending or kinking ofthe catheter shaftmaydamage internal wires. Manual prebending of the distal curve can damage the steering mechanism and/or electrical wires, and maycause patientinjury.
+ Before using,inspectfor physical damage, including electricalinsulation on the cables and the catheter shaft. Replace damaged equipment.

Adverse Events
The following potential risks or discomforts maybe associated with diagnostic BSC procedure. The frequencyand severityof these adverse events can vary, and maynecessitate additional medical intervention, including
surgery.

© Boston Scientific Corporationor its affiliates. All rights reserved. EP-222901-AB APR2014

Allergic reaction

Arrhythmias

Cardiac or respiratory arrest
Cardiac valve damage

Catheter entrapment/entanglement
Chest pain

Damage to vessel intima or cardiac structures
Death

Embolus, air embolus
Hematoma/ecchymosis
Hemorrhage

Hypotension

Infection

Myocardial infarction
Perforation
Pericardial effusion
Pericarditis/pleuritis
Pneumothorax
Pseudoaneurysm
Pulmonary edema
Sinus or AV node injury
Stroke

Tamponade
Thrombosis
Vasovagal reaction
X-ray exposure

Information for use in countries with applicable Health Authority productregistrations.



SteeroCath-Dx™ Steerable Diagnostic
Catheter (US DFU)

Boston
Scientific

INDICATIONS FOR USE
The catheteris intended for temporaryuse in electrophysiology studies for intracardiac stimulation (pacing) and/or recording of electrical potentials.

CONTRAINDICATIONS
Caution should be exercised, in the use ofthis or any other catheter, in patients with prosthetic valves. Patients with recu rrent sepsis or with hypercoaguable state should notbe considered candidates for transvascular catheters,
since the catheter could serve as a focal pointfor septic or blood thrombus formation.

WARNINGS

+  Thedevice(s)shouldbe used byphysicians thoroughlytrained in the techniques of invasive cardiologyand in the specific ap proach to be used.

« Caremustbetakento ensurethatanyequipmentused in connection with the BSC Catheters be type CF, be defibrillation proof, meet IEC 60601-1 electrical safetyrequirements, and complywith local regulatory
requirements for the specified intended use.

* Theuse of catheters or cables with unprotected male pin connectors presents arisk of electrical hazard. Inadvertent attachm ent of pin connectors to power supply sockets of connectors could resultin electrocution ofthe
patientoroperator.

- Diagnostic electrophysiologyinvolves x-ray exposure that presentthe potential risk for somatic and genetic effects, to both patients andlaboratorystaff due to the x-ray beam and intensityand duration of the fluoros copic
imaging. Steps should be taken to minimize this exposure as much as possible.

+  Careful catheter manipulation mustbe performed to avoid cardiac damage, perforation, or tamponade. Catheter advancementshould be performed under fluoroscopic guidance. Do notuse excessive force to advance or
withdraw the catheter whenresistance is encountered.

* This catheteris notindicated for use in Cardiac Ablation or Coronary Artery Mapping.

* Nomaodification ofthis equipmentis allowed.

PRECAUTIONS
+  Excessive bending or kinking of the catheter shaftmaydamage internal wires. Manual prebending of the distal curve can damage the steering mechanism and/or electrical wires, and maycause patientinjury.
+ Beforeusing,inspectfor physical damage, including electricalinsulation on the cables and the catheter shaft. Replace damaged equ ipment.

ADVERSE EVENTS

The following potential risks or discomforts maybe associated with diagnostic BSC procedures. The frequencyand severityof these adverse events can vary, and maynecessitate additional medical intervention, including
surgery.

+ Allergicreaction

*  Arrhythmias

+ Cardiacorrespiratoryarrest

* Cardiacvalve damage

«  Catheter entrapment/entanglement
+ Chestpain

+ Damage to vesselintima or cardiac structures
+ Death

+  Embolus,airembolus

* Hematoma/ecchymosis

* Hemorrhage

*  Hypotension

* Infection

*  Myocardial infarction

+ Perforation

* Pericardial effusion

*  Pericarditis/pleuritis

*  Pneumothorax

* Pseudoaneurysm

* Pulmonaryedema

* Sinus orAV node injury

«  Stroke

+ Tamponade

*  Thrombosis
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Blazer™ Dx-20 Bidirectional Duodecapolar
Diagnhostic Catheter (US DFU)

Boston
Scientific

Indication for Use
The Blazer Dx-20 Catheteris intended for temporaryuse in electrophysiology studies intracardiac stimulation (pacing) and/or recording of electrical potentials.

Contraindications

+ Cautionshould be exercised, in the use ofthese or anyother catheters, in patients with prosthetic valves.

+  Patients with recurrent sepsis or with hypercoaguable state should notbe considered candidates for transvascular catheters, since the catheter could serve as a focal pointfor septic or blood thrombus formation.
*  Care should be taken during placementand removal of this or any diagnostic catheter, so as to avoid disturbing permanentinternal pacing/defibrillation leads.

+ TheBlazer Dx-20 Catheteris contraindicated for transseptal approachin patients with atrialthrombus or myxoma, or interatrial baffle or patch.

* TheBlazer Dx-20 Catheteris contraindicated for use from the femoral approach in patients who have vena cava embolic protection filter devices or known femoral thrombus.

Warnings
* Thedevice(s)shouldbe used byphysicians thoroughlytrained in the techniques ofinvasive cardiologyand in the specific ap proach to be used.
« Caremustbe takento ensurethatanyequipmentused in connection with the BSC Catheter meetIEC 60601 -1 electrical safetyand IEC 60601-1-2 electromagnetic compatibility requirements, be type CF, be

defibrillation proof, system configurations meet [IEC 60601-1-1 electrical safetyrequirements and complywith local regulatoryrequirements for the specified intended use.

* Theuse of catheters or cables with unprotected male pin connectors presents arisk of electrical hazard. Inadvertent attachm ent of pin connectors to power supply sockets of connectors could resultin electrocution ofthe
patientor operator.

+ Donotuse Blazer Dx-20 Catheter as an internal defibrillation catheter. Doing so mayresultin perforation, arrhythmias, embolism, thrombus, and/or patientdeath.

+ Diagnostic electrophysiologyinvolves x-ray exposure that presents the potential risk for somatic and genetic effects to both patients and laboratory staffdue to the x-ray beam and intensityand duration ofthe fluoroscopic
imaging. Steps should be taken to minimize this exposure as much as possible.

+  Careful catheter manipulation mustbe performed to avoid cardiac damage, perforation, or tamponade.

+ Catheteradvancementshould be performed under fluoroscopic guidance.

+ Donotuseexcessive force to advance or withdraw the catheter when resistance is encountered.

+ Stimulation of cardiac tissues caused bypacing stimuli maylead to inadvertentinduction of arrhythmias. These arrhythmias m ayrequire defibrillation that could also resultin skin burns.

+ Donotuseifpackageis opened or damaged.

»  This catheteris notindicated for use in Cardiac Ablation or Coronary Artery Mapping.

Precautions

+  Excessive bending or kinking of the catheter shaftmaydamage internal wires.

* Manual prebending ofthe distal curve can damagethe steering mechanism and/or electrical wires and maycause patientinjury.
+ Beforeusing, checkshelflife. Do notuse catheter after expiration date.

Adverse Events

The following potential risks or discomforts may be associated with diagnostic BSC procedures. The frequencyand severityof these adverse events can vary and maynecessitate additional medical intervention, including
surgeryAllergic reaction, Arrhythmias, Cardiac or respiratoryarrest, Cardiac valve damage, Catheter entrapment/entanglement, Chestpain, Damage to vessel intima or cardiac structures, Death, Embolus, airembolus,
Hematoma/ecchymosis, Hemorrhage, Hypotension, Infection, Myocardial infarction, Perforation, Pericardial effusion, Pericarditis/pleuritis, Pneumothorax, Pseudoaneurysm, Pulmonaryedema, Sinus or AV node injury, Stroke,
Tamponade, Thrombosis, Vasovagal reaction, X-ray exposure
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Constellation™ Mapping Catheter
(US DFU)

Boston
Scientific

Indication for Use*

For use in the right atrial electrophysiology procedures to assist in the diagnosis of complex arrhythmias that may be diffic ult to identify using conventional mapping systems alone (i.e., linear mapping catheters). The Constellation

Multiple Electrode Recording and Pacing Catheter System may also be used for delivery of externally generated pacing stimuli.

Contraindications

Both the heparin-coated and uncoated version of the Constellation Catheter and the Soft Tip Sheath are contraindicated in patients who cannot be anticoagulated or infused with heparinized saline. Additionally, use of

the Constellation Catheter is contraindicated in patients with the following:

. Permanent leads or prosthetic or stenotic valves present;

«  Active systemic infection;

«  Echocardiographically-confirmed visual presence of thrombus;

«  For whomthe inability of obtaining vascular access exists;

¢ Heparin-induced thrombocytopenia;

¢ Hemodynamic instability or shock.

Warnings and Precautions

The use of this device in conjunction with radiofrequency ablation, as part of the diagnosis and treatment of atrial arrhythm ias, may pose anincreased risk of adverse events, such as cardiac perforation, myocardial

infarction, air embolism,and hematomarequiring surgical repair and/or blood transfusion.

«  This device has not been show nto be safe and effective for use in any cardiac chamber except for the right atrium.

. Maintain activated clotting time (ACT) levels above 300 seconds at all times during the procedure and monitor throughout Constellation Catheter use. Failure to do so may increase the risk of thrombus formation, w hich could lead to
complications.

« Do not leave the catheter in situ more than three hours for the cumulative duration of catheter placement.

«  Catheter mapping procedures present the potential for significant x-ray exposure, w hich can result in acute radiation injury as well as increased risk for somatic and genetic defects in both patients and laboratory staff due to the x-ray
beam intensity and duration of the fluoroscopic imaging. Catheter mapping should only be performed after adequate attention has been given to the potential radiation exposure associated w ith the procedure, and steps have been
taken to minimize this exposure.

Precautions Specific to Constellation Catheter

«  Preclinical and clinical testing show that small thrombi may attach to the basket and splines at locations w herethere is an abrupt change in geometry. How ever, there w ere no clinical sequelae.

«  Ensure the patient is appropriately anticoagulated to ensure thrombus formation is minimized.

* Aswithpercutaneous placement of any large diameter sheath, carefully monitor the vascular puncture site.

*  To minimize risk of air embolus, flush the Soft Tip Sheath to remove all air before introduction into vasculature. The introduction of the Constellation Catheter into the Soft Sheath also has the potential to introduce air into the Soft Tip
Sheath. Therefore, during the introduction of the Constellation Catheter into the Soft Tip Sheath, again aspirate fluid to expel any air.

. If other catheters are used concurrently withthe Constellation Catheter remove those catheters before removing or repositioning the Constellation Catheter.

*  The Constellation Catheter is NOT intended for use as an ablation catheter.

. Carefully manipulate the catheter to avoid causing cardiac damage, perforation, or tamponade. Advance the catheter under fluoroscopic guidance. Do not advance or withdraw the catheter against excessive resistance. Do not
torque the catheter while it is fully deployed.

. Excessive bending or kinking of the catheter shaft may damage internal wires.

*  Manual pre-bending of the distal assembly can damage the basket assembly and may cause patient injury.

Precautions During Catheter Use

Cardiac mapping procedures should be performed only by physicians thoroughly trained in the electrophysiologic techniquesin a fully equipped electrophysiology laboratory.

«  The softtip of the Soft Tip Sheath has limited radiopacity. Do not advance against resistance.

. Use only isolated amplifiers, pacing equipment, and ECG equipment or patient injury or death may occur. Leakage current from any connected device to the patient must not exceed 10 microAmps under any circumstances.

*  Catheter materials are not compatible w ith magnetic resonance imaging (MRI).

*  The use of catheters or cables with unprotected male pin connectors presents a risk of electrical hazard. Inadvertent attachment of pin connectors to pow er supply sockets or connectors could result in electrocution of the patient or
operator. Use of components w ith shrouded pins is highly recommended. Those who use components w ith unprotected male pin connectors must exercise extreme caution during device setup to prevent patient or operator injury.

. Carefully inspect the package prior to use for any breach of the sterile barrier or damage to the contents. If the sterile barrier integrity is compromised or the contents damaged, contact your Boston Scientific representative.

Adverse Events

Observed Adverse Events

«  The Constellation Catheter was studied in 84 patients undergoing electrophysiologic (EP) mapping and ablation. The number of patients with adverse events (major or minor) was 12 of 84 (14.3%). The difference of 14.3% has a
95% confidence interval of (7.2%, 21.4%).

*EU Indication For Use: Indicated for electrophysiological mapping of cardiac structures, i.e. stimulation and recording, only. The Constellation Map ping Catheterisdesigned to obtain electrogramsin the atrial region of the heart.
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Ultra ICE™ Imaging Catheter (US'DEU) gBoston.
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Intended Use/Indications for Use
The Ultra ICE Rounded Tip Catheter is indicated for enhanced ultrasonic visualization of intracardiac structures.

Contraindications

«  This productis contraindicated in the presence of conditions w hich create unacceptable risk during catheterization.
«  This deviceis not to be used in the coronary arteries.

«  This deviceis not intended for fetal use.

Warnings

. DO NOT advance the catheter if resistance is encountered. The catheter should never be forcibly inserted into lumens narrow er than the catheter body or forced through a tight stenosis.

«  If resistanceis met upon withdrawal of the catheter, verify resistance using fluoroscopy, then remove the entire systemsimultaneously.

«  When utilizing a steerable guide sheath, it is not recommended to articulate the sheath tip beyond 55 degrees. Over articulation may resultin separation and/or embolization of device components that could lead to vessel obstruction or
necessitate percutaneous or surgical intervention. In rare cases, stroke or death could result.

«  Utilizing a fixed curve guide sheath with an angle greater than 55 degrees is not recommended. This could resultin separation and/or embolization of device components that could lead to vessel obstruction or necessitate percutaneous or
surgicalintervention. In rare cases, stroke or death could result.

*  Aguide sheathwithaninner diameter less than 2.84 mm must never be utilized. Utilization of suchaguide sheath could cause separation and/or embolization of device components that could lead to vessel obstruction or necessitate
percutaneous or surgical intervention. In rare cases, stroke or death could result.

«  When utilizing the ICE catheter, it is notrecommended to place the transducer assembly w ithin the curve of the guide sheath w hile imaging. This could result in separation and/or embolization of device components that could lead to vessel
obstruction or necessitate percutaneous or surgical intervention. In rare cases, stroke or death could result.

Precautions

«  Contents supplied STERILE using a gamma radiation (Cobalt 60) process. Do not use if sterile barrier is damaged. If damage is found, call your Boston Scientific representative.

«  For single use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or resterilization may compromise the structuralintegrity of the device and/or lead to device failure w hich, inturn, may resultin patient injury, illness or death.
Reuse, reprocessing or resterilization may also create a risk of contamination of the device and/or cause patient infection or cross-infection, including, but not limited to, the transmission of infectious disease(s) fromone patient to another.
Contamination of the device may lead to injury, ilness or death of the patient.

«  This device should be used by physicians thoroughly trained in the techniques of invasive cardiology and in the specific approachto be used.

«  Afterthe procedure, inspectthe catheter carefully for any damage w hich may have occurred during use.

«  The catheter has no user serviceable parts. Do not attempt to repair or to alter any component of the catheter assembly as provided. Do not attempt to connect the catheter to electronic equipment other than the designated systems.

«  Never attempt to attach or detach the catheter w hile the motor is running. To do so may damage the connector.

«  Throughout the procedure anticoagulant therapy is recommended for patients undergoing left-sided and transseptal cardiac procedures and should be considered for selected patients undergoing right-sided procedures.

*  Avoidany sharp bends, pinching or crushing of the catheter.

. Do not kink or sharply bend the catheter at any time. This can cause drive cable failure. Aninsertion angle greater than 45° is considered excessive.

¢ Turn the MDU “OFF” before w ithdrawing the imaging catheter, or w hen advancing the catheter in the body

. Prior to utilizing the ICE cahteter, verify there are not kinks in either the ICE catheter or guide sheath. Utilization of a kinked ICE catheter and/or guide sheath could compromise the functionality of the ICE catheter, leading to a device failure.

Complications

The risks and discomforts involved in imaging cardiac structures include those associated w ith similar types of diagnostic procedures in the heart. How ever, any of these risks for discomforts may occur w ith greater frequency or severity than
previously reported. Additionally, these complications may necessitate additional medical treatment including surgicalintervention.

*  Myocardial infarction

*  Abnormal heart rhythms

¢ Thrombosis

. Hematoma

«  Cardiac wallinjury including perforation

«  Vascularwallinjury including perforation

. Infection/discomfort

«  Damage to cardiac valvular structures

. Hypotension/Hypertension

. Endocarditis

«  Stroke/embolism

. Death

« Aswithall procedures that utilize the Seldinger Technique for introducing a catheter into an artery, the follow ing complications have been reported:
« Infection and pain in the region of the insertion site

*  Hemorrhage

«  Arteriovenous Fistula
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Rhythmia™ Mapping System (US:DFU) qBoston.
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Indications for Use

The Rhythmia Mapping System and accessories are indicated for catheter-based atrialand ventricular mapping. The mapping system allows real-time visualization of intracardiac catheters as well as display of cardiac mapsin a
number of differentformats. The acquired patient signals, including bodysurface ECG and intracardiac electrograms, mayalso be recorded and displayed on the system’s displayscreen.

Contraindications
There are no known contraindications.

Warnings (abbreviated)

General:

« Al devices thatare connected to the Rhythmia Mapping System mustmeetIEC 60601-1 requirements andanyother relevantsafetystandards.

+  Theuse of the Rhythmia™ Mapping System with accessories and devices thatdo notcomplywith relevantstandards mayreduce the safetyof the system, cause equipmentdamage or system malfunction, or harm to the
patientoruser.

« Do notconnectlife-sustaining pacing through the Rhythmia Mapping System.

+  Usethe Rhythmia Mapping System onlywith one ofthe following RF ablation generators: Maestro™, Stockert™, or IBI™. Com patibilitywith other RF ablation generators has notbeen demonstrated.

Precautions (abbreviated)

* To minimize the risk of electric shock, make surethatelectrodes and lead connectors do notcontactone another or contactground.
« To preventlow qualitysignals from bodysurface electrodes, properlyprepare the skin prior to attaching the electrodes.

+ Donotuseexcessive gel as thismaylead to shorts between differentelectrodes.
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IntellaMap. Orion™ Catheter (US DRU) gBoston.
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Indications for Use
The IntellaMap Orion High-Resolution Mapping Catheter is indicated for electrophysiological mapping (recording or stimulating only) ofthe cardiac structures ofthe heart.

Contraindications
The Rhythmia Mapping Catheter shouldnotbe usedin:

Patients who are notcandidates for transvascular catheter procedures.

Patients with a hypercoagulable state or who cannottolerate heparinanticoagulation therapy.

Patients with prosthetic or stenotic valves, in the chamber where the prosthetic or stenotic valve reside.
Patients with active systemic infection. Pediatric patients. Pregnantand/or nursing patients.

Patients with anyother condition where catheter manipulation maynotbe safe.

The IntellaMap Orion Catheter should notbe used for radio frequency (RF) ablation.

The IntellaMap Orion Catheter should notbe used inside an MRImachine.

Warnings

Do not allow the handle or cabling to be immersed in fluid.

Resterilization maydamage the device and reuse mayincreasethe risk of cross contamination.

Do not use the catheterto deliver ablation therapy.

If resistanceis feltduring advancement, retraction, articulation, deploymentor un-deployment, stop and evaluate device location under fluoroscopy.

Do not advance orretractthe catheter through a sheath when deployed or articulated.

In order to reduce the risk of clotformation: Maintain an activated clotting time (ACT) of greater than 300 sec. atall times d uring use ofthe catheter, and continuouslyflush the electrode arraywith saline via the irrigation port
atthe proximal end.

Precautions

To avoid cardiac damage, do notuse excessive force when manipulatingthe catheter in vivo. Specifically, use caution when ma neuveringwhile undeployed.
Use visualization (such as fluoroscopy) to verify underployment.

Do not articulate the sheath while the catheter arrayis inside the articulating section.

Do not deployor articulate the catheter whilethe distalend is inside a sheath.

Do not applyRF energyon an ablation catheter thatis in direct contact with the electrodes on the IntellaMap Orion Catheter.

When pacing, verify desired waveformis observed.

Federal Law (U.S.A) restricts the sale ofthis device byor on the order of a physician only.

Potential Adverse Events

Serious adverse events have beenreported in the literaturein relation to cardiac catheterization including: stroke, cardiac tamponade, perforation, myocardial infarction, pulmonaryembolism and death.
Complications reported included also (in alphabetical order): air embolism, arrhythmia, AV fistula, hematomas, hemothorax, pneumothorax, pseudoaneurysm, thromboembolism, valvular damage, vascular bleeding and
vasovagal reactions.
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IntellaTip MiFi™ XP Temperature Ablation
Catheter (US DFU)

Boston
Scientific

Indications forUse
The Boston Scientific Corporation (BSC) IntellaTip MiFi™ XP Catheter is indicated for use w ith the BSC Maestro 3000™ Controller, and Accessories for the treatment of sustained or recurrent type | atrial flutter in patients age 18 or older. The BSC
Controller and Accessories are indicated for use in conjunction w ith standard and high pow er cathetersfor cardiac ablation procedures.

Contraindications
Do not use this device:
«  In patients with active systemic infection; Via the transseptal approachin patients w ith left atrial thrombus or myxoma; Viathe retrograde approach in patients w ith aortic valve replacement. .

Warnings

Before operating the device, read these w arnings carefully:

«  Peri-procedural anti-coagulation therapy is at the discretion of the physician, how ever, patients with a history of thromboembolic events may require therapeutic anticoagulation therapy, during and post-ablation to reduce the incidence of
major complications.

«  Becausethe long-term effects of exposure to ionizing radiation are unknow n, careful consideration should therefore be given to pregnant w omen and pre-pubescent children.

«  Pacemakers and implantable cardioverter/defibrillators can be adversely affected by RF signals.

*  Itis important to:
a. Retain temporary external sources of pacing available during ablation.
b. Reprogram the pacing systemtemporarily to minimum output or 000 mode to minimize risk of inappropriate pacing.
c. Exercise extreme caution during ablation w henin close proximity to atrial or ventricular permanent pacing leads.
d. Perform complete pacing systemanalysis on all patients after ablation.

« Implanted cardioverter/defibrillators should be deactivated during delivery of RF pow er.

. Catheter entrapment w ithin the heart or blood vessels is a possible complication of cardiac ablation procedures.

«  The potential for catheter entrapmentmay be increased w hen the catheter is positioned in the chordae tendinae. The occurrence of this complication may necessitate surgical intervention and/or repair of injured tissue.

«  Care must be taken to ensure that any equipment used in connection w ith the BSC catheters, be type CF, be defibrillation proof, meet EN 60601-1 electrical safety requirements, and comply w ith all local regulatory requirements for the
specified intended use.

«  Maximum IntellaTip MiFi XP Catheter Rated Voltage: 178 Vrms (251 Vpk). No modification of this equipment is allow ed.

« In the presence of anticoagulation, there may be an increased risk of bleeding fromall causes. If there is uncertainty regarding the patient’s anticoagulation status or rhythm prior to the atrial flutter procedure, there should be a low threshold to
performa transesophageal echocardiogram (TEE) prior to the procedure to confirmabsence of thrombus in the left atrial appendage.

« Do not pass the IntellaTip MiFi XP Catheter through any prosthetic heart valve (mechanical or tissue), as this may cause entrapment of the catheter and/or damage to the prosthetic heart valve, resulting in valvular insufficiency and/or
premature failure of the prosthetic valve.

Precautions

*  The IntellaTip MiFi XP Catheters are intended for use w ith the BSC Controller and accessories only.

«  Overrotating the handle and catheter shaft may cause damage to the distal tip or catheter assembly.

. Do not rotate the handle and catheter shaft more than one and one-half times the full rotation (540 degrees).

«  If the desired catheter tip position is not achieved, adjust the catheter’s curve to disengage the catheter tip fromthe heart w allbefore resuming rotation of the handle and catheter shaft.

. Careful catheter manipulation must be performed in order to avoid cardiac damage, perforation, or tamponade.

*  Catheter advancement should be done under fluoroscopic guidance.

. Do not use excessive force to advance or w ithdraw the catheter w hen resistance is encountered.

*  Manual pre-bending of the distal curve can damage the steering mechanism and may cause patient injury.

«  Unlike with conventional catheters, a suddenrise in systemimpedance is not an indication of coagulum formation. Therefore, to minimize coagulum, it is recommended that the catheter periodically be removed and the distal tip cleaned after
each line of block.

«  When using the IntellaTip MiFi XP Catheter, it is required that tw o Dispersive Indifferent Patch (DIP) Hectrode Pads satisfying the requirements of IEC 60601-1/IEC 60601-1-2 be used as the ablation return electrodes or skin burns may result

«  Placement of the DIP electrodes on the thigh could be associated w ith higher impedance, w hich could result in automatic RF pow er shut-off.

«  During pow er delivery, the patient should not be allow ed to come in contactw ith grounded metal surfaces.

. Do not increase pow er before checking for obvious defects or misapplication..

Potential Adverse Events

Potential adverse events (in alphabetical order), that may be associated w ith cardiac catheterization and ablation include, but are not limited to:

«  Allergic reaction (including anaphylaxis), angina, arrhythmias, arterial or pulmonary embolism, arterial-venous fistula, atrioventricular node damage (transient/permanent), back pain and/or groin pain, cardiac perforation, cardiac respiratory
arrest, catheter entrapment, complete heart block (transient/permanent), cerebral vascular accident, chest pain/discomfort, complications of sedative agents (e.g. aspiration pneumonia), death, effusion (pericardial/pleural), hematoma/bruising,
hemoptysis, hemorrhage, hemothorax, hypotension, infection, myocardial infarction, nerve palsy or w eakness, pericarditis, phrenic nerve damage/diaphragmatic paralysis, pleurisy, pneumothorax, pulmonary edema, pseudoaneurysm,
radiation exposure, sinoatrialnode damage, skin burn (defibrillator/cardioverter/radiation), tamponade, transientischemic attack (TIA), valvular damage, vasovagal reactions, visual blurring.
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Diagnostic Electrode Catheter gBoston,.
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Description
BARD ™ Electrophysiology's fixed curve diagnostic electrode catheters have an insulated polymer shaft with platinum electrodes located along the distal section of the shaft.

Indications for use
BARD ™ Electrophysiology's fixed curve diagnostic electrode catheters are intended for temporaryintracardiac sensing, recording, stimulation and temporary pacing during the evaluation of cardiac arrhythmias.

Contraindications
The transseptal approach is contraindicated in patients with leftatrial thrombus or myxoma, or interatrial baffle patch. The retrograde transaortic approach is contraindicated in patients with aortic valve replacement.

Warnings

« This device should be used only by physicians thoroughlytrained in the techniques of intracardiac electrophysiology studies and temporarypacing.

* The risks ofusing electrophysiology catheters include those risks related to heart catheterization, such as thromboembolism, perforation, tamponade, and infection. The induction of an unintended arrhythmia is a known
complication.

* This device is for single use only. Reuse and/or repackaging maycreate a risk of patientor user infection, compromise the structural integrityand/or essential material and design characteristics of the device, which maylead to
device failure, and/or lead to injury, illness or death ofthe patient.

» Do notuse excessive force to advance or withdraw the catheter when resistance is encountered.

« If using an open lumen catheter remove anyguidewire / stylette prior to electrical stimulation.

Precautions

» Excessive bending, torquing, or kinking of the electrode catheter maycause damage to the catheter, includingdamage to the internal wires.

* Useonlysterile saline or water to wipe this catheter.

« After use, this productmaybe a potential biohazard. Handle and dispose ofin accordance with accepted medical practice and applicable local, state, and federal laws.
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Description
Bard Electrophysiology Steerable Catheters are radiopaque, flexible, insulated catheters with a polymer shaft. The EP<XT™ Steerable Catheter has a white rotatinghandle mechanism whichprovides curve actuation of the distal
tip. All other BARD ™ Steerable Diagnostic Electrode Catheters have a plunger mechanism, which, when moved forward or back, results in curvature ofthe distal tip.

Indications for use
Bard Electrophysiology's Steerable Diagnostic Electrode Catheters are intended for temporaryintracardiac sensing, recording, stimulationand temporary pacing during the evaluation of cardiac
arrhythmias.

Contraindications
The transseptal approach is contraindicated in patients with leftatrial thrombus or myxoma, or interatrial baffle patch. The retrograde transaortic approach is contraindicated in patients with aortic
valve replacement.

Warnings

« This device should be used onlyby physicians thoroughlytrained in the techniques of intracardiac electrophysiologystudies andtemporarypacing.

* The risks of using electrophysiology catheters include those risks related to heart catheterization, such as thromboembolism, perforation, tamponade, and infection. The induction ofan unintended arrhythmia is a known
complication.

* This device is for single use only. Resterilization and reuse of this device have notbeen proven to be effective.

* Reuse and/orrepackagingmaycreate a risk of patientor userinfection, compromise the structuralintegrityand/or essential material and design characteristics of the device, which maylead to device failure, and/or lead to
injury, iliness or death ofthe patient.

» Do notuse excessive force to advance or withdraw the catheter when resistance is encountered.

* Catheteradvancementshouldbe done under fluoroscopic guidance.

Precautions

» The safetyand effectiveness ofthis device as an ablation catheter have notbeen established. Therefore, suchuseis consideredinvestigational.

» Useonlysterile saline or water to wipe this catheter.

» Avoid submerging the catheter handle in anysolution.

* The catheteris equipped with a cable connector; use with the appropriate BARD ™ cable.

» Excessive bending, torquing, or kinking of the electrode catheter maycause damage to the catheter, includingdamage to the internal wires.

« After use, this productmaybe a potential biohazard. Handle and dispose of in accordance with accepted medical practiceand applicablelocal, state, and federal laws.
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DEVICE DESCRIPTION

The BARD™ ORBITER™ PV Steerable Catheteris a cardiac diagnostic catheter, which has a variable diameter loop on the distal end of a steerable shaft. The loop is controlled by the thumb-wheelmechanism on the handle,
which causes the loop to expand or contract. The tip of the catheter, on which the loop resides, can also be curved in a single directionbypushing or pullinga slidetab on the handle.

INDICATIONS AND USAGE
Bard Electrophysiology's steerable diagnostic catheters are intended for temporaryintracardiac sensing, recording, stimulation and temporary pacing duringthe evaluation of
cardiac arythmias.

CONTRAINDICATIONS The catheter should notbe usedin conditions where manipulation of the catheter would be unsafe (e.g. intracardiac mural thrombus). The transseptal approach is contraindicated in patients with left atrial
thrombus or myxoma, or interatrial baffle patch. The retrograde transaortic approach is contraindicated in patients with aortic valve replacement. The retrograde transaortic approach is contraindicated due to the risk of
entrappingthe tip in the left ventricle.

WARNINGS

« This device should be used onlyby physicians thoroughlytrained in the techniques of intracardiac electrophysiology studies, catheter ablation, and temporarypacing.

* Reuse and/or repackagingmaycreate arisk of patientor userinfection, compromise the structural integrityand/or essenti al material and design characteristics of the device, which maylead to device failure, and/or leadto
injury, illness or death of the patient.

* The risks of using electrophysiology catheters include those risks related to heart catheterization such as thromboembolism, perforation, tamponade, pneumothorax, and infection. The induction of an unintended arrhythmiais a
known com plication of electrophysiologic procedures.

* Do notimmersethe proximal handle or cable connector in fluids; electrical performance could be affected.

* To place the ORBITER™ PV catheter, torque (or rotate) shaftin a clockwise motion only.

* OPEN LOOP PRIOR TO TRAVERSING SHEATH ! OPEN LOOP PRIOR TO TRAVERSING SHEATH

PRECAUTIONS

» Do notuse excessive force to advance or withdraw the catheter when resistance is encountered because tissue damage or perforati on could occur.

* All catheter adjustments should be done under fluoroscopic guidance.

» Use onlysterile saline or water to wipe this catheter.

+ Excessive bending or kinking of the electrode catheter maycause damage to the catheter, including internal wires.

* Avoid fluid penetration into handle. Do notsubmerge the handle in anysolution.

» Ensure thatthe loop is fullyexpanded and the catheter tip has been returned to the neutral position prior to removal from the patient.

+ To avoid potential damage to anatomical structures, do notattemptto pull the catheter, or withdraw itwith the loop in a co ntracted state. The loop should be fullyexpanded prior to removal from the patient.
« After use, this productmaybe a potential biohazard. Handle and dispose in accordance with accepted medical practice and applicable local, state and federal laws.
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ORBITER™ ST Steerable Electrode Catheter
CONFORMA™ Steerable Electrode Catheter
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Description
The BARD™ Electrophysiology ORBITER™ ST/ CONFORMA™ Steerable Catheteris a radiopaque, flexible, insulated catheter with a polymer shaftand a 2 mm distal tip. The catheter handle has a slider mechanism which,
when moved forward or back from the neutral position, results in curvature ofthe distal tip.

Indications for use
BARD ™ Electrophysiology's Steerable Diagnostic Electrode Catheters are intended fortemporaryintracardiac sensing, recording, stimulationand temporarypacing duringthe evaluation of cardiac arrhythmias.

Contraindications
 The catheter should notbe usedin conditions where manipulation of the catheter would be unsafe (e.g. intracardiac mural thrombus).
* The transseptal approach is contraindicated in patients with leftatrial thrombus or myxoma, orinteratrial baffle patch. The retrograde transaortic approach is contraindicated in patients with aortic valve replacement.

Warnings

« This device should be used onlyby physicians thoroughlytrained in the techniques of intracardiac electrophysiologystudies andtemporarypacing. * The risks of using electrophysiology catheters include those risks related to
heartcatheterization, suchas thromboembolism, perforation, tamponade, and infection. The induction of an unintended arrhythmiais a known complication.

* This device is for single use only. Resterilization and reuse of this device have notbeen proven to be effective.

* Reuse and/or repackagingmaycreate arisk of patientor userinfection, compromise the structural integrityand/or essenti al material and design characteristics of the device, which maylead to device

failure, and/orlead to injury, iliness or death ofthe patient.

» Do notuse excessive force to advance or withdraw the catheter when resistance is encountered.

+ Catheteradvancementshouldbe done under fluoroscopic guidance.

Precautions

* Useonlysterile saline or water to wipe this catheter.

» Avoid submerging the catheter handle in anysolution.

* The catheteris equipped with a cable connector; use with the appropriate BARD ™ cable.

 Excessive bending, torquing, or kinking of the electrode catheter maycause damage to the catheter, includingdamage to the internal wires.

« After use, this productmaybe a potential biohazard. Handle and dispose of in accordance with accepted medical practiceand applicable local, state, and federal laws.
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Description
The BARD™ ElectrophysiologyRADIA™/ RADIA™ XT Steerable Catheteris a radiopaque, flexible, insulated catheter with a polymer shaftand a 2 mm distal tip. The catheter handle has a rotarymechanism which, when rotated
from the neutral position, results in curvature ofthe distal tip.

Indications for use
BARD ™ Electrophysiology's steerable diagnostic electrode catheters are intended for temporary intracardiac sensing, recording, stimulation and temporarypacing during the evaluation of cardiac arrhythmias.

Contraindications

 The catheter should notbe usedin conditions where manipulation of the catheter would be unsafe (e.g. intracardiac mural thrombus).

* The transseptal approach is contraindicated in patients with leftatrial thrombus or myxoma, orinteratrial baffle patch. The retrograde transaortic approach is contraindicated in patients with aortic valve
replacement.

Warnings

* This device should be used onlyby physicians thoroughlytrained in the techniques ofintracardiac electrophysiology studies andtemporarypacing.

* The risks of using electrophysiology catheters include those risks related to heart catheterization, such as thromboembolism, perforation, tamponade, and infection.

* The induction ofan unintended arrhythmiais a known complication.

* This device is for single use only. Resterilization and reuse ofthis device have notbeen proven to be effective.

* Reuse and/orrepackagingmay create a risk of patientor user infection, compromise the structural integrityand/or essential material and design characteristics of the device, which maylead to device failure, and/or leadto
injury, iliness or death ofthe patient.

* Do notuse excessive force to advance or withdraw the catheter when resistance is encountered.

» Catheter advancementand adjustments should be done under fluoroscopic guidance.

Precautions

» Useonlysterile saline or water to wipe this catheter.

» Avoid submerging the catheterhandle in anysolution.

* The catheteris equipped with a cable connector; use with the appropriate BARD ™ cable.

» Excessive bending, torquing, or kinking of the electrode catheter maycause damage to the catheter, includingdamage to the internal wires.

« After use, this productmaybe a potential biohazard. Handle and dispose of in accordance with accepted medical practice and applicable local, state, and federal laws.
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INDICATIONS FOR USE
The BARD™ LABSYSTEM™ PRO EP Recording Systemis a computer and software driven data acquisition and analysis tool designed to facilitate the gathering, display, analysis by a physician, pace mappingand storage of

intracardiac electrophysiological data.

The BARD™ Amplifiers are intended to amplifyand condition electrocardiographic signals of biologic origin and pressure transducer input, transmitting this information to a hostcomputer (The BARD™ LABSYSTEM™ PRO EP
Recording System) thatcan record and displaythe information.

CONTRAINDICATIONS
None known.

WARNINGS
This equipmentis for use onlyby, and under the supervision of qualified personnel.

The BARD™ Amplifiers do nottransmitalarms and do not have arrhythmia detection capability. If arrhythmia monitoring is needed use a separate ECG monitor with arrhythmia detection capability.

To avoid electrical safetyhazard, please consult Warnings and Precautions (PK5015170)

To avoid stimulation atan undesired pacing site, always be sure the Stim Setup is appropriate before stimulating. Stim Setup, includingthe stimulator connectionsettings, is stored with Amplifier Configuration nformation.
Selecting a new Channel Setup could resultin a change to the currentstimulator pacing site(s). DO NOT stimulate the patient until confirming thatthe changes to Stim Setup are appropriate.

Defibrillation protection of hardware components can only be assured using cables and accessories supplied by Bard.

PRECAUTIONS

The BARD™ LABSYSTEM™ PRO EP Recording System product is provided complete andreadyfor use. To ensure appropriate/proper com patibilityand interface, the installation or connection of additional hardware, software,
or updates ofanykind to the LABSYSTEM™ PRO EP Recording System platform, other than thatwhich is provided byand/or approved byBard is prohibited.
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Micropace Cardiac Stimulators
EPS320B/BT, StimCor™, StimLab ™
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Intended Use
The Micropace Cardiac Stimulator is intended to be used for diagnostic electrical stimulation of the heart for the purpose of initiation and termination of tachyarrhythmias, refractory measurements
and measurements of electrical conduction.

Indications for Use
The Stimulator system is an electrical stimulus generator for diagnostic cardiac stimulation during electrophysiological testing of the human heart.

Contraindications
Do not use the Stimulator system for life support in patients with life-threatening bradycardia; use instead temporary external pacemaker.

Compatability

Subject to these requirements, the Micropace Stimulator is intended for use with the following equipment; the user should contact Micropace Pty Ltd for compatibility information prior to use of other
equipment:

Diagnostic pacing electrode catheters

Currently available legally marketed electrophysiological diagnostic electrode catheters, including those manufactured by Cordis Biosense Webster, Daig, CR Bard, Medtronic and

EPT.

Ablation electrode catheters

The EPS320 Cardiac Stimulator is tested for use with a number of legally marketed RF ablation catheters. Contact Micropace Pty Ltd for further information (Refer also to “Warnings

and Precautions” section below).

EP Recording equipment

Computerized EP Recording systems manufactured by Bard Electrophysiology (LabSystemTM DuoTM and LS ProTM) and GE/Prucka (CardioLab 4000, 7000) have been tested for use with the
EPS320 Stimulator.

RF Ablation Equipment

RF ablation equipment manufactured by EPT (EPT1000XP) and Medtronic (Atakar RF Generator) have been tested for use with the EPS320 Stimulator.

General Warnings

Warning: Stimulator must be used only under supervision by a cardiologist.

Cardiac Diagnostic Stimulators are used in medical procedures, during which intentional or unintentional life-threatening cardiac arrhythmias are likely to occur. To awoid death or injury to patient
from arrhythmias, the Stimulator may be used on humans only under the direct supenision by a physician familiar with electrophysiology and the operation of this Stimulator,

in an appropriate hospital facility.

The supenvising physician must verify all Stimulator settings immediately prior to commencement of pacing, with particular attention to any adaptively calculated S1 pacing interval settings, and in the
case of StimLab™, in case settings were altered using the alternate controller.

Warning: Installation and use only by qualified personnel.

In order to prevent electrocution hazards or impaired performance of the Stimulator from incorrect installation, only qualified personnel, such as representatives of Micropace Pty Ltd,

its authorized distributor or hospital-appointed biomedical engineers, may carry out installation of the Stimulator system and its connection to other equipment.

In order to reduce operator errors, installation, configuration and customer training should be performed in a manner, which allows optimal use of the Stimulator by the user.

Warning: Stimulator is not a life support device — operator must have available backup temporary external pacemaker.

To awoid injury to patient from bradycardia, operator must have available a backup temporary external pacemaker. The Stimulator system is a diagnostic tool for provocative

electrophysiological testing of the human heart. The Stimulator system is not intended, designed or fit for the purpose of life support. Two lewels of backup pacing for bradycardia are

provided in case of failure of normal functioning of the Stimulator and are for use in non-life threatening bradycardia; in case of life-threatening bradycardia, pacing with a temporary

external pacemaker must be established immediately.

A backup temporary external pacemaker must be immediately available for use in case of the occurrence of a life-threatening bradycardia. It should preferably be connected directly to an intracardiac
electrical catheter located in a ventricle, bypassing any switching apparatus in case of failure or inappropriate settings of such switching apparatus..
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Micropace Cardiac Stimulators
EPS320B/BT, StimCor™, StimLab ™
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General Warnings (Continued)

Warning: Stimulator must use isolated mains supply only.

To awoid electrocution hazards, all parts of the Stimulator, including the computer, monitor and Stimulus Generator Unit must all be connected to the Mains Isolation Transformer and never directly to
a mains power outlet.

For StimLab™ and StimCor™, in order to comply with IEC60601-1-1/UL601-1-1 and awid possibility of patient / operator shock from accidental connection of Stimulator computer parts
directly to mains power, ensure that Isolation Transformer has Mains Cord Retaining Bracket MP3181 installed.

For StimLab™, in order to awoid electrocution hazards or loss of normal device function, ensure that the StimLab™ Bedside Remote Controller Station touch screen has its DC Power
Plug Cower securely attached by screws, preventing accidental disconnection of its DC power plug and preventing insertion of a mains lead plug; this part must only use low wltage DC
power input and must never be connected to mains power.

Provided abowve isolated mains supply warnings are complied with, the complete StimLab™, StimCor™ or EPS320 system may be located within the patient environment.

Warning: Connect Stimulator system only to legally marketed, mains-isolated electrical equipment.

To awid electrocution hazards, the Stimulator system may be connected to other equipment provided the other equipment is also isolated from the mains. It must comply with electrical
safety requirements of IEC60601-1 standard or equivalent, is legally marketed in the country and is CE marked for installations in the EU countries.

Warning: Use Stimulator only in ventilated areas and away from flammable gasses.

To awid risk of explosion, the Stimulator should only be used in a ventilated area as gasses may be released during charging of backup battery, and should not be used in rooms with
flammable anesthesia.

Warnings Specific to the Micropace Stimulator

Warning: Monitor function of Stimulator and patient’s vital signs continuously.

The Micropace Stimulator may fail to stimulate or unintentionally stimulate the patient through software, hardware or human error. To awid injury to patient from arrhythmias, monitor the
function of Stimulator and patient’s vital signs continuously while Stimulator is connected to the patient.

In case of repeated recurrence of unexplained life-threatening arrhythmias despite cardioversion/defibrillation during the use of the Stimulator, disconnect the Stimulator from the patient by
unplugging the green Pace Output plug on the front panel in case it has an occult malfunction causing recurrent micro-electrocution or recurrent DC current stimulation.

Warning: Measurements by Stimulator are for information only.

Measurements displayed by Stimulator, including the Impedance measurement, RR intenal and SNRT measurement are for facilitation of use of Stimulator. The user should use third
party legally marketed measurement devices independent of the Stimulator to measure these parameters for the purpose of clinical diagnoses.

Warning: When using the optional Four Channel Stimulus Multiplexer Box (SM-Box)

Product is not suitable for sterilization and must be protected from ingress of fluids

In order to prevent inadvertent or ineffective pacing, the user should always verify the actual channel being paced using independent EP Recording Equipment. If unexpected results are
obsened or the SM-Box FAULT indicator lights, do not use the SM-Box; if urgent pacing is required, use the Emergency Bypass output socket and pace Ch2 (Ventric), or use
Emergency Pacing on the Stimulator.

Warnings Related to the use of Micropace Stimulator with RF Ablation Equipment

Warning: Use Stimulator only with RF-filtered stimulus connection. (Micropace parts: MP3014, MP3086).

Use only supplied Stimulus Connection Box (MP3014) or optional Stimulus Multiplexer Box (MP3086) components to connect Stimulator's stimulus output to patient circuits. These
components contain RF suppression filters to prevent large RF energies from RF Ablation equipment not equipped with RF filters from reaching the Stimulator output circuits. Use of

other, including custom made connectors may bypass RF filtering and potentially lead to repeated alarms and shutdowns of the Stimulator and possible induction of unintended lifethreatening
arrhythmias during delivery of RF ablation energy.

The MP3014 and MP3086 components are over wltage protected by gas arrestors for differential woltages > 350VAC. Exposing these components to unfiltered RF ablation energies
exceeding this limit (e.g. by direct connection to unfiltered RF Ablation energies > 150W or ablating into > 300 Ohm loads may cause reduction of RF energy available for ablation and
owverheating and a fire hazard within these components.

Warning: Do not stimulate via ablation electrode during delivery of RF Ablation energ.

To awid possibility of unintended arrhythmia induction, do not stimulate myocardium via the ablation electrode during application of RF energy. Efficacy and potential for adverse effects of
stimulation of heated myocardium in the process of ablation have not been established.
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Precautions:

Caution: Precautions during use.

Obsene the Stimulator and patients at all times for abnormal function and rectify any problem promptly or disconnect the patient from the Stimulator (by unplugging the green plug from the green
PACE OUTPUT socket on the front panel).

Do not use the Stimulator and disconnect it from the patient if it repeatedly switches to Backup Manual mode and displays error messages on the front panel. Contact your Micropace
Distributor.

To ensure reliable stimulus capture, set stimulation current according to capture threshold whenever changing stimulation site or catheter. Two times threshold is usually used.

Use of excessive stimulation currents may induce fibrillation and produce misleading results in ventricular stimulation studies.

To reduce chance of accidentally inducing ventricular fibrillation, ensure reliable ECG sensing and use SYNC_TO function to awid stimulating in the winerable diastolic period where
appropriate.

When using ECG-synchronous stimulation, to improve efficacy and prevent unwanted induction of arrhythmias, ensure that the ECG signal and detection of PQRS are satisfactory
before and during pacing.

Caution: The Stimulus Generator Unit should be charging its backup battery while not in use.

The Micropace stimulator should be connected to external power; its Power switched on at the rear panel switch and in the Standby Mode while not in use to ensure that backup battery
remains fully charged.

The Stimulator should be maintained according to “Maintenance” section of this manual.
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Indications for Use

+ TheLABSYSTEM™ PROEP Recording System isintendedfor use as a data acquisition tool designed to facilitate the gathering, display, analysis bya physician, and storage of intracardiac electrophysiological data.

+ The BARD™ CLEARSIGN™ Amplifieris intended to amplifyand condition electrocardiographic signals of biologic origin and pressure transducer input, transmitting this informationto a hostcomputer (the BARD ™
LABSYSTEM™ PRO EP Recording System) thatcan record and displaythe information.

Contraindications
None known.

Warnings and Precautions
Refer to the Warnings and Precautions Information Booklet, Bard Part No. PK5015170 for a comprehensive list of warnings and precautions specific to the installation, setup and operation of the
BARD™ LABSYSTEM™ PRO EP Recording System and BARD™ Ampilifiers.
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