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A Comprehensive Portfolio of
Cardiac Rhythm Management Products

St. Jude Medical offers comprehensive solutions for the diagnosis and treatment of cardiac arrhythmias. Our
product portfolio ranges from proven pacemakers, implantable cardioverter defibrillators (ICDs) and cardiac
resynchronisation therapy systems to innovative and reliable lead technologies. Additionally, we offer high-
performance products for atrial fibrillation (AF), including mapping and surgical and catheter ablation systems.

Other St. Jude Medical products include remote care solutions, heart valves and vascular closure devices.

High-performance devices with long-lasting batteries, expansive data storage and fast processors pave the
way for disease management. These systems not only monitor device status but also take the patient and
disease progression into account. In combination with telemedicine capabilities, patient monitoring can start
in the patient’s bedroom and extend beyond the parameters of rhythm management alone. Advanced disease

management features include:

= ST segment monitoring

= CorVue™ congestion monitoring
= AT/AF alerts

Our corporate mission is to develop medical technology and services that make it possible for physicians
worldwide to treat cardiac and neurological diseases and chronic pain with more control. Reducing risk for every

patient stands at the center of our efforts to advance medicine and improve therapeutic results.

To meet our objectives of more control and less risk, we partner with physicians to develop tools and techniques
that simplify patient care and facilitate reproducible outcomes. Our efforts extend to physician training and
education. We sponsor more than 170 programs with various themes geared toward physicians specialising in

many areas of cardiology.

Descriptions and specifications for the St. Jude Medical comprehensive portfolio of cardiac rhythm management

products can be found throughout this catalogue.
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CARDIAC RESYNCHRONISATION
THERAPY (CRT) DEVICES



Exclusive St. Jude Medical Innovations Enable Delivery
of Optimal Cardiac Resynchronisation Therapy

From design and development to market release, exclusive technical innovations reduce life-threatening risk
and enable delivery of individually-tailored cardiac resynchronisation therapies (CRT-D and CRT-P). Simplified

implantation and remote monitoring benefit physicians and patients alike.

More Control.

™M

Comprehensive noninvasive programming techniques and algorithms such as QuickOpt™ and DeFT Response’
enable physicians to better meet the needs of their patients. These features provide the flexibility and control
needed for individual therapy success. Improvements such as wireless telemetry help save time and improve

efficiencies in the clinic.
Less Risk.

The latest functions of St. Jude Medical CRT devices provide the possibility to deliver optimal therapy to patients

with less risk.
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Unify Quadra™

Cardiac Resynchronisation Therapy Defibrillator (CRT-D)

Product Highlights

= The Unify Quadra CRT-D and Quartet™ quadripolar LV pacing lead feature
four pacing electrodes and 10 pacing vectors to provide more options and
greater control to minimise implant complications such as diaphragmatic

stimulation and high pacing thresholds
= Downsized device for a smaller footprint

= The CorVue™ Congestion Monitoring feature monitors the intrathoracic
impedance in multiple vectors for improved accuracy, and it provides

Cardiac Resynchronisation Therapy (CRT) Devices

Merlin@home™
Transmitter

the option for both patient and physician alerts Compatible
ShockGuard™ technology with DecisionTx™ programming, designed to reduce
inappropriate therapy and minimise the need for programming adjustments at
implant
= 40 J delivered energy provides unsurpassed energy for defibrillation
= Streamlined header connectors (IS4-LLLL/DF4-LLHH) reduce pocket bulk
= QHR™* chemistry battery provides greater capacity for enhanced longevity
and improved charge time performance
Ordering Information
Contents: Cardiac pulse generator
Model Number Dimensions (H x W x T, mm) Weight (g) Volume (cc) Connector
CD3251-40 83x41x14 83 40 DF1, 1S4, 1S-1
CD3251-40Q 76x41 x 14 81 38 DF4, 154, 1S-1

Indications: The devices are intended to provide ventricular antitachycardia pacing and ventricular
defibrillation for automated treatment of life-threatening ventricular arrhythmias. Cardiac Resynchronisation
Therapy Defibrillators (CRT-Ds) are also intended to resynchronise the right and left ventricles in patients with
congestive heart failure.

Contraindications: Contraindications for use of the pulse generator system include ventricular
tachyarrhythmias resulting from transient or correctable factors such as drug toxicity, electrolyte imbalance,
or acute myocardial infarction.

Adverse Events:

Implantation of the pulse generator system, like that of any other device, involves risks, some possibly
life-threatening. These include but are not limited to the following: acute hemorrhage/bleeding, air
emboli, arrhythmia acceleration, cardiac or venous perforation, cardiogenic shock, cyst formation, erosion,
exacerbation of heart failure, extrusion, fibrotic tissue growth, fluid accumulation, hematoma formation,

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

histotoxic reactions, infection, keloid formation, myocardial irritability, nerve damage, pneumothorax,
thromboemboli, venous occlusion. Other possible adverse effects include mortality due to: component failure,
device-programmer communication failure, lead abrasion, lead dislod t or poor lead pl , lead
fracture, inability to defibrillate, inhibited therapy for a ventricular tachycardia, interruption of function due
to electrical or magnetic interference, shunting of energy from defibrillation paddles, system failure due to
ionising radiation. Other possible adverse effects include mortality due to inappropriate delivery of therapy
caused by: multiple counting of cardiac events including T waves, P waves, or supplemental pacemaker
stimuli. Among the psychological effects of device implantation are imagined pulsing, dependency, fear of
inappropriate pulsing, and fear of losing pulse capability.

Refer to the User's Manual for detailed indications, contraindications, warnings, precautions and potential
adverse events.

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability

in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude

Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.
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Cardiac

Unify Quadra™
Cardiac Resynchronisation Therapy Defibrillator (CRT-D)

Product Specifications

Models

Telemetry

Delivered Energy (J)

Volume (cc)

Weight (g)

Size (mm)

Defibrillation Lead Connections
LV Lead Connections
Sense/Pace Lead Connections
High-Voltage Can

PARAMETER

CD3251-40 cD3251-400

RF RF

40 40

40 38

83 81

83x41x 14 76x41x 14

DF1 DF4-LLHH

1S4-LLLL 1S4-LLLL

1S-1 1S-1

Electrically active titanium can Electrically active titanium can

SETTINGS

Biventricular Pacing

VectSelect Quartet™ LV
Pulse Configuration

V. Triggering (BiV™ Trigger Mode)

Distal Tip 1 - Mid 2, Distal Tip 1 - Proximal 4, Distal Tip 1 - RV Coil;
Mid 2 - Proximal 4; Mid 2 - RV Coil; Mid 3 - Mid 2; Mid 3 - Proximal 4;
Mid 3 - RV Coil; Proximal 4 - Mid 2; Proximal 4 - RV Coil

On; Off

QuickOpt™ Timing Cycle Optimisation Sensed/paced AV delay, interventricular pace delay

V-V Timing

Interventricular Pace Delay (ms)
Ventricular Sensing

Ventricular Pacing Chamber

Negative AV Hysteresis/Search (ms)

Shortest AV Delay (ms)

AF Management

Simultaneous*; RV First; LV First

RV First 10-80 / LV First 15-80 in increments of 5
RV only (not programmable)

RV only; biventricular

0ff; -10 to -120

25-120

AF Suppression™ Pacing
No. of Overdrive Pacing Cycles
Maximum AF Suppression Rate

Sensing/Detection

On; Off
15-40 in steps of 5
80-150 min!

SenseAbility™ Technology
Low Frequency Attenuation
Sense Filter

Threshold Start

Decay Delay

Ventricular Sense Refractory (ms)
Detection Zones

SVT Discriminators

Reconfirmation

Antitachycardia Pacing Therapy

Automatic Sensitivity Control adjustment for atrial and ventricular events
On; Off

(Post-Sensed; Atrial) 50; 62,5; 75; 100%; (Post-Paced; Atrial) 0,2-3,0 mV;
(Post-Sensed; Ventricular) 50; 62,5; 75; 100%; (Post-Paced; Ventricular)
Auto; 0,2-3,0 mV

(Post-Sensed/Post-Paced; Atrial/Ventricular) 0-220

125; 157

VT-1; VT-2; VF

AV Rate Branch; Sudden Onset; Interval Stability; Morphology
Discrimination (MD) with Manual or Automatic Template Update
Continuous sensing during charging

ATP Configurations

ATP in VF Zone

ATP Upper Rate Cutoff

Burst Cycle Length

Min. Burst Cycle Length (ms)
Number of Bursts/Stimuli
Add Stimuli per Burst

High-Voltage Therapy

Ramp; Burst; Scan; 1 or 2 schemes per zone
ATP While Charging; ATP Prior to Charging; Off
150-300 bpm

Adaptive; Readaptive or Fixed

150-400 in increments of 5

1-15 with 2-20 Stimuli

On; Off

High-Voltage Output Mode
Waveform

RV Polarity

Electrode Configuration

Fixed Pulse Width; Fixed Tilt
Biphasic; Monophasic
Cathode (-); Anode (+)

RV to Can; RV to SVC/Can

ynchronisation Therapy (CRT) Devices

Bradycardia Pacing

Permanent Modes
Temporary Modes
Rate-Adaptive Sensor
Programmable Rate and
Delay Parameters

Auto Mode Switch (AMS)

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R)

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R); AAT; DOO; V0O; AOO
On; Off; Passive

0ff; Base Rate (min); Rest Rate (min™"); Maximum Tracking Rate (min*);
Maximum Sensor Rate (min™); Paced AV Delay (ms); Sensed AV Delay (ms);
Rate Responsive AV Delay; Hysteresis Rate (min™); Rate Hysteresis with Search
0ff; DDI(R); DDT(R); VVI(R); VVT(R)

Atrial Tachycardia Detection Rate (min) 110-300

AMS Base Rate (min‘)
Auto PMT Detection/Termination
Rate Responsive PVARP/VREF

40;45;...135
Atrial Pace; Off; Passive
0ff; Low; Medium; High

Ventricular Intrinsic Preference (VIP™) 0ff; 50-200 (50-150 in increments of 25; 160-200 in increments of 10)

BiVCap™ Confirm; LVCap™ Confirm;
RVCap™ Confirm
ACap™ Confirm

Setup; On; Monitor; Off
Setup; On; Monitor; Off
On; Monitor; Off

Post-Therapy Pacing (independently programmable from Bradycardia and ATP)

Post-Shock Pacing Mode
Post-Shock Base Rate (min')
Post-Shock Pacing Duration (min)

Device Testing/Induction Methods

0ff; AAI; VVI; DDI; or DDD
30-100 in increments of 5
0ff; 0,5; 1;2,5; 5;7,5; or 10

DC Fibber™ Pulse Duration (sec)
Burst Fibber Cycle Length (ms)
Noninvasive Programmed
Stimulation (NIPS)

Patient Notifiers

0,5-5,0
20-100
2-25 stimuli with up to 3 extrastimuli

Programmable Notifiers (On; Off)

Device Parameter Reset
Entry into Backup VVI Mode
Vibration Duration (sec)

Number of Vibrations per Notification

Number of Notifications
Time Between Notifications (hours)

Electrograms and Diagnostics

Device at ERI; Charge Time Limit Reached; Possible HV Circuit Damage;
Atrial Lead Impedance Out of Range; RV Lead Impedance Out of Range;
LV Lead Impedance Out of Range; High-Voltage Lead Impedance Out of
Range; AT/AF Burden; V Rate During AT/AF; % V Pacing; CorVue™
Congestion Trigger

On

On

2;4;6;8;10;12; 14; 16

2

1-16

10;22

Stored Electrograms

Therapy Summary
Episodes Summary

Lifetime Diagnostics
AT/AF Burden Trend

Ventricular HV Lead Impedance Trend

Histograms

PMT Data
Real-Time Measurements (RTM)

CorVue™ Congestion Monitoring
CorVue Congestion Trigger

Up to 45 minutes; including up to 1 minute programmable pre-trigger
data per VT/VF diagnosis/detection electrograms; triggers include
diagnosis; therapy; atrial episode; PMT termination; PC shock delivery;
noise reversion; magnet reversion; and morphology template verification
Diagram of therapies delivered

Directory listing of up to 60 episodes with access to more details including
stored electrograms

History of bradycardia events and device-initiated charging

Trend data and counts

Multi-Vector Trend Data

Event Histogram; AV Interval Histogram; Mode Switch Duration Histogram;
Peak Filtered Rate Histogram; Atrial Heart Rate Histogram; Ventricular
Heart Rate Histogram; AT/AF Burden; Exercise and Activity Trending;

V Rates During AMS

Information regarding PMT detections

Pacing lead impedances; high-voltage lead impedances;

signal amplitudes

On; Off

8-18 days

* QHR is a trademark of Greatbatch, LTD.
** LV first with 10ms interventricular delay

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices
depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability
in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude
Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.
©2011 St. Jude Medical, Inc. All rights reserved.
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Cardiac Resynchronisation Therapy (CRT) Devices

Promote Quadra™
Cardiac Resynchronisation Therapy Defibrillator (CRT-D)

Product Highlights

The Promote Quadra CRT-D and Quartet™ quadripolar LV pacing lead feature four
pacing electrodes and 10 pacing vectors to provide more options and greater
control to minimise implant complications such as diaphragmatic stimulation and
high pacing thresholds

VectSelect Quartet™ programmable LV pulse configuration (Distal Tip 1 - Mid 2,
Distal Tip 1 - Proximal 4, Distal Tip 1 - RV Coil, Mid 2 - Proximal 4, Mid 2 - RV Caoil,
Mid 3 - Mid 2, Mid 3 - Proximal 4, Mid 3 - RV Coil, Proximal 4 - Mid 2, Proximal

Merlin@home™
Transmitter

ibl

4 - RV Coil) may be adjusted noninvasively via the programmer Compatible

The CorVue™ congestion monitoring feature monitors the intrathoracic impedance

in multiple vectors for improved accuracy, and it provides the option for both

patient and physician alerts

40 J delivered energy provides unsurpassed energy for defibrillation

Dual DF4 header option for defibrillation lead (DF4-LLHH) and LV pacing lead

(IS4-LLLL) reduce pocket bulk

QHR™* chemistry battery provides greater capacity for enhanced longevity and

charge times

Triggered pacing with BiV™ Trigger Mode helps maintain a high percentage of BiV

pacing by triggering pacing in both the left and right ventricles in response to a

sensed ventricular event

Negative AV hysteresis with search promotes ventricular pacing by automatically

reducing the AV delay when intrinsic activity is present, thereby promoting a high

degree of ventricular pacing
Ordering Information
Contents: Cardiac pulse generator

Dimensions Connector Connector

Model Number (HxW x T, mm) Weight (g) Volume (cc) Defibrillation Sense/Pace
CD3239-40 81 x51x14 88 46 DF1 IS-1
CD3239-40Q 74 x51x 14 87 44 DF4 IS-1; DF4

Indications: The devices are intended to provide ventricular antitachycardia pacing and ventricular
defibrillation for automated treatment of life-threatening ventricular arrhythmias. Cardiac Resynchronisation
Therapy devices (CRT-Ds) are also intended to resynchronise the right and left ventricles in patients with
congestive heart failure.

Contraindications: Contraindications for use of the pulse generator system include ventricular
tachyarrhythmias resulting from transient or correctable factors such as drug toxicity, electrolyte imbalance
or acute myocardial infarction.

Adverse Events:

Implantation of the pulse generator system, like that of any other device, involves risks, some possibly
life-threatening. These include but are not limited to the following: acute hemorrhage/bleeding, air
emboli, arrhythmia acceleration, cardiac or venous perforation, cardiogenic shock, cyst formation, erosion,

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability

in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude

Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.

©2011 St. Jude Medical, Inc. All rights reserved.

exacerbation of heart failure, extrusion, fibrotic tissue growth, fluid accumulation, hematoma formation,
histotoxic reactions, infection, keloid formation, myocardial irritability, nerve damage, pneumothorax,
thromboemboli, venous occlusion. Other possible adverse effects include mortality due to: component failure,
device-programmer communication failure, lead abrasion, lead dislod t or poor lead pl t, lead
fracture, inability to defibrillate, inhibited therapy for a ventricular tachycardia, interruption of function due
to electrical or magnetic interference, shunting of energy from defibrillation paddles, system failure due to
ionising radiation. Other possible adverse effects include mortality due to inappropriate delivery of therapy
caused by: multiple counting of cardiac events including T-waves, P-waves or supplemental pacemaker
stimuli. Among the psychological effects of device implantation are imagined pulsing, dependency, fear of
inappropriate pulsing and fear of losing pulse capability.

Refer to the User's Manual for detailed indications, contraindications, warnings, precautions and potential
adverse events.

ST. JUDE MEDICAL

MORE CONTROL. LESS RISK.



Cardiac Resynchronisation Therapy (CRT) Devices

GMCRMZ7 6 6 E

Product Specifications

Models €D3239-40 €D3239-400

Telemetry RF RF

Delivered Energy (J) 40 40

Volume (cc) 46 44

Weight (g) 88 87

Size (mm) 81x51x14 74x51x14

Defibrillation Lead Connections DF1 DFA-LLHH

LV Lead Connections 1S4-LLLL IS4-LLLL

Sense/Pace Lead Connections IS-1 1S-1

High-Voltage Can Electrically active titanium can Electrically active titanium can

Biventricular Pacing

VectSelect Quartet™ LV
Pulse Configuration

Distal Tip 1 - Mid 2; Distal Tip 1 - Proximal 4; Distal Tip 1 - RV Coil;
Mid 2 - Proximal 4; Mid 2 - RV Coil; Mid 3 - Mid 2; Mid 3 - Proximal 4;
Mid 3 - RV Coil; Proximal 4 - Mid 2; Proximal 4 - RV Coil

V. Triggering (BiV™ Trigger Mode) On; Off

QuickOpt™ Timing Cycle Optimisation Sensed/paced AV delay, interventricular pace

V-V Timing Simultaneous**; RV First; LV First

Interventricular Pace Delay (ms) RV First 10-80 / LV First 15-80 in increments of 5

Ventricular Sensing RV only (not programmable)

Ventricular Pacing Chamber RV only; biventricular

Negative AV Hysteresis/Search (ms) ~ Off; -10 to -120

Shortest AV Delay (ms) 25-120

AF Management

AF Suppression™ Pacing On; Off

No. of Overdrive Pacing Cycles 15-40 in steps of 5

Maximum AF Suppression Rate 80-150 min*

Sensing/Detection

SenseAbility™ Technology Automatic Sensitivity Control adjustment for atrial and ventricular events

Low Frequency Attenuation On; Off

Threshold Start (Post-Sensed; Atrial) 50; 62,5; 75; 100%; (Post-Paced; Atrial) 0,2-3,0 mV;
(Post-Sensed; Ventricular) 50; 62,5; 75; 100%; (Post-Paced; Ventricular)
Auto; 0,2-3,0 mV

Decay Delay (Post-Sense/Post-Pace; Atrial/Ventricular) 0-220

Ventricular Sense Refractory (ms) 125; 157

Detection Zones VT-1; VT-2; VF

SVT Discriminators AV Rate Branch; Sudden Onset; Interval Stability; Morphology
Discrimination (MD) with Manual or Automatic Template Update

Reconfirmation Continuous sensing during charging

Antitachycardia Pacing Therapy

ATP Configurations Ramp; Burst; Scan; 1 or 2 schemes per zone
ATP in VF Zone ATP While Charging; ATP Prior to Charging; Off
ATP Upper Rate Cutoff 150-300 bpm

Burst Cycle Length Adaptive; Readaptive or Fixed

Min. Burst Cycle Length (ms) 150-400 in increments of 5
Number of Bursts/Stimuli 1-15 with 2-20 Stimuli
Add Stimuli per Burst On; Off

High-Voltage Therapy

High-Voltage Output Mode Fixed Pulse Width; Fixed Tilt
Waveform Biphasic; Monophasic

RV Polarity Cathode (-); Anode (+)
Electrode Configuration RV to Can; RV to SVC/Can

Bradycardia Pacing

Permanent Modes
Temporary Modes
Rate-Adaptive Sensor
Programmable Rate and
Delay Parameters

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R)

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R); AAT; DOO; V0O; AOO
On; Off; Passive

0ff; Base Rate (min); Rest Rate (min-); Maximum Tracking Rate (min~)
Maximum Sensor Rate (min!); Paced AV Delay (ms); Sensed AV Delay (ms);
Rate Responsive AV Delay; Pulse Amplitude (Atrial; RV and LV) (V);

Pulse Width (Atrial; RV and LV) (ms); Hysteresis Rate (min);

Rate Hysteresis with Search

Auto Mode Switch (AMS) 0ff; DDI(R); DDT(R); VVI(R); VVT(R)

AMS Detection Rate (min-!) 110-300

AMS Base Rate 40; 45;...135

Auto PMT Detection/Termination A Pace on PMT; Off; Passive

Rate Responsive PVARP/VREF 0ff; Low; Medium; High

Ventricular Intrinsic Preference (VIP™) 0ff; 50-200 (50-150 in increments of 25; 160-200 in increments of 10)
BiVCap™ Confirm; LVCap™ Confirm;
RVCap™ Confirm

ACap™ Confirm

Customer Support: 46-8-474-4756

Setup; On; Monitor; Off
On; Monitor; Off

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability

in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude

Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.

©2011 St. Jude Medical, Inc. All rights reserved.
Item GMCRM766EN

Post-Therapy Pacing (Independently programmable from Bradycardia and ATP)

Post-Shock Pacing Mode Off; AAI; VVI; DDI; or DDD
Post-Shock Base Rate (min) 30-100 in increments of 5
Post-Shock Pacing Duration (min) 0ff; 0,5; 1;2,5; 5; 7,5; or 10

Device Testing/Induction Methods

DC Fibber™ Pulse Duration (sec) 0,5-5,0
Burst Fibber Cycle Length (ms) 20-100
Noninvasive Programmed
Stimulation (NIPS)

Patient Notifiers

2-25 stimuli with up to three extrastimuli

Programmable Notifiers (On; 0ff) Device at ERI; Charge Time Limit Reached; Possible HV Circuit Damage;
Atrial Lead Impedance Out of Range; RV Lead Impedance Out of Range;
LV Lead Impedance Out of Range; High-Voltage Lead Impedance Out of

Range; AT/AF Burden; V Rate During AT/AF; % V pacing; CorVue™

Congestion Trigger
Device Reset On
Entry into Backup VVI Mode On

Vibration Duration (sec) 2;4;6;8;10;12;14;16
Number of Vibrations per Notification 2

Number of Notifications 1-16

Time Between Notifications (hours) ~ 10; 22

Electrograms and Diagnostics

Stored Electrograms Up to 45 minutes; including up to one minute programmable pre-trigger
data per VT/VF diagnosis/detection electrograms; triggers include
diagnosis; therapy; atrial episode; PMT termination; PC shock delivery;
noise reversion; magnet reversion; and morphology template verification
Diagram of therapies delivered

Directory listing of up to 60 episodes with access to more details including
stored electrograms

Lifetime Diagnostics History of bradycardia events and device-initiated charging

AT/AF Burden Trend Trend data and counts

Ventricular HV Lead Impedance Trend  Multi-Vector Trend Data

Therapy Summary
Episodes Summary

Histograms Event Histogram; AV Interval Histogram; Mode Switch Duration Histogram;
Peak Filtered Rate Histogram; Atrial Heart Rate Histogram; Ventricular
Heart Rate Histogram; AT/AF Burden; Exercise and Activity Trending;
V Rates During AMS

PMT Data Information regarding PMT detections

Real-Time Measurements (RTM) Pacing lead impedances; high-voltage lead impedances;
signal amplitudes
CorVue™ Congestion Monitoring On; Off

CorVue Congestion Trigger 8-18 days

*QHR is a trademark of Greatbatch, LTD.
**V first with 10 ms interventricular delay.
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Unify™

Cardiac Resynchronisation Therapy Defibrillator (CRT-D)

Product Highlights

Smallest footprint of any HV device available

The CorVue™ congestion monitoring feature monitors the intrathoracic impedance
in multiple vectors for improved accuracy, and it provides the option for both patient

and physician alerts

40 J delivered energy provides unsurpassed energy for defibrillation

Cardiac Resynchronisation Therapy (CRT) Devices

ShockGuard™ technology with DecisionTx™ programming, designed to reduce

inappropriate therapy and minimise the need for programming adjustments at

Merlin@home™
Transmitter

implant Compatible

DF connector is designed simplifies the implant by decreasing the defibrillation

connections into a single terminal pin and reducing the number of set screws.

QHR™* chemistry battery provides greater capacity for enhanced longevity and

charge times

Triggered pacing with BiV™ Trigger Mode helps maintain a high percentage of BiV

pacing by triggering pacing in both the left and right ventricles in response to a

sensed ventricular event

Negative AV hysteresis with search promotes ventricular pacing by automatically

reducing the AV delay when intrinsic activity is present, thereby promoting a high

degree of ventricular pacing
Ordering Information
Contents: Cardiac pulse generator
Model Dimensions Connector Connector
Number (HxW x T, mm) Weight (g) Volume (cc) Defibrillation Sense/Pace
CD3235-40 79x40x 14 78 36 DF1 IS-1
CD3235-40Q 73x40x 14 77 36 DF4 DF4; 1S-1

Indications: The devices are intended to provide ventricular antitachycardia pacing and ventricular
defibrillation for automated treatment of life-threatening ventricular arrhythmias. Cardiac Resynchronisation
Therapy Defibrillators (CRT-Ds) are also intended to resynchronise the right and left ventricles in patients with
congestive heart failure.

Contraindications: Contraindications for use of the pulse generator system include ventricular
tachyarrhythmias resulting from transient or correctable factors such as drug toxicity, electrolyte imbalance
or acute myocardial infarction.

Adverse Events:

Implantation of the pulse generator system, like that of any other device, involves risks, some possibly
life-threatening. These include but are not limited to the following: acute hemorrhage/bleeding, air
emboli, arrhythmia acceleration, cardiac or venous perforation, cardiogenic shock, cyst formation, erosion,

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability

in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude
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exacerbation of heart failure, extrusion, fibrotic tissue growth, fluid accumulation, hematoma formation,
histotoxic reactions, infection, keloid formation, myocardial irritability, nerve damage, pneumothorax,
thromboemboli, venous occlusion. Other possible adverse effects include mortality due to: component failure,
device-programmer communication failure, lead abrasion, lead dislodgment or poor lead placement, lead
fracture, inability to defibrillate, inhibited therapy for a ventricular tachycardia, interruption of function due
to electrical or magnetic interference, shunting of energy from defibrillation paddles, system failure due to
ionising radiation. Other possible adverse effects include mortality due to inappropriate delivery of therapy
caused by: multiple counting of cardiac events including T waves, P waves or supplemental pacemaker
stimuli. Among the psychological effects of device implantation are imagined pulsing, dependency, fear of
inappropriate pulsing and fear of losing pulse capability.

Refer to the User’s Manual for detailed indications, contraindications, warnings, precautions and potential
adverse events.
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Cardiac Res

Product Specifications

Models £D3235-40 €D3235-400

Telemetry RF RF

Delivered/Stored Energy (J) 40/45 40/45

Volume (cc) 36 36

Weight (g) 8 77

Size (mm) 79x40x 14 73x40x 14

Defibrillation Lead Connections DF1 DF4

Sense/Pace Lead Connections 1S-1 1S-1; DF4

High Voltage Can Electrically active titanium can Electrically active titanium can

Biventricular Pacing

V. Triggering (BiV™ Trigger Mode) On; Off

QuickOpt™ Timing Cycle Optimisation Sensed/paced AV delay; Interventricular Pace delay
V-V Timing Simultaneous**; RV First; LV First

Interventricular Pace Delay (ms) RV First 10-80 / LV First 15-80 in increments of 5
Ventricular Sensing RV only (not programmable)

Ventricular Pacing Chamber RV only; biventricular

Negative AV Hysteresis/Search (ms)  0ff; -10 to -120

Shortest AV Delay (ms) 25-120

VectSelect™ LV Pulse Configuration LV tip to RV coil; LV bipolar; LV ring to RV coil

AF Management

AF Suppression™ Pacing On; Off
No. of Overdrive Pacing Cycles 15-40 in steps of 5
Maximum AF Suppression Rate 80-150 min't

Sensing/Detection

SenseAbility™ Technology
Low Frequency Attenuation

Automatic Sensitivity Control adjustment for atrial and ventricular events
On; Off

Sense Filter (Post-Sensed; Atrial) 50; 62,5; 75; 100%; (Post-Paced; Atrial) 0,2-3,0 mV;

Threshold Start (Post-Sensed; Ventricular) 50; 62,5; 75; 100%; (Post-Paced; Ventricular)
Auto; 0,2-3,0 mV

Decay Delay (Post-Sense/Post-Pace; Atrial/Ventricular) 0-220

Ventricular Sense Refractory (ms) 125; 157

Detection Zones VT-1; VT-2; VF

SVT Discriminators AV Rate Branch; Sudden Onset; Interval Stability; Morphology
Discrimination (MD) with Manual or Automatic Template Update

Reconfirmation Continuous sensing during charging

Antitachycardia Pacing Therapy

ATP Configurations Ramp; Burst; Scan; 1 or 2 schemes per zone
ATP in VF Zone ATP While Charging; ATP Prior to Charging; Off
ATP Upper Rate Cutoff 150-300 bpm

Burst Cycle Length Adaptive; Readaptive or Fixed

150-400 in increments of 5
1-15 with 2-20 Stimuli
On; Off

Min. Burst Cycle Length (ms)
Number of Bursts/Stimuli
Add Stimuli per Burst

High-Voltage Therapy

High-Voltage Output Mode Fixed Pulse Width; Fixed Tilt

Waveform Biphasic; Monophasic
RV Polarity Cathode (-); Anode (+)
Electrode Configuration RV to Can; RV to SVC/Can

Bradycardia Pacing

Permanent Modes
Temporary Modes
Rate-Adaptive Sensor
Programmable Rate and
Delay Parameters

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R)

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R); AAT; DOO; VOO; AOO
0On; Off; Passive

0ff; Base Rate (min'); Rest Rate (min-); Maximum Tracking Rate (min-)
Maximum Sensor Rate (min"); Paced AV Delay (ms); Sensed AV Delay (ms);
Rate Responsive AV Delay; Pulse Amplitude (Atrial; RV and LV) (V);

Pulse Width (Atrial; RV and LV) (ms); Hysteresis Rate (min);

Rate Hysteresis with Search

0ff; DDI(R); DDT(R); VVI(R); VVT(R)

110-300

Auto Mode Switch (AMS)
AMS Detection Rate (min)

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability
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Item GMCRM767EN

Atrial Tachycardia Base Rate
Auto PMT Detection/Termination
Rate Responsive PVARP/VREF

Ventricular Intrinsic Preference (VIP™) 0ff; 50-200 (50-150 in increments of 25; 160-200 in increments of 10)

LV Cap™ Confirm; RV Cap™ Confirm
ACap™ Confirm

Post-Therapy Pacing (Independently programmable from Bradycardia and ATP)

chronisation Therapy (CRT)

40;45;...135
A Pace on PMT; 0ff; Passive
0ff; Low; Medium; High

Setup; On; Monitor; Off
0On; Monitor; Off

Post-Shock Pacing Mode
Post-Shock Base Rate (min)
Post-Shock Pacing Duration (min)

Device Testing/Induction Methods

Off; AAI; VVI; DDI; or DDD
30-100 in increments of 5
0ff; 0,5; 1; 2,5; 5; 7,5; or 10

DC Fibber™ Pulse Duration (sec)
Burst Fibber Cycle Length (ms)
Noninvasive Programmed
Stimulation (NIPS)

Patient Notifiers

0,5-5,0
20-100
2-25 stimuli with up to three extrastimuli

Programmable Notifiers (On; Off)

Device Parameter Reset

Entry into Backup VVI Mode
Vibration Duration (sec)

Number of Vibrations per Notification
Number of Notifications

Time Between Notifications (hours)

Electrograms and Diagnostics

Device at ERI; Charge Time Limit Reached; Possible HV Circuit Damage;
Atrial Lead Impedance Out of Range; RV Lead Impedance Out of Range;
LV Lead Impedance Out of Range; High-Voltage Lead Impedance Out of

Range; AT/AF Burden; V Rate During AT/AF; % V pacing; CorVue

Congestion Trigger

On

On
2;4;6;8;10;12;14; 16
2

1-16

10; 22

Stored Electrograms

Therapy Summary
Episodes Summary

Lifetime Diagnostics

AT/AF Burden Trend

Ventricular HV Lead Impedance Trend
Histograms

PMT Data
Real-Time Measurements (RTM)

CorVue™ Congestion Monitoring
CorVue Congestion Trigger

Up to 45 minutes including up to one minute programmable pre-trigger
data per VT/VF diagnosis/detection electrograms; triggers include:
diagnosis; therapy; atrial episode; PMT termination; PC shock delivery;
noise reversion; magnet reversion; and morphology template verification

Diagram of therapies delivered

Directory listing of up to 60 episodes with access to more details including

stored electrograms

History of bradycardia events and device-initiated charging

Trend data and counts
Multi-Vector Trend Data

Event Histogram; AV Interval Histogram; Mode Switch Duration Histogram;
Peak Filtered Rate Histogram; Atrial Heart Rate Histogram; Ventricular
Heart Rate Histogram; AT/AF Burden; Exercise and Activity Trending;

V Rates During AMS
Information regarding PMT detections

Pacing lead impedances; high voltage lead impedances; unloaded

battery voltage; and signal amplitudes
On; Off
8-18 days

*QHR is a trademark of Greatbatch, LTD.
**LV first with 10 ms interventricular delay.
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Promote Accel™

Cardiac Resynchronisation Therapy Defibrillator (CRT-D)

Product Highlights

The DF4 connector is designed to simplify implants by streamlining defibrillation
connections into a single terminal pin and reducing the number of set screws

LV, RV and Atrial Capture Confirmation features ensure capture of the

Cardiac Resynchronisation Therapy (CRT) Devices

myocardium in response to pacing stimuli in the left ventricle, right ventricle
and right atrium. LVCap™, RVCap™ and ACap™ Confirm help ensure patient

safety and therapy delivery by automatically monitoring and adjusting capture

thresholds according to changing patient needs

Merlin@home™
Transmitter

Advanced Biventricular Pacing options Compatible
— Triggered Pacing with BiV Trigger Mode helps maintain a high percentage
of BiV pacing by triggering pacing in both the left and right ventricles in
response to a sensed ventricular event
— VectSelect™ programmable LV pulse configuration (LV ring-RV coil, LV tip-
RV coail or LV bipolar) may be adjusted noninvasively via the programmer
— Negative AV hysteresis with search promotes ventricular acing by
automatically reducing the AV delay when intrinsic activity is present,
thereby promoting a high degree of ventricular pacing
DeFT Response™ technology offers the most noninvasive options for managing
high DFTs
The SenseAbility™ feature provides the flexibility to fine-tune programming
around T-wave oversensing without decreasing sensitivity
Vibratory patient notifier enables patients with hearing problems to be alerted to
a low battery, lead-related complications and more
Automatic daily high-voltage lead integrity test is designed to ensure optimal
patient safety
Ordering Information
Contents: Cardiac pulse generator
Model Dimensions Connector Connector
Number (HxW x T, mm) Weight (g) Volume (cc) Defibrillation Sense/Pace
CD3215-36 81 x50x 14 82 43 DF1 IS-1
CD3215-36Q 75x50x 14 82 42 DF4 IS-1; DF4

Indications: The devices are intended to provide ventricular antitachycardia pacing and ventricular
defibrillation for d treatment of life-threatening ventricular arrhythmias. Cardiac Resynchronisation
Therapy Defibrillators (CRT-Ds) are also intended to resynchronise the right and left ventricles in patients with
congestive heart failure.

Contraindications: Contraindications for use of the pulse generator system include ventricular
tachyarrhythmias resulting from transient or correctable factors such as drug toxicity, electrolyte imbalance
or acute myocardial infarction.

Adverse Events:

Implantation of the pulse generator system, like that of any other device, involves risks, some possibly
life-threatening. These include but are not limited to the following: acute hemorrhage/bleeding, air
emboli, arrhythmia acceleration, cardiac or venous perforation, cardiogenic shock, cyst formation, erosion,

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability

in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude

Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.

©2011 St. Jude Medical, Inc. All rights reserved.

exacerbation of heart failure, extrusion, fibrotic tissue growth, fluid accumulation, hematoma formation,
histotoxic reactions, infection, keloid formation, myocardial irritability, nerve damage, pneumothorax,
thromboemboli, venous occlusion. Other possible adverse effects include mortality due to: component failure,
device-programmer communication failure, lead abrasion, lead dislodgment or poor lead placement, lead
fracture, inability to defibrillate, inhibited therapy for a ventricular tachycardia, interruption of function due
to electrical or magnetic interference, shunting of energy from defibrillation paddles, system failure due to
ionising radiation. Other possible adverse effects include mortality due to inappropriate delivery of therapy
caused by: multiple counting of cardiac events including T waves, P waves or supplemental pacemaker
stimuli. Among the psychological effects of device implantation are imagined pulsing, dependency, fear of
inappropriate pulsing and fear of losing pulse capability.

Refer to the User’s Manual for detailed indications, contraindications, warnings, precautions and potential
adverse events.

ST. JUDE MEDICAL

MORE CONTROL. LESS RISK.




Cardiac Resynchronisation Therapy (CRT) Devices
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Product Specifications

Models

Telemetry

Delivered Energy (J)

Volume (cc)

Weight (g)

Size (mm)

Defibrillation Lead Connections
Sense/Pace Lead Connections
High Voltage Can

CD3215-36 €D3215-36Q

RF RF

36 36

43 12

82 82

81x50x14 75x50x 14

DF1 DF4

1S-1 1S-1; DF4
Electrically active Electrically active
titanium can titanium can

PARAMETER SETTINGS

V. Triggering (BiV Trigger Mode)

On; Off

QuickOpt™ Timing Cycle Optimisation Sensed/paced AV delay; Interventricular Pace delay

V-V Timing

Interventricular Pace Delay (ms)
Ventricular Sensing

Ventricular Pacing Chamber
Negative AV Hysteresis/Search (ms)
Shortest AV Delay (ms)
VectSelect™ LV Pulse Configuration

AF Management

Simultaneous™; RV First; LV First

RV First 10-80 / LV First 15-80 in increments of 5
RV only (not programmable)

RV only; biventricular

0ff; -10 to -120

25-120

LV tip to RV cail; LV bipolar; LV ring to RV coil

AF Suppression™ Pacing
No. of Overdrive Pacing Cycles
Maximum AF Suppression Rate

Sensing/Detection

On; Off
15-40 in steps of 5
80-150 min*!

SenseAbility™ Technology
Threshold Start

Decay Delay

Ventricular Sense Refractory (ms)
Detection Zones

SVT Discriminators

Reconfirmation

Antitachycardia Pacing Therapy

Automatic Sensitivity Control adjustment for atrial and ventricular events
(Post-Sensed; Atrial) 50; 62,5; 75; 100%; (Post-Paced, Atrial) 0,2-3,0 mV;
(Post-Sensed; Ventricular) 50; 62,5; 75; 100%; (Post-Paced; Ventricular)
Auto; 0,2-3,0 mV

(Post-Sense/Post-Pace; Atrial/Ventricular) 0-220

125; 157

VT-1; VT-2; VF

AV Rate Branch; Sudden Onset; Interval Stability; Morphology
Discrimination (MD) with Manual or Automatic Template Update
Continuous sensing during charging

ATP Configurations

Burst Cycle Length

Min. Burst Cycle Length (ms)
Number of Bursts/Stimuli
Add Stimuli per Burst

High-Voltage Therapy

Ramp; Burst; Scan; 1 or 2 schemes per zone
Adaptive; Readaptive or Fixed

150-400 in increments of 5

1-15 with 2-20 Stimuli

On; Off

High-Voltage Output Mode
Waveform

RV Polarity

Electrode Configuration

Bradycardia Pacing

Fixed Pulse Width; Fixed Tilt
Biphasic; Monophasic
Cathode (-); Anode (+)
RVto Can; RV to SVC/Can

Permanent Modes
Temporary Modes
Rate-Adaptive Sensor
Programmable Rate and
Delay Parameters

Auto Mode Switch (AMS)

AMS Detection Rate (min™)
Atrial Tachycardia Base Rate
Auto PMT Detection/Termination
Rate Responsive PVARP/VREF

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R)

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R); AAT; DOO; V0O; AOO
On; Off; Passive

0ff; Base Rate (min™'); Rest Rate (min-'); Maximum Tracking Rate (min)
Maximum Sensor Rate (min); Paced AV Delay (ms); Sensed AV Delay (ms);
Rate Responsive AV Delay; Pulse Amplitude (Atrial; RV and LV) (V);

Pulse Width (Atrial; RV and LV) (ms); Hysteresis Rate (min);

Rate Hysteresis with Search

0ff; DDI(R); DDT(R); VVI(R); VVT(R)

110-300

40; 45; ...135

APace on PMT; Off; Passive

0ff; Low; Medium; High

Ventricular Intrinsic Preference (VIP™) 0ff; 50-200 (50-150 in increments of 25; 160-200 in increments of 10)

LV Cap™ Confirm, RV Cap™ Confirm
ACap™ Confirm

Customer Support: 46-8-474-4756

Setup; On; Monitor; Off
0On; Monitor; Off

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices
depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability
in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude
Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.
©2011 St. Jude Medical, Inc. All rights reserved.

Item GMCRM917EN

Post-Therapy Pacing (Independently programmable from Bradycardia and ATP )

Post-Shock Pacing Mode
Post-Shock Base Rate (min!)
Post-Shock Pacing Duration (min)

Device Testing/Induction Methods

Off; AAL; VVI; DDI; or DDD
30-100 in increments of 5
Off; 0,5; 1; 2,5; 5; 7,5; or10

DC Fibber™ Pulse Duration (sec)
Burst Fibber Cycle Length (ms)
Noninvasive Programmed
Stimulation (NIPS)

Patient Notifiers

0,5-5,0
20-100

2-25 stimuli with up to three extrastimuli

Programmable Notifiers (On, 0ff)

Device Parameter Reset

Entry into Backup VVI Mode
Vibration Duration (sec)
Number of Vibrations per Notification
Number of Notifications

Time Between Notifications (hours)

Electrograms and Diagnostics

Device at ERI; Charge Time Limit Reached; Possible HV Circuit Damage;
Atrial Lead Impedance Out of Range; RV Lead Impedance Out of Range;
LV Lead Impedance Out of Range; High-Voltage Lead Impedance Out of
Range; AT/AF Burden

On

On

2;4;6;8;10;12; 14; 16

2

1-16

10; 22

Stored Electrograms

Therapy Summary
Episodes Summary

Lifetime Diagnostics
AT/AF Burden Trend

Ventricular HV Lead Impedance Trend
Histograms

PMT Data

Real-Time Measurements (RTM)

*LV first with 10 ms interventricular delay.

1 Mouchawar G, Kroll M, Val-Mejias JE

Up to 45 minutes including up to one minute programmable pre-trigger
data per VT/VF diagnosis/detection electrograms; triggers include
diagnosis; therapy; atrial episode; PMT termination; PC shock delivery;
noise reversion; magnet reversion; and morphology template verification
Diagram of therapies delivered

Directory listing of up to 60 episodes with access to more details including
stored electrograms

History of bradycardia events and device-initiated charging

Trend data and counts

Multi-Vector Trend Data

Event Histogram; AV Interval Histogram; Mode Switch Duration Histogram;
Peak Filtered Rate Histogram; Atrial Heart Rate Histogram; Ventricular
Heart Rate Histogram; AT/AF Burden; Exercise and Activity Trending;

V Rates During AMS

Information regarding PMT detections

Pacing lead impedances; high voltage lead impedances; unloaded

battery voltage; and signal amplitudes

et al. ICD waveform optimization: a randomized prospective,

pair-sampled multicenter study. PACE 2000; 23 (Part I1):1992-1995.

2 Sweeney MO, Natale A, Volosin KJ et al. Prospective randomized comparison of 50%/50% versus 65%/65% tilt
biphasic waveform on defibrillation in humans. PACE 2001; 24:60-65.

3 Baker et al. Acute evaluation of programmer-guided AV/PV and VV delay optimization comparing an IEGM
method and echocardiogram for cardiac resynchronization therapy in heart failure patients and dual-chamber
ICD implants. Journal of Cardiovascular Electrophysiology, Vol. 18 No. 2, Feb. 2007.

4 Chan et al. Tissue Doppler guided optimization of A-V and V-V delay of biventricular pacemaker improves
response to cardiac resynchronization therapy in heart failure patients. J Cardiac Failure 2004; 10:4

(supplement): 572 (abstract 199).

5 Sperzel J, Meine M et al. A new automatic update function of the morphology template used for SVT/VT
discrimination in an ICD. Europace Supplements; Vol. 3, July 2002; A 131, #1515.

6 Carlson MD et al. A new pacemaker algorithm for the treatment of atrial fibrillation: results of the Atrial
Dynamic Overdrive Pacing Trial (ADOPT). JACC 2003; 42:627-633.

7 Sharma AD, O'Neill PG, Fain E et al. Shock on T versus DC for induction of ventricular fibrillation: a randomized
prospective comparison. 21st Annual Scientific Session North American Society of Pacing and Electrophysiology

(NASPE). Poster presentation published in meeting pr

di Washington D.C., U.S.A. May 2000.
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Cardiac Resynchronisation Therapy (CRT) Devices

Promote™+

Cardiac Resynchronisation Therapy Defibrillator (CRT-D)

Product Highlights

The DF4 connector is designed to simplify implants by streamlining
defibrillation connections into a single terminal pin and reducing the number

of set screws

SOLIGTE
Bt o

Triple redundancy safety platform is designed to minimise risk and increase
security and patient comfort through multiple hardware and software system

safeguards

Triggered pacing with BiV™ Trigger Mode helps maintain a high percentage of

Merlin@home™
Transmitter

Compatibl

BiV pacing by triggering pacing in both the left and right ventricles in response i

to a sensed ventricular event

Negative AV hysteresis with search promotes ventricular pacing by

automatically reducing the AV delay when intrinsic activity is present, thereby

promoting a high degree of ventricular pacing

AT/AF Alerts can be programmed to notify patients and their clinics when

a programmed AT/AF threshold or continuous episode duration has been

exceeded, or when a high ventricular rate accompanies the AT/AF episode

Vibratory patient notifier enables patients with hearing problems to be alerted

to a low battery, lead-related complications and more

QuickOpt™ timing cycle optimisation provides quick and effective

optimisation for more patients at the push of a button

VectSelect™ programmable LV pulse configuration (LV ring-RV coil, LV tip-

RV coail or LV bipolar) may be adjusted noninvasively via the programmer

DeFT Response™ technology tools provide more clinically proven, noninvasive

options for managing high DFTs
Ordering Information
Contents: Cardiac pulse generator
Model Dimensions Connector Connector
Number (HxW x T, mm) Weight (g) Volume (cc) Defibrillation Sense/Pace
CD3211-36 81 x50x 14 82 43 DF1 IS-1
CD3211-36Q 75x50x 14 82 42 DF4 IS-1; DF4

Indications: The devices are intended to provide ventricular antitachycardia pacing and ventricular
defibrillation for automated treatment of life-threatening ventricular arrhythmias. Cardiac Resynchronisation
Therapy Defibrillators (CRT-Ds) are also intended to resynchronise the right and left ventricles in patients with
congestive heart failure.

Contraindications: Contraindications for use of the pulse generator system include ventricular
tachyarrhythmias resulting from transient or correctable factors such as drug toxicity, electrolyte imbalance
or acute myocardial infarction.

Adverse Events:

Implantation of the pulse generator system, like that of any other device, involves risks, some possibly
life-threatening. These include but are not limited to the following: acute hemorrhage/bleeding, air
emboli, arrhythmia acceleration, cardiac or venous perforation, cardiogenic shock, cyst formation, erosion,

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices
depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability
in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude
Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.
©2011 St. Jude Medical, Inc. All rights reserved.

exacerbation of heart failure, extrusion, fibrotic tissue growth, fluid accumulation, hematoma formation,
histotoxic reactions, infection, keloid formation, myocardial irritability, nerve damage, pneumothorax,
hromboemboli, venous ion. Other possible adverse effects include mortality due to: component failure,
device-programmer communication failure, lead abrasion, lead dislodgment or poor lead placement, lead
fracture, inability to defibrillate, inhibited therapy for a ventricular tachycardia, interruption of function due
to electrical or magnetic interference, shunting of energy from defibrillation paddles, system failure due to
ionising radiation. Other possible adverse effects include mortality due to inappropriate delivery of therapy
caused by: multiple counting of cardiac events including T waves, P waves or supplemental pacemaker
stimuli. Among the psychological effects of device implantation are imagined pulsing, dependency, fear of
inappropriate pulsing and fear of losing pulse capability.

Refer to the User’s Manual for detailed indications, contraindications, warnings, precautions and potential
adverse events.
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Product Specifications

Models

Telemetry

Delivered/Stored Energy (J)
Volume (cc)

Weight (g)

Size (mm)

Defibrillation Lead Connections
Sense/Pace Lead Connections
High-Voltage Can

CD3211-36 CD3211-36Q
RF RF

36/42 36/42

43 42

82 82

81x50x 14 75x50x 14
DF1 DF4

1S-1 IS-1; DF4

Electrically active titanium can Electrically active titanium can

PARAMETER SETTINGS

Biventricular Pacing

V. Triggering (BiV™ Trigger Mode)

On; Off

QuickOpt™ Timing Cycle Optimisation Sensed/paced AV delay; Interventricular Pace delay

V-V Timing

Interventricular Pace Delay (ms)
Ventricular Sensing

Ventricular Pacing Chamber

Negative AV Hysteresis/Search (ms)

Shortest AV Delay (ms)

VectSelect™ LV Pulse Configuration

AF Management

Simultaneous™; RV First; LV First

RV First 10-80 / LV First 15-80 in increments of 5
RV only (not programmable)

RV only; biventricular

0ff; -10 to -120

25-120

LV tip to RV coil; LV bipolar; LV ring to RV coil

AF Suppression™ Pacing
No. of Overdrive Pacing Cycles
Maximum AF Suppression Rate

Sensing/Detection

On; 0ff
15-40 in steps of 5
80-150 min*!

SenseAbility" Technology
Threshold Start

Decay Delay
Ventricular Sense Refractory (ms)
Detection Zones

SVT Discriminators

Reconfirmation
Antitachycardia Pacing Therapy

Automatic Sensitivity Control adjustment for atrial and ventricular events
(Post-Sensed; Atrial) 50; 62,5; 75; 100%; (Post-Paced; Atrial) 0,2-3,0 mV;
(Post-Sensed; Ventricular) 50; 62,5; 75; 100%; (Post-Paced; Ventricular)
Auto; 0,2-3,0 mV

(Post-Sensed/Post-Paced; Atrial/Ventricular) 0-220;

(Post-Paced Ventricular), Auto

125;157

VT-1; VT-2; VF

AV Rate Branch; Sudden Onset; Interval Stability; Morphology
Discrimination (MD) with Manual or Automatic Template Update
Continuous sensing during charging

ATP Configurations

Burst Cycle Length

Min. Burst Cycle Length (ms)
Number of Bursts/Stimuli
Add Stimuli per Burst

High-Voltage Therapy

Ramp; Burst; Scan; 1 or 2 schemes per zone
Readaptive or Fixed

150-400 in increments of 5

1-15 with 2-20 Stimuli

On; Off

High-Voltage Output Mode
Waveform

RV Polarity

Electrode Configuration

Bradycardia Pacing

Fixed Pulse Width; Fixed Tilt
Biphasic; Monophasic
Cathode (-); Anode (+)
RV'to Can; RV to SVC/Can

Permanent Modes

Temporary Modes
Rate-Adaptive Sensor
Programmable Rate and
Delay Parameters

Auto Mode Switch (AMS)

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R); DOO(R);

VOO(R); AOO(R)

0ff; DDD(R); DDT(R); DDI(R); VVT(R); VVI(R); AAI(R); AAT(R); DOO; V0O; AOO
On; Off; Passive

0ff; Base Rate (min-'); Rest Rate (min!); Maximum Tracking Rate (min*);
Maximum Sensor Rate (min"); Paced AV Delay (ms); Sensed AV Delay (ms);
Rate Responsive AV Delay; Pulse Amplitude (Atrial; RV and LV) (V);

Pulse Width (Atrial; RV and LV) (ms); Hysteresis Rate (min);

Rate Hysteresis with Search

0ff; DDI(R); DDT(R); VVI(R); VVT(R)

Atrial Tachycardia Detection Rate (min?) 110-300

AMS Base Rate (min™)
Auto PMT Detection/Termination
Rate Responsive PVARP/VREF

40;45; ... 135
Atrial Pace; Off; Passive
0ff; Low; Medium; High

Ventricular Intrinsic Preference (VIP™) 0ff; 50-200 (50-150 in increments of 25; 160-200 in increments of 10)

Cardiac Resynchronisation Therapy (CRT) Devices

Post-Therapy Pacing (independently programmable from Bradycardia and ATP)

Post-Shock Pacing Mode 0ff; AAI; VVI; DDI; or DDD
Post-Shock Base Rate (min) 30-100 in increments of 5
Post-Shock Pacing Duration (min) 0ff; 0,5; 1;2,5; 5; 7,5; or 10

Device Testing/Induction Methods

DC Fibber™ Pulse Duration (sec)
Burst Fibber Cycle Length (ms)
Noninvasive Programmed
Stimulation (NIPS)

Patient Notifiers

0,5-5,0
20-100
2-25 stimuli with up to 3 extrastimuli

Programmable Notifiers (On; 0ff) Device at ERI; Charge Time Limit Reached; Possible HV Circuit Damage;
Atrial Lead Impedance Out of Range; RV Lead Impedance Out of Range;
LV Lead Impedance Out of Range; High-Voltage Lead Impedance

Out of Range; AT/AF Burden; V Rate During AT/AF; Backup VVI;

Long AT/AF Episode
Device Parameter Reset On
Entry into Backup VVI Mode On

Vibration Duration (sec) 2;4;6;8;10;12;14;16
Number of Vibrations per Notification 2
Number of Notifications 1-16

Time Between Notifications (hours)  10; 22
Electrograms and Diagnostics
Stored Electrograms Up to 45 minutes including up to 1 minute progr ble pre-trigger

data per VT/VF diagnosis/detection electrograms; triggers include:
diagnosis; therapy; atrial episode; PMT termination; PC shock delivery;
noise reversion; magnet reversion; and morphology template verification
Diagram of therapies delivered

Directory listing of up to 60 episodes with access to more details including
stored electrograms

Lifetime Diagnostics History of bradycardia events and device-initiated charging

AT/AF Burden Trend Trend data and counts

Ventricular HV Lead Impedance Trend Multi-Vector Trend Data

Therapy Summary
Episodes Summary

Histograms Event Histogram; AV Interval Histogram; Mode Switch Duration Histogram;
Peak Filtered Rate Histogram; Atrial Heart Rate Histogram; Ventricular
Heart Rate Histogram; AT/AF Burden; Exercise and Activity Trending;
V Rates During AMS

PMT Data Information regarding PMT detections

Real-Time Measurements (RTM) Pacing lead impedances; high-voltage lead impedances; unloaded battery

voltage; and signal amplitudes

*LV first with 10 ms interventricular delay.

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices
depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability
in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude
Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.
©2011 St. Jude Medical, Inc. All rights reserved.
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Cardiac Resy

Anthem™ RF

Cardiac Resynchronisation Therapy Pacemaker

Product Highlights

InvisiLink™ wireless telemetry, in conjunction with the Merlin@home™ = i
wireless transmitter and Merlin.net™ Patient Care Network (PCN), allows

for daily remote monitoring and follow-up

AT/AF Alerts can be programmed to notify patients and their clinics when

5. JUDE MEDICAL™}
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a programmed AT/AF threshold or continuous episode duration has been
exceeded, or when a high ventricular rate accompanies the AT/AF episode

Exclusive AF Suppression™ algorithm is clinically proven to suppress episodes

of paroxysmal and persistent AF

Merlin@home™
Transmitter
Compatible

AT/AF burden trend provides a graphical representation of the percentage of
time in AT/AF and the number of AT/AF episodes in the previous 52 weeks

Up to 14 minutes of stored electrograms help identify key intrinsic and
pacemaker-related events and simplify the diagnosis of complex ECG rhythms

associated with heart failure

Ordering Information

Contents: Cardiac pulse generator

Model Number Dimensions (H x W x T, mm)

PM3212 58x52x6

Indications: Implantation of Anthem and Anthem RF devices is indicated for: maintaining synchrony of the
left and right ventricles in patients who have undergone an AV nodal ablation for chronic atrial fibrillation
and have NYHA Class Il or IIl heart failure, the reduction of the symptoms of moderate to severe heart failure
(NYHA Class Il or IV) in those patients who remain symptomatic despite stable, optimal medical therapy,

and have a left ventricular ejection fraction < 35% and a prolonged QRS duration, implantation of Accent™,
Accent RF, Anthem, and Anthem RF devices is indicated in one or more of the following permanent conditions:
syncope, presyncope, fatigue, disorientation, or any combination of those symptoms. Rate-Modulated
Pacing is indicated for patients with chronotropic incompetence, and for those who would benefit from
increased stimulation rates concurrent with physical activity. Dual-Chamber Pacing is indicated for those
patients exhibiting: sick sinus syndrome, chronic, symptomatic second- and third-degree AV block, recurrent
Adams-Stokes syndrome, symptomatic bilateral bundle branch block when tachyarrhythmia and other causes
have been ruled out. Atrial Pacing is indicated for patients with sinus node dysfunction and normal AV and
intraventricular conduction systems. Ventricular Pacing is indicated for patients with significant bradycardia
and normal sinus rhythm with only rare episodes of A-V block or sinus arrest, chronic atrial fibrillation, severe
physical disability. AF Suppressionis indicated for suppression of paroxysmal or persistent atrial fibrillation
episodes in patients with one or more of the above pacing indications.

Contraindications: Implanted Cardioverter-Defibrillator (ICD). Devices are contraindicated in patients

with an implanted cardioverter-defibrillator. Rate-Adaptive Pacing may be inappropriate for patients who
experience angina or other symptoms of myocardial dysfunction at higher sensor-driven rates. An appropriate
Maximum Sensor Rate should be selected based on assessment of the highest stimulation rate tolerated by
the patient. AF Suppression stimulation is not recommended in patients who cannot tolerate high atrial-rate
stimulation. Dual-Chamber Pacing, though not contraindicated for patients with chronic atrial flutter,
chronic atrial fibrillation, or silent atria, may provide no benefit beyond that of single-chamber pacing in such

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability

in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude

Medical or one of its subsidiaries. ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK.
are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies.

©2011 St. Jude Medical, Inc. All rights reserved.

Weight (g) Volume (cc) Connector

25 13,7 1S-1

pahents Smgle L‘hamber Ventrlcularﬂemand Pacing is relatively contraindicated in patients who have

, have retrograde VA conduction, or suffer a drop in arterial blood pressure
with the onset of ventncular pacing. Smgle L'IlamllerAtr/alPacmgls relatively contraindicated in patients
who have demonstrated compromise of AV conduction. Atrial Fibrillation. Anthem devices are contraindicated
in patients having chronic atrial fibrillation or intermittent atrial fibrillation that does not terminate. For
specific contraindications associated with individual modes, refer to the programmer’s on-screen help.

Potential Adverse Events: The following are potential complications associated with the use of any pacing
system: air embolism, body rejection phenomena, cardiac tamponade or perforation, hematoma, bleeding
hematoma, seroma, formation of fibrotic tissue, local tissue reaction, inability to interrogate or program due to
programmer or device malfunction, infection/erosion, interruption of desired pulse generator function due to
electrical interference, either electromyogenic or electromagnetic, lead malfunction due to conductor fracture
or insulation degradation, loss of capture or sensing due to lead dislodgement or reaction at the electrode/
tissue interface, loss of desired pacing and/or sensing due to lead displacement, body reaction at electrode
interface, or lead malfunction (fracture or damage to insulation), loss of normal device function due to battery
failure or comp t malfunction, p migration or pocket erosion, pectoral muscle or diaphragmatic
stimulation, phrenic nerve stimulation, pneumothorax/hemothorax, endocarditis, excessive bleeding, induced
atrial or ventricular arrhythmias, myocardial irritability, pericardial effusion, pericardial rub, pulmonary
edema, rise in threshold and exit block, valve damage, cardiac/coronary sinus dissection, cardiac/coronary
sinus perforation, coronary sinus or cardiac vein thrombosis.

Refer to the User's Manual for detailed indications, contraindications, warnings, precautions and potential
adverse events.
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Cardiac Resynchronisation Therapy (

Product Specifications

PHYSICAL SPECIFICATIONS

Model PM3212
Telemetry RF
Dimensions (mm) 58x52x6
Weight (g) 25
Volume (cc)* 13,71
Connector 1S-1

Resynchronisation Therapy

QuickOpt™ Timing Cycle
Optimisation

RV and LV Pulse Width (ms)

RV and LV Pulse Amplitude (V)
RV Pulse Configuration

LV Pulse Configuration
Ventricular Sense Configuration

Ventricular Pacing Chamber

First Chamber Paced
Interventricular Pace Delay (ms)

Output/Sensing

Sensed/Paced AV Delay; Interventricular Paced Delay
0,05; 0,1-1,5in steps of 0,1

0,25-4,0 in steps of 0,25; 4,5-7,5 in steps of 0,5
Unipolar; Bipolar

Unipolar; Bipolar; LV Tip-RV Ring; LV Ring-RV Ring

BV Unipolar Tip; BV Bipolar; RV Unipolar Tip; RV Bipolar;
LV Unipolar Tip; LV Bipolar; RV Unipolar Ring; LV Tip-RV Tip
BV; RV only; LV only (temporary mode)

Simultaneous? RV; LV

1080 in steps of 5

Negative AV
Hysteresis Search (ms)
Shortest AV/PV Delay (ms)
Atrial ACap™ Confirm

Primary Pulse Confirmation

Backup Pulse Confirmation

Backup Pulse Amplitude (V)

Searchable Intervals (hrs)
Atrial Pulse Configuration
Atrial Sense Configuration
Atrial Sensitivity** (Fixed) (mV)
Atrial Pulse Amplitude (V)
Atrial Pulse Width (ms)
RVCap™ Confirm

Searchable Interval (hrs)
LVCap™ Confirm

Searchable Interval (hrs)
SenseAbility™ Technology

A Max Sensitivity (mV)
V Max Sensitivity (mV)
Threshold Start

Decay Delay (ms)

Ventricular Sensitivity (fixed) (mV)

0ff; -10 to -120 in steps of 10

25-50 in steps of 5; 60—120 in steps of 10

On; Off; Monitor

Bipolar

Bipolar

50

8,24

Unipolar (tip—case); Bipolar (tip—ring)

Unipolar Tip (tip—case); Bipolar (tip—ring); Unipolar Ring (ring—case)
0,1-0,5in steps of 0,1; 0,75-2,0 in steps of 0,25; 2,5-5,0 in steps of 0,5
0,25-4,0 in steps of 0,25; 4,5-7,5 in steps of 0,5

0,05;0,1-1,5in steps of 0,1

On; Off; Monitor

8;24

On; Off; Monitor

0ff; On (Automatic Sensitivity Control adjustment for atrial and
ventricular events)

0,2-1,0in steps of 0,1

0,2-2,0 in steps of 0,1

(Atrial and Ventricular Post-Sense) 50; 62,5; 75; 100%

(Atrial Post-Pace) 0,2-3,0 in steps of 0,1 mV

(Ventricular Post-Pace) Auto; 0,2-3,0 in steps of 0,1 mV

(Atrial and Ventricular Post-Sense) 0; 30; 60; 95; 125; 160; 190; 220
(Atrial Post-Pace) 0; 30; 60; 95; 125; 160; 190; 220

(Ventricular Post-Pace) Auto; 0; 30; 60; 95; 125; 160; 190; 220
0,5-12,5 in steps of 0,5%*

Rate/Timing

Mode AOO(R); AAI(R); AAT(R); VOO(R); VVI(R); VVT(R); DOO(R);
DVI(R); DDI(R); DDT(R); DDD(R); VDD(R); Pacing Off

DDT Trigger® R wave

DDT Timing® DDI

Base Rate (min™)
Hysteresis Rate (min™)
Search Interval (min)
Cycle Count
Intervention Rate (min)

Intervention Duration (min™)
Recovery Time

Rest Rate (min?)

Maximum Tracking Rate (min™)
Sensed AV Delay (ms)

Paced AV Delay (ms)
Ventricular Pace/Sense
Refractory’ (Fixed) (ms)

Atrial Pace Refractory

Atrial Sense Refractory

PVARP (ms)

Atrial Protection Interval (ms)°
Far-Field Protection Interval (ms)®

1+05¢cc

2 LV first with 10 ms interventricular delay.

30-130 in steps of 5; 140-170 in steps of 10

0ff; 30-150 in steps of 5

0ff; 1;5; 10; 15; 30

1-16

0ff; Same Base Rate; 80-120 in steps of 10 (Intrinsic +0;
Intrinsic +10; Intrinsic +20; Intrinsic +30)

1-10

Fast; Medium; Slow; Very Slow

0ff; 30-150 in steps of 5

90-130 in steps of 5; 140-180 in steps of 10
25;30-200 in steps of 10; 225-325 in steps of 25
25;30-200 in steps of 10; 225-300 in steps of 25; 350

125; 160-400 in steps of 30; 440; 470°
190-400 in steps of 30; 440; 470°

93; 125; 157; 190-400 in steps of 30; 440; 470°
125-500 in steps of 25

125

16

3 Sensitivity is with respect to a 20 ms haversine test signal.
4 Values 0,1-0,4 not available in a Unipolar Sense Configuration.

5 This parameter is not programmable.

6 The highest available setting for hysteresis rate is 5 min" below the programmed base rate.

7 In dual-chamber modes, the maximum Ventricular Refractory Period is 325 ms.

8 Programming options dependent on pacing mode.

9 During atrial NIPS in dual-chamber modes, the shortest Coupling Interval will be limited by the programmed AV/PV Delay.
10 S1 Burst Cycle is applied at the preprogrammed S1 cycle length.

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability
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Rate-Modulated

Devices

Rate Responsive AV/PV Delay
Rate Responsive PVARP/VREF
Shortest PVARP/VREF

Sensor

Max Sensor Rate (min™)
Threshold

Slope

Reaction Time
Recovery Time

AF Management

0ff; Low; Medium; High

0ff; Low; Medium; High

125-475 in steps of 25

On; Off; Passive

80-150 in steps of 5; 160-180 in steps of 10

Auto (-0,5); Auto (+0,0); Auto (+0,5); Auto (+1,0);

Auto (+1,5); Auto +(2,0); 1-7 in steps of 0,5

Auto (-1); Auto (+0); Auto (+1); Auto (+2); Auto (+3); 1-16
Very Fast; Fast; Medium; Slow

Fast; Medium; Slow; Very Slow

AF Suppression™ Algorithm
Lower Rate Overdrive (min")®
Upper Rate Overdrive (min*)®
No. of Overdrive Pacing Cycles
Rate Recovery (ms)

Auto Mode Switch

AMS Base Rate (min")

Stored Electrograms

0ff; On
10

5
15—40 in steps of 5

O%f; DDD(R) to DDI(R); DDD(R) to DDT(R); DDD(R) to VVI(R);
DDD(R) to VVT(R); VDD(R) to VVI(R); VDD(R) to VVT(R)
40-170 in steps of 5

Options
Priority Options
Channel

Triggers
Advanced Hysteresis
AMS Entry/AMS Exit/
AMS Entry and Exit
AT/AF Detection
Magnet Response
High Atrial Rate

Rate (min)

No. of Consecutive Cycles
High Ventricular Rate

Rate (min’)

No. of Consecutive Cycles
PMT Termination
Consecutive PYCs

No. of Consecutive PVCs
Noise Reversion

Other

Off; Low; High
1;2;3

0ff; Low; High

0ff; Low; High

Off; Low; High

0ff; Low; High

Off; Low; High
125-300 in steps of 25
2;3;4;5;10;15; 20
0ff; Low; High
125-300 in steps of 25
2;3;4;5;10;15;20
0ff; Low; High

Off; Low; High
2;3;4;5

0ff; Low; High

Magnet Response
Ventricular Intrinsic
Preference, VIP™ (ms)
VIP Search Interval
VIP Search Cycles
of the Atrial Tachycardia
Detection Rate (min™!)
Post Vent. Atrial Blanking
(PVAB) (ms)
Ventricular Safety Standby
PVC Response
PMT Options
PMT Detection Rate (min*!)
Lead Type
NIPS Options
Stimulation Chamber
Coupling IntervaF (ms)
S1 Count
S1; $2: S3 and S4 Cycle (ms)
Right Ventricular
Support Rate (min)
Sinus Node Recovery Delay (s)
Diagnostic Trends

Patient Notifiers

0ff; Battery Test

0ff; 50—150 in steps of 25; 160-200 in steps of 10
30 sec.; 1; 3; 5; 10; 30 min.
1;2;3

110200 in steps of 10; 225-300 in steps of 25

60-200 in steps of 10; 225; 250
0ff; On

Off; Atrial Pace®

0ff; Passive; Atrial Pace?
90-180 in steps of 5

Uncoded; Unipolar; Bipolar

Atrial; Right Ventricular

200-800 in steps of 10

2-25in steps of 1

0ff; 100-800 in steps of 10 (Fixed or Adaptive)

0ff; 30-95 in steps of 5
1-5in steps of 1
AT/AF Activity; Exercise; Lead Impedance; P and R Wave; A and V threshold

Programmable Notifiers (On; 0ff)

Device Reset

Entry into Backup VVI Mode
Audible Duration (sec)
Number of Audible Alerts

per Notification
Number of Notifications

Time Between Notifications (hours)

Device at ERI; Atrial Lead Impedance Out of Range;
Ventricular Lead Impedance Out of Range; LV Lead Impedance
Out of Range; AT/AF Burden; AT/AF Episode Duration;

High V Rate During AT/AF

On

On

2;4;6;8;10;12;14; 16

2

1-16
10; 22
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Cardiac Res

Anthem™
Cardiac Resynchronisation Therapy Pacemaker

Product Highlights

AT/AF Alerts can be programmed to notify patients and their clinics when
a programmed AT/AF threshold or continuous episode duration has been
exceeded, or when a high ventricular rate accompanies the AT/AF episode

Exclusive AF Suppression™ algorithm is clinically proven to suppress episodes
of paroxysmal and persistent AF

AT/AF burden trend provides a graphical representation of the percentage of
time in AT/AF and the number of AT/AF episodes in the previous 52 weeks

Exclusive SenseAbility™ feature, with Decay Delay and Threshold Start,
provides the flexibility to fine-tune sensing to individual patient needs and
help eliminate oversensing of T waves, fractionated QRS complexes and other
extraneous signals

Up to 14 minutes of stored electrograms help identify key intrinsic and
pacemaker-related events and simplify the diagnosis of complex ECG rhythms

associated with heart failure

Ordering Information

Contents: Cardiac pulse generator

Model Number Dimensions (H x W x T, mm)

PM3112 52 x 52 x6

Indications: Implantation of Anthem and Anthem RF devices is indicated for: maintaining synchrony of the
left and right ventricles in patients who have undergone an AV nodal ablation for chronic atrial fibrillation
and have NYHA Class Il or Il heart failure, the reduction of the symptoms of moderate to severe heart failure
(NYHA Class Il or IV) in those patients who remain symptomatic despite stable, optimal medical therapy,
and have a left ventricular ejection fraction < 35% and a prolonged QRS duration, implantation of Accent™,
Accent RF, Anthem, and Anthem RF devices is indicated in one or more of the following permanent conditions:
syncope, presyncope, fatigue, disorientation, or any ination of those symptoms. Rate-

Pacing s indicated for patients with chronotropic incompetence, and for those who would benefit from
increased stimulation rates concurrent with physical activity. Dual-Chamber Pacing is indicated for those
patients exhibiting: sick sinus syndrome, chronic, symptomatic second- and third-degree AV block, recurrent
Adams-Stokes syndrome, symptomatic bilateral bundle branch block when tachyarrhythmia and other causes
have been ruled out. Atrial Pacing is indicated for patients with sinus node dysfunction and normal AV and
intraventricular conduction systems. Ventricular Pacing is indicated for patients with significant bradycardia
and normal sinus rhythm with only rare episodes of A-V block or sinus arrest, chronic atrial fibrillation, severe
physical disability. AF Suppression s indicated for suppression of paroxysmal or persistent atrial fibrillation
episodes in patients with one or more of the above pacing indications.

Contraindications: Implanted Cardioverter-Defibrillator (ICD). Devices are contraindicated in patients

with an implanted cardioverter-defibrillator. Rate-Adaptive Pacing may be inappropriate for patients who
experience angina or other symptoms of myocardial dysfunction at higher sensor-driven rates. An appropriate
Maximum Sensor Rate should be selected based on assessment of the highest stimulation rate tolerated by
the patient. AF Suppression stimulation is not recommended in patients who cannot tolerate high atrial-rate
stimulation. Dual-Chamber Pacing, though not contraindicated for patients with chronic atrial flutter,
chronic atrial fibrillation, or silent atria, may provide no benefit beyond that of single-chamber pacing in such

Customer Support: 46-8-474-4756

Brief Summary: Prior to using these devices, please review the Instructions for Use for a complete listing of
indications, contraindications, warnings, precautions, potential adverse events and directions for use. Devices

depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability

in your country. Unless otherwise noted, ™ indicates that the name is a trademark of, or licensed to, St. Jude
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patients. Single-Chamber Ventricular Demand Pacing is relatively contraindicated in patients who have
dem