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Primary objective:
Demonstrate the success rate of iIATP i
fast VT (FVT) zone exceeds 60%.

Study design:

n the * One of the largest prospective studies of ATP
* 1,875 patients
* 76 centers in 9 countries

Primary Exceeded performance goal of iATP * 1 of 3 prespecified Personalized Therapy
VA success in FVT zone (GEE-estimated Defibrillation studies (iIATP, TriageHF™ technology,

met 90% > 60%; p <0.0001).
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Monomorphic VT (MVT)
episodes treated by iATP
avoided shock.

84%

iATP success for fast VT;

highest reported among

Medtronic ATP studies.*
iATP success for fast VT > 188 bpm

Demonstrated safe

2.3% iATP-associated acceleration
rate resulting in shock, one of the
lowest reported for ATP (GEE-
estimated event rate). Very low risk of
arrhythmia-related syncope with iATP
involvement (0.5% of patients).

Attain Stability™ Quad)

MVT was the dominant ventricular
tachyarrhythmia (VT) at 92%
of all treated VT/ventricular
fibrillation (VF) episodes
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1 91.4% successful, 87.5% success (GEE-estimated).
tInthe delayed therapy era.
§ GEE-estimated success rate.
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Simplified
programming

to nominal settings

On/Offt.

Individualized therapy

automatically analyzes the
tachycardia cycle length
and morphology to determine
the best pacing strategy.

Real-time response

adjusts pacing parameters
dynamically based on the
arrhythmia characteristics
to improve termination
success.

iATP is the only automated ventricular ATP algorithm
that provides individualized therapy in real time.

Brief statements

Cobalt™/Crome™ MRI SureScan™ ICD and CRT-D Systems

Indications: The Cobalt™ XT, Cobalt™, and Crome™ HF

CRT-D MRI SureScan™ systems are indicated for use in

patients who are at significant risk of developing atrial

and/ or life-threatening ventricular arrhythmias and who
have heart failure with ventricular arrhythmias. Heart
failure patients must have experienced one or more of the
following conditions:

* NYHA Functional Class Il or IV patients who remain
symptomatic despite stable, optimal medical therapy and
have LVEF < 35% and a prolonged QRS duration

* NYHA Functional Class Il patients who have left bundle-
branch block (LBBB) with a QRS duration = 130 ms and a
left ventricular ejection fraction < 30%

* NYHA Functional Class |, Il, or lll who are on stable,
optimal medical therapy (if indicated), and have LVEF <
50%,atrioventricular block (AV block), and are expected
to require a high percentage of ventricular pacing that
cannot be managed with algorithms to minimize right
ventricular pacing

The Cobalt XT, Cobalt, and Crome VR and DR ICD MRI

SureScan systems are indicated for the automated

treatment of patients who have experienced, or are

at significant risk of developing, atrial and/ or life-

threatening ventricular arrhythmias through the delivery

of antitachycardia pacing, cardioversion, and defibrillation
therapies.

MRI Conditions for Use: Medtronic SureScan ICD and

CRT-D systems are MR Conditional, and as such are

designed to allow patients to undergo MRl under the

specified conditions for use. ICD and CRT-D SureScan
system patients may be scanned using a horizontal

field, cylindrical bore, clinical 1.5T or 3T MRI system for

hydrogen proton imaging. When programmed to On,

the MRI SureScan feature allows the patient to be safely

scanned while the device continues to provide appropriate
pacing. A complete SureScan defibrillation system, which
is a SureScan device with appropriate SureScan lead(s),

is required for use in the MR environment. To verify that

components are part of a SureScan system, visit http://

www.mrisurescan.com/. Any other combination may
resultin a hazard to the patienta during an MRl scan.

Contraindications: The Cobalt XT, Cobalt, and Crome

VR and DRICD and CRT-D MRI SureScan systems are

contraindicated for use in the following situations:

o Ifimplanted with a unipolar pacemaker

e Ifincessant VT or VF exists

o If the primary disorder is chronic atrial tachyarrhythmia
with no concomitant VT or VF

o If tachyarrhythmias with transient or reversible causes
exist, including the following known issues: acute
myocardial infarction, drug intoxication, drowning,

electric shock, electrolyte imbalance, hypoxia, and sepsis.

Warnings and Precautions: Changes in a patient’s disease
and/ or medications may alter the efficacy of the device's
programmed parameters. Patients should avoid sources of
magnetic and electromagnetic radiation to avoid possible

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

underdetection, inappropriate sensing and/or therapy
delivery, tissue damage, induction of an arrhythmia, device
electrical reset, or device damage. Do not place

transthoracic defibrillation paddles directly over the device.

Patients and theirimplanted systems must be screened

to meet the following requirements for MRI: no lead
extenders, lead adaptors, or abandoned leads present; no
broken leads or leads with intermittent electrical contact as
confirmed by lead impedance history. The device must be
operating within the projected service life, and the system
must be implanted in the left or right pectoral region.
Potential Adverse Events: Potential adverse events
include, but are not limited to, the following events: allergic
reactions, atrial fibrillation, bradyarrhythmia, cardiac
arrest, device migration, discomfort, dizziness, dyspnea,
erosion, excessive fibrotic tissue growth, heart failure or
loss of CRT (for CRT-D patients), hematoma, hemorrhage,
inability to deliver therapy, inappropriate shock, infection,
lead migration/ dislodgement, lethargy, loss of pacing,
mental anguish, necrosis, nerve damage, oversensing,
palpitations, seroma, syncope, tachyarrhythmia, tissue
damage due to heating of the device, undersensing,

and wound dehiscence. Potential MRI complications
include, but are not limited to, lead electrode heating and
tissue damage resulting in loss of sensing or capture or
both, spontaneous tachyarrhythmia, potential for VT/VF
induction, device heating that results in tissue damage,
stimulation of the leads that results in continuous capture,
VT/VF, hemodynamic collapse, damage to the device or
the leads, causing the system to fail or treat the patient’s
condition incorrectly, and movement or vibration of

the device or the leads, resulting in dislodgement. See

the device manuals for detailed information regarding

the implant procedure, indications, contraindications,
warnings, precautions, and adverse events. See the MRI
SureScan Technical Manual before performing an MRI
Scan. For further information, call Medtronic at 1-800-328-
2518 and/or consult the Medtronic website at medtronic.
com or mrisurescan.com.

Caution: Federal law (USA) restricts these devices to sale
by or on the order of a physician.

TriageHF™

Intended Use: The TriageHF feature can be used with
commercially available Medtronic CRT-D, CRT-P, and ICD
devices that have the OptiVol™ Fluid Status Monitoring
feature. The indications for use of these devices do not
change. The TriageHF feature gives physicians another
source of information to use in managing their patients.

It does not replace assessments that are part of standard
clinical practice or override recommended guidelines for
treatment of heart failure patients. Clinicians should not
rely exclusively on the TriageHF information to assess a
patient’s heart failure risk.

The TriageHF information is available to clinicians

who monitor their device patients on the Medtronic
CareLink™ network.

Contraindications: There are no known contraindications
for the use of TriageHF information.
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See the device manual for detailed information regarding
the intended use, contraindications, warnings, precautions,
and potential complications/adverse events.

For further information, call Medtronic Technical Services
at 1-800-328-2518 and/or consult the Medtronic website at
medtronic.com.

Caution: Federal law (USA) restricts these devices to sale
by or on the order of a physician.

Medtronic Model 24970A CareLink SmartSync™ Device
Manager Base and Associated Apps

Indications: The base is intended to be used as part of the
CarelLink SmartSync Device Manager system. Clinicians use
the base to analyze the electrical performance of cardiac
leads during device implant or invasive troubleshooting.
Clinicians use the base’s ECG connections along with

the app display to view, measure, and record live cardiac
waveforms. The base is intended to be used by healthcare
professionals only in operating environments under direct
medical supervision.

Contraindications: The base is not intended for use as

an external pulse generator (EPG) outside of the implant
procedure. In addition, the patient’s age and medical
condition may dictate the lead analyses appropriate for the
patient.

See the device manual for detailed information regarding
the intended use, contraindications, warnings, precautions,
and potential complications adverse events.

For further information, call Medtronic Technical Services
at 1-800-328-2518 and/or consult the Medtronic website at
medtronic.com.

Caution: Federal law (USA) restricts these devices to sale
by or on the order of a physician.

Medtronic Model 24967 Patient Connector and
Associated Apps

Indications: The patient connector is intended to be

used with Medtronic apps to interrogate, analyze, and/

or program implantable Medtronic devices. The patient
connector uses Bluetooth® technology to transmit that
data to a Medtronic app for further processing. The patient
connector is intended to be used by healthcare personnel
only in aclinical or hospital environment.

Precautions: Security — Mainatain adequate physical
security of the patient connector to prevent unauthorized
use that could lead to harm to patients. Bluetooth
communication in the patient connector is encrypted for
security. Medtronic inductive telemetry uses short-range
communication to protect patient information. If the patient
connector should fail, there is no risk of patient harm.

See the 24967 Patient Connector Technical Manual before
using the CareLink SmartSync Device Manager for detailed
information regarding the procedure, indications or
intended uses, contraindications, warnings, precautions,
and potential complications/ adverse events. For further
information, please call Medtronic at 1-800-328-2518 and/
or consult the Medtronic website at medtronic.com.
Caution: Federal law (USA) restricts these devices to sale
by or on the order of a physician.
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