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MECHANICAL SPECIFICATIONS

VENTAK w";",‘f;’g‘::;) Volume {cc) Mass {g) Connector Size

PRIZM 2 DR 1861 65x55x12 a2 82 IS-1/DF-1
PRIZM 2 VA 1860 65x5.1x12 at 81 IS-1/DF-1

Case Material: Hermetically sealed titanium
Header Materlal: implantation-grade polymer
Power Supply: Lithium-silver vanadium exide cell

LEAD CONNECTIONS
* Al models use the pulse generator case as a defibrillating electrode,

« For lead compatibllity information, refer to the non-Guidant lead warning
on page 1 and the VENTAK PRIZM AICD System Guide.

* DF-1 rafors to the international standard (SO 11318:1893. 1S-1 refers to
the international standard ISO 5841.3:1992.

VENTAK PRIZM 2 DR VENTAK PRIZM 2 VR

Endocardlal Atrlat Endocardial
defibrillation and bipotar lead defibriitation and
Ppace/sense lsad pacing load

Distal Proximat

Oistal Proximal

Osfl ) Defb {+)

EF-1 Dafib ports

DF-3 Deils ports: 1S-1 Ventricular P/S port
1S-1 Ventricutar P/S port

(S-1 Atrial P/S port

FACTORY NOMINAL PARAMETER SETTINGS AT 37°C AND 500 Q LOAD

VENTAKFPRIZM2DR  VENTAK PRIZM 2 VR
Number of Zones 1 1
Tachy Mode Stomge Storage H
VF Rate 165 bpm 185bpm ;
Shock Energy Storeds 514 314
Waveformb Biphasic Biphasic
Brady Mods DoD wi
Lower Rate Limit® 60ppm 60 ppm
Amphituded ® 35V 88V
Puise Widthde ! 04 ms 04ms
Atrial Refractory-PVARP Dynamic -
wgicular Refractory Period— Dynamic Dynamic
' AV Delay Dynamic -—

a.  Tolsrance Is 2 40% for < 2 J or Ioss, = 20% for 3-20 J, and = 10% o5 31 J,

5. Blphasic anergy Is specified. Monophasic enargy Is 6.7% lass than biphasic energy.
¢ The basic pulse parlod Is equal to the brady pacing rate and the pulaa interval (no
hysterasis). Runaway protection circultry aliows the pacing mte 1o Increase to a

i of 190 ppm inhibit pacing. Runawey
ks net an ab that will not occur, Magnet appll-
. catlon does not affect paclng rate (test pulss Interval). Tolerance ks = 5 ms.

d.  The minimuem vaiue of enargy delivarad at 5 V and 0.5 ms Is 6.2 pJ with 200-500 0,
&nd 3.3 ) with 1000 Q resistive load at 37°C = 1°C for BOL and EOL.

8. 'The puise generator uses an automatic gain control circult for varying the sensitivity
of it rate sansing ampliiers. Following paced pulses dellverad by the pulse genera-
tox, sensitvity Is set to 4.0 mV (1.2 mV) at the end of the refractery paried. Toler-
ancels£0.03Vatsdvandx10%at»> 3V,

t Tolrancals=003msat<1.8msand 20.08 msat2 1.8 ma.

X-RAY IDENTIFIER

Guidant pulse generators have an identifier that Is visible on x-ray fiim. This

provides noninvasive confirmation of manufacturer and pulse generatar type.

The identifier GOT104 idenfifies the Model 2644 programmer software

application needed to communicate With the VENTAK PRIZM pulse generator ——
manufactured by Guidant.
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VENTAK PRIZM 2 DR AND VENTAK PRIZM 2 VR
PHYSICIAN’S TECHNICAL MANUAL

1. DEVICE DESCRIFTION

The Guidant VENTAK® PRIZM™ 2 AICD automatlc, implantable cardioverter
defibrillators are designed to detect and terminate ventncular tachycardia {vT)
and ventricular fibrillation (VF) and provide
include both low- and high-energy shocks using either a biphaslc or
monophasic waveform. The VENTAK PRIZM 2 models use the Guidant
TRIAD™ electrode system for defibrillation energy delivery. By using the .
metallic housing of the pulse gensrator as an active electrode, combined with ’
the Guidant ENDOTAK® two-electrode defibrillation lead, energy Is sent via a .
dual-current pathway from the distal shocking electrode to the proximatl
elactrode and to the pulse generator case. VENTAK PRIZM 2 devices alsc
offer a wide variety of antitachycardia pacing sch to terminate slower,
more stable ventricular tachyarrhythmias.

Bradycardia pacing, Including adaptive-rate features, is avallabls to detect and

treat bradyarrhythmias and to support the cardiac thythm after defibrillation .
therapy. VENTAK PRIZM 2 DR devices offer dual-chamber bradycardia - .

features (atrial and/or ventricular paclng and sensing), and VENTAK

PRIZM 2 VR devices offer single-chamb y s (ventricuiar

pacing and sensing).

The pulss generator, along with compatible commerclally available pace/
sense leads and cardioversion/defibriflation leads constitutes the implantable
portion of the AICD system. The device's small, physiclogic shape minimizes
pockst size and device migration. The lead systems for the VENTAK PRIZM 2
AICD pulse generators are implanted using either transvenous or
transthoracic techniques. The ZOOM™ Programming System, which includes
the Model 2820 Programmer/Recorder/Monitor (PRM) with the Model 2844
A ion and an 'y 'y wand, constitutas the
external portion of the AICD system. The external components allow
interrogation and programming of the pulse generator, as well as access to
the device's diagnostic features. VENTAK PRIZM 2 systems can be
programmed to provide a variety of detection options. They also can provide :
noninvasive diagnostic testing and therapy history data. ;

1.1. Related Manuals and Information Tools

The AICD System Guide for VENTAK PRIZM devices is a separate document
and is used in conjunction with the Guidant PRM and the Modet 2844
software. The AICD System Guide includes product specifications, operating :
characteristics, implant procedure recommendations, programming .
Instructions, and follow-up recommendations. Copies can be obtained by :
contacting your Guidant representative.

The ZOOM Programming System Operator's Manuat provides information :
specific to the PRM, such as sstting up the system, maintenancs, and '
handling. Physiclan's manuals for the leads provide specific information and '
instructions regarding the Implanted leads.

2. INDICATIONS FOR USE

The VENTAK PRIZM 2 AICD system is indicated for use in patients who are at
high risk of sudden cardiac death due to ventricular arrhythmias and who have
f d one of the following situations:

* Survival of at least one episods of cardiac arrest (manifested by the loss of
consclousness) due to a ventricular tachyarrhythmia.

* Recurrent, poorly tolerated d ventricutar tachycardia (VT).

* Prior myocardial infarction, Isft ventricular ejection fraction of < 35%, and a
documented episode of nonsustained VT, with an inducible ventricular
tachyarrhythmia. Patients suppressible with 1V procainamide or an
equivalent antiarrhythmic have not been studied.

NOTE: The clinical outcome of hemodynamically stable, sustained-VT L
patients is not fully known. Safely and effectiveness studies have not been -
conducted. \

_ The VENTAK PRIZM 2 AICD pulse generator is niot intended for use solely as
a primary bradycardia support device.

3. CONTRAINDICATIONS
Use of the VENTAK PRIZM 2 pulse generator is contraindicated in:
« Patienis whose ventricular tachyarrhythmias may have reversible cause,
such as {1) digitalls infoxications={@)-electrolyte imbalance, {3) hypoxia, or QRS -

(4) sepsis, or whose ventricular tachyarthythmias have a transient cause,
such as (1) acute myocardial infarction, (2) electrocution, or (3) drowning

« Patients who have a unipolar pacemaker
4. WARNINGS AND PRECAUTIONS

Warnings

¢ Labeling knowledge. Read this manual thoroughly before implanting the
pulse generator to avoid damage to the AICD system. Such damage can
result in injury to or death of the patient.

* Lead system. The use of non-Guidant lead systems may cause potential
adverse consequences such as undersensing of cardiac activity and
failure to defiver nacessary therapy.
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¢ Defibrillator paddles. Always have sterile external and internal
defibrillator paddies or an equivalent (eg, R21 pads) immediately available
during conversion testing. If not terminated in a timely fashion, an inducad
tachyarrhythmia can resuft in the patient's death.

* Resuscitation Availability. Ensure that an external defibrillator and
medical personnel skilled in cardiopulmonary resuscitation (CPR}) are
present during post-implant device testing should the patient require
externai rescue.

* MRl exposure. Do not expose a patient to MRI device scanning. Strong
magnetic fields may damage the device and cause injury to the patient.

Precautions
4.1. Sterilization, Storage, and Handling

* Resterilization. Do not resterilize the davice or the accessories packaged
with it because Guidant cannot ensure that resterilization is effective.

« [f package is damaged. Guidant sterilizes the pulse gensrator biister
trays and confents with ethylene oxide gas before final packaging. When
the pulse generator is ivad, it is sterile, provided the container is intact.
If the packaging is wet, punctured, opened, or clherwise damaged, return
the device to Guidant.

* Storage tomporature and equilibration, Recommended storage
temperatures are 0°~50°C (32°-122°F). Aliow the device to reach room
temperature before programming or impianting the devics because
temperature extremes may affect initial device function.

= Device storage. Store the pulse generator in a clean area, away from
magnets, kits containing magnets, and sourcas of electromagnetic
interference (EM) to avoid device damage.

+ Use before date. Do not implant the pulse genarator after the USE
BEFORE date (which appears on the device packaging) has passed
because this date reflects a reasonable shelf life.

4.2. Implantation and Device Programming

« Device communication. Use only a Model 2620 PRM and the
Model 2844 Al 130 icate with the VENTAK
PRIZM 2 pulse generator.

* STAT PACE settings. Do not leavs the device programmed in STAT PACE
sefttings; these seltings may significantly reduce the lifetime of the device
due to the high output.

4.3. Foliow-up Testing
« Converslon testing. If the patient's condition or drug regimen has
changed or device parameters have basn reprogrammed, consider

performing a conversion test to ensure that the patient's tachyarthythmias
can be detected and terminated by the AICD system,

4.4. Pulso Generator Explant and Disposal

incineration. Be sure the pulse gensrator is removed before cremation.
Cremation and incineration temperatures might cause the pulse generator
1o explode.

+ Device handling. Program the pulse generator Tachy Made to Off, disable
the magnst featurs, and disable the Beep When ER! Is Reached beeper
before explanting, cleaning, or shipping the devics to pravent unwanted
shocks, overwriting of important therapy history data, and audible tones.

* Return all explanted pulse ganerators and leads to Guidant.

45. Environmental and Medical Therapy Hazards

+ Avoiding EMI. Advise patients to avoid of EMI gneti
interference) because EMI may causs the pulse generator ta deliver
inappropriate therapy or inhibit appropriate therapy. Examples of EMI
sources are: electrical power sources, are welding equipment and robotlc
jacks, electrical smelting furnaces, large RF transmitters such as RADAR,
radio transmitters including those used to control toys, electronic
survelilance {anti-theft) devices, and an alternator on a car that is running.

4.5.1. Hospital and Medical Environments

Do not use internal defibrilation paddies unless the pulse generator is
disconnacted from the leads because it may shunt energy causing injury to
the patient, and may damage the pulse generator.

* External defibrillation. Use of external dsfibrillation can damage the
puise generator. To halp preventgafibrillation damags to the pulse
generator: pasition the defibrillation paddles as far from the pulse
generator as possible, position the defibriliation paddies perpendicular to
the implanted pulse generator-lead system, and set ensrgy output of
defibritiation equipment as low as clinically acceptable.

Following any external defibrillation episods, verify pulse generator
function since external defibrillation may have damaged the pulse
generator. To verify proper function: interrogate the device, perform a
manual capacitor re-formation, verify battery status, check the shock
counters, and ensure that programmable parameters did not change.

« Electrical interference ar "noise” from devices such as electrosurgical
and monitoring equipment may interfere with establishing or maintaining
telsmetry for interrogating or programming the device. In the presence of

1. Trademark of R2 Corporation.
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such Interfe move the prog away from electrical devices and
snsure that the wand cord and cables are not crossing one another.

» Electrosurgicat cautary. Do not use electrosurgery devices until the :
puise genarator Is deactivated. If the tachyanhythmia therapy is active, the 0
pulsa generator may deliver an inappropriate shock to the patient.

Remember to reactivate the pulse generator after turning off the
elactrosurgery equipment.

« Diathermy. Do not subject a patient with an activated implanted pulse
generator to diathermy since diathermy may damage the pulse generator.

+ High radiation sources. Shield the pulse generator during ionizing
radiation exposure and do not project the radiation port directly at the
device. lonizing radiation (such as radicactlve cobalt, linear accelerators,
and betatrons) may damags the pulse generator operation, particularly at
high doses, Always evaluate the pulse generator's operation after
exposure to radiation.

* Lithotripsy may damage tho pulse ganerator. If lithotripsy must be ’
used, avoid focusing near the pulse generator site. - '

+ Radio freq biati ise caution whan periorming radio
frequency abiaﬁon procedures in 1ICD patients. if the pulse generator
Tachy Mode Is programmed On during the procedurs, the device may

declate a tachy episode and deliver therapy, or may
cause inhibition of pacing therapy. Minimize risks by following these steps:

» Program the Tachy Mode to Off to avoid inadvertent tachycardia
ion (sensing) or
« Avold diract contact betwaen the ablation catheter and the implanted
lead and pulse generator.

* Keep the current path (electrode tip to ground) as far away from the
pulse generator and leads as possible.

« Have external defibrillation equipment available.

* Consider the use of external pacing support for pacamaker-dependent
patients,

48. Home and Qccupational Environments

* Static magnetic fields. Advise patients to avoid equipment or situations
whero they would have extended exposurs to strong (>10 gauss or
1 mTesla) magnelic fields since the pulse generator mode could change.
To prevent mode change in the prasence of magnets, the Change Tachy
Mode With Magnet feature may be programmed Off. Examples of
magnetic sources are: Industrial transformers and motors, magnetic
resonance imaging (MR!) devices, largs sterso speakers, telephone
receivers if held within 0.5 inches (1.27 cm) of the pulse generator, and
magnstic wands such as those used for alrport security and in the game
"Binga®.

4.6.1. Electronic Article Surveillance (EAS)

* Advise patients to avoid lingering near anfi-theft devices, such as those
found in entrances and exits of department stores and public fibraries, and
to walk through them at a normal pace, because such devices may cause
Inappropiiate pulse generator operation.

4.6.2. Cellular Phones

s Advise pati'em.s to hold celiutar phones to the ear opposite the side of the
Implanted device. Patients should not carry a celiular phons in a breast
pocket or on a belt over or within 6 inches (15 cm) of the Implanted devices
since some cellular phones may cause the pulse gensrator to deliver
inappropriate therapy or inhibit appropriate therapy.

5. ADVERSE EVENTS

Since the VENTAK PRIZM 2 AICD system Is based on the dstection,

therapies, dlagnostics, and elactrophysiology testing features as the VENTAK

AV 11 DR system, the VENTAK AV il DR study, which was used to support the

VENTAK AV Iil DR system, was used also to support the VENTAK PRIZM 2

system.

The VENTAK AV I} DR AICD systern was studied in both an acute study
{N =27) and an implant study (N = 52) with three-month follow-up. Table 1
summarizes the results of the acute study.

Table 1. Adverse Events Reported in Acute Study
All patiants {N=27), Number and % of Patients and Number of Events

— e o]
T ¥ptswith AEs | % ofpts g, - i
N=27) with AEs | #OtAEs

Compilications (total) 0 - -

Observations (total) 3 1% 3

Sense time prolonged/inappropriate 1 4% 1

Change in physical status 1 4% 1

Physiologic reaction 1 4% 1

The VENTAK AV I DR system implant study involved 53 devices implanted in
52 palients with a cumutlative implant duration of 157 months, mean implant

duration = 3.03 {range 0.23 to 3.8] months. Adverse events reported from this
study included 11 complications and 21 observations. There were two patient
deaths: one was classified witnessed, noncardiac, nonsudden, and the other
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was classitied unwitnessed, assumed sudden. Table 2 summarizes the
results of the implant study.

Table 2. Adverse Events Reported in Implant Study
All patients {N = 52), All devices (N = 53), Total exposure 157 patient-months, Number
and % of patients, Number of events, and Events/patient year.

#pts
"(’,""f“sg)‘ v ks | A pglm

Complications {total}s 10 19% 1n | o8 it
Atrial lead dislocation 4 8% 4 0.3

Arthythmia nonconversion of VF 2 4% 2 02

Change in patient status 1 2% 1 01

Pockat infection 2 4% 2 02

Suspicion of pocket infection 1 2% 1 0.1 .
Iig;ien ﬁa::tures due to motorcycle 9 2% 1 01

Observations (total)® 17 33% 21 16

Connaction refated 2 4% 2 0.2

External shock caused device error code 1 2% 1 0.1

Afrial events in refractory period 2 4% 2 02

Programmer, general gperation 4 8% 4 0.3

Muscle stimulation 1 2% 1 04

Programmer display information 1 2% 1 0.4

Increased post-implunl- pacing thresholdb 9 17% 9 0.7

Brady undersensing 1 2% 1 0.1

a. Patients may have had multiple cbservations and complications; thera-
fore, the totalis representative of the number of unique patients.

b. Pacing threshold increases wefe constant with those reported in the liter-
ature for the postimplant period.

5.1. Potential Adverse Events

Based on the literature and AICD implant expetrierics, the following .
list includes possible ady svants i with !

implantation of an AICD system: 5

h
e
i
L
V

* Acceleration of arrhythmias, Air embotism, Blesding, Chronic nerve
damage, Eroslon, Excessive fibrotic tissua growth, Extrusion, Fluid
accumulation, Formation of hematomas or cysts, inappropriate shocks,
Infection, Keloid formation, Lead abrasion, Lead dlsoomlnuity. Lead
migration/disiodgement, My d P thorax, Potential
mortality due to inability to defibrilate or paoe Shurting current or
insulaing myocardium during defibrillation with internal or external
paddies, T i, Venous occh Venous or cardiac perforation

Patients susceptible to frequant shocks despite antlarrhythmic medical

management may develop psychologic intolerance to an AICD system that
may include the following:

» Dependency, Depression, Fear of premature battery depletion, Fear of
shocking while conscious, Fear that shocking capability may be lost,
Imagined shocking

6. CLINICAL STUDY

Since the VENTAK PRIZM 2 AICD system is based on the same detection,
therapies, diagnostics, and elactrophysiology testing faatures as the VENTAK
AV 1l DR systern, the VENTAK AV 1I DR study, which was used {o support the
VENTAK AV Ill DR system, was used also to support the VENTAK PRIZM 2
system.

The VENTAK AV |l DR AICD was compared to a commercially available ICD
(VENTAK AV AICD) in an acute {nanimplant) paired study of 27 patients. In
addition, an observational study of 52 patients implanted with the VENTAK
AV [ DR davice was conducted.

6.1. Acute Study

The purpose of the acuts. 2 study wasto d to demonstrate the performance of the
VENTAK AV [ DR system Ain detecling ventricular arthythmias in the pressnce
of high-rate pacing. A total of 27 patients were tested in 5§ U.S. centers,

Patients studied: The patierts (21 M/ & F) had a mean age of 69 years b
(range S0 to 83) and a left ventricular ejection fraction of 34% (range 15% to =
60%). Most (§6%) presented with monomorphic ventricular tachycardia ;
(MVT) and nonsustained VT as thelr primary arthythmia and about one

quarter (24%) presented with coronary artery disease or ischemic

cardiomyopathy.

Methods and Statistics: The acute study was done in the operating room or
electrophysioiogy laboratory without implantation of the study device. The
primary endpoint was VF detection time for induced episodes.

Results: For the 27 patients tested with the VENTAK AV Il DR, 26 had
inducible VF and one was not inducible into VF. The mean detection time for
those 26 patients was 2.86 [Cl = 2.14 to 3.58] seconds. There were no patient
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deaths or other complications reported In the acuts study for either davice.
The VF detection time of the VENTAK AV Ii DR was found not to be different
from that of the VENTAK AV.

Table 3. Acute Study Results

VENTAKAVIIDR | VENTAKAV | o
Study Endpoint (MeansSD) | (Mean s SD rence
N N {Mean 4 SD)
195% C1} [95% C1 [es% ¢}
286 +1.87 2354+ 1.03 0.51 4. 2.08
VF detection time {seconds} n=26 n=26
{2.14, 3.58] [1.85,2.75) {0.28,1.30]

62. implant Study

The purpose of the implant study was to confirm that the VENTAK AV I DR
could sense, detect, and defiver ventricular tachyarrhythmia therapy. In
additlon, the adaptive-rate pating function was evaluated by exercise testing.
Fifty-two patients were enrolled and implanted in 18 centers outside the U.S.

Patients Studied: The patiants (46 M/ 6 F) had a mean age of 60 ysars
(range 30 to 78) and a left ventricular ajection fraction of 36% (14% o 76%).
Mast (86%) presented with coronary artery disease or ischemic
cardiomyopathy and 63% p i with phic g

tachycardia (MVT) as their primary arhythmia.

Methods: This was an observational study. No control group was used.
Patients underwent standard AICD implant p and ware evall dat
predischarge, 1 month, and 3 months postimplant. At the one-manth
follow-up, an exercise test consisting of & 6 minute brisk watk or 6 minutes of
stair climbing was required for all patients inciudad in the study if the
accelorometer sensor was programmed on. The purpose of the exarcise test
was to verify if there was an adequate rate response of tha sensor under
exercise conditions. After the test, the device was interrogated to verify if the
rate response during activity functioned according to patient need. If the rate
response was insufficient, the trending function was used to optimize the
sensor settings.

Results: The mean implant duration was 3.03 months (range 0.23 10 3.8)
with a cumulative implant duration of 157.4 months. All patients were
implanted in a lead alone configuration. Two patients were iater revised to add
SQ arrays. The mean DFT for 26 patients who were tested under a step down
to faliure protocol was 10.3 J stored energy. A total of 432 episades of
ventricular arrhythmias (VF/PVT and MVT) ware treated including
spontaneous (n = 112) and induced {n = 320). Thres patients had episodes
that were not convarted by the device. One patient had 4 VF episodes during
DFT testing at implant that were not converted by the device and were
converted extarnally. A second patient had an electrical storm directly
postimplant in which two episodes of MVT ware converted externaily; the
device detected all spisodes appropriately and used muitipie attempts to
deliver therapy for all episodes in the storm. A third patient’s MVT accelerated
to VF and was successfully terminated by the device. All other episodes of
ventricular arrhythmias were converted by device therapy. There were two
patient deaths: one was classified witnessed, noncardiac, nonsudden, and
the other was dlassited unwitnessed, assumed sudden.

Forty patients had the sensor programmed "ON” and performed an exetcise
test. The remalning patients wers not tested for the following reasons: patient
had sinus rhythm and did not require adaptive-rate pacing, patient could not
tolerate exarcise testing, and patient death. Nominal settings were
appropriate for 80% of patients tested; in all cases, the physician was able to
program appropriate adaptive-rate settings to accormmodate patient need.

Table 4. Implant Study Results

VENTAK AV Il DR
Mean & SD
Effectivenass Measure 85% ¢y
N
10.3+3.7
Defibrillation threshold (J) stored energy [8.8,11.8]
Safety Measure Rate (%)
Operative mortality 1821 ._9%)
[ efficaey for all-ventri i 425/432 (98.4%)

7. PATIENT SELECTION AND TREATMENT
7.1. Individualization of Treatment

Expected benefits. D ine the exq d device benefits
cutweigh the possibility of early devica replacement for patients whose
ventsicular tachyarrhythmias require frequent shocks.

Drug-resistant SVTs. Determine if the device and programmable oplions are
appropriate for patients with drug-resistant sup tricular tachyarrhythmi
(SVTs), because drug-resistant SVTs can Initiate unwanted device therapy.

Dual-chamber modes. DDD(R) and VDD(R) modes are contraindicated as
follows:

* In patients with chronic refractory atrial tachyarrhythmias {atrial fibrillation
or flutter), which may trigger ventricular pacing
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+ Inthe presence of slow retrograde conduction that induces pacemaker-
mediated tachycardia (PMT) which cannot be controlled by reprogramming
selective parameter values

Atrial pacing. In DDD(R), DDI(R), and AAI{R) modss, atriat pacing may be
ineffective in the presence of chronic atrial fibrillation or flutter or an atrium
that does not respond to electrical stimulation. In addition, presence of
clinically significant conduction disturbances may contraindicate the use of
atrial pacing.

NOTE: i a separate pacemaker is desired, a 7 bipolarp is
recommended. Refer o the VENTAK PRIZM AICD Systemn Guide for informa-
tior about required pacemaker/AICD inleraction testing and procedures.

Direct any question: g the individualization of patient therapy to your
Guidant reprssentatwe

7.2. Evaluating Prospective Patients

Pectoral or abdominal implant site. Evaluate the prospective patient's size
and life activities to determine whether a pectoral or abdominal implant is
suitable.

Electrophyslologic {(EP} testing. itis strongly d that

for ICD therapy have a complete cardlac evalualion Including EP testing. EP
testing should identiy the classifications and rates of all the ventricular and
atrial arhythmias, whether spontaneous or induced during EP testing.

Exercise stress tesfing. If the patient's condition permits, use exercise
stress testing to:

« Determine the maximum rate of the patisnt's normal rhythm

* ldentify sup wricular yarthythmia

* ldentify induced tachyarrhythmias

The maximum exercise rate or the presenca of supraventricular
tachyatrhythmias may influence selection of programmable parameters.
Holter monitering or other extanded ECG monitoring also may be halpful.

Anti ic drug If the patient is being treated with
anharrhythmrc or cardlac drugs. the patient should be on a maintenance drug
doss rather than a loading dose at the time of {CD implantation. If changes to
drug therapy are made, repeated arrhythmia inductions are recommended to
verify ICD detection and conversion. The ICD also may need to be
reprogrammad.

Changes in a patient's antlarrhythmic drug or any other medication that
affects the patient's rate or conduction can affect the rate of tachyarthythmias
and/or efficacy of therapy.

8. MAINTAINING DEVICE EFFECTIVENESS

Perform follow-up testing to maintain continued varification of detection and
therapy efficacy. Refer to the VENTAK PRIZM AICD Systern Guide.

8.1. Pulse Generator Longevity

Based on simulated studies, it is anticipated that VENTAK PRIZM 2 pulse
generators have average longevity to ERI as indicated In Table 5, The

1S, ing for the energy used during manufacture
and s10rags (approximately six months), apply at the conditions shown below.

Valuas apply whether Electrogram Storage is programmed On or Off.

Table 5. Pulse Generator Life Exp y E 1o ERl)®
VENTAK PRIZM 2 DR and VENTAK PRIZM 2 VR Models
Maximum- DODR
Energy VViMode | VVIR Mods | DDD Mode Mode
Pace/Sense % | Charging {Years) (Years) (Years) (Years)
Frequency
| 0%pecing]  Quarterly 6.6 65 64 6.3
0%pacing{ Monthly 52 5.1 5.0 50
15%pacing |  Quartetly 84 64 6.3 6.2
15% pacing | Monthly [X] 50 49 49
50%pacing} Quarterly 62 6.2 6.0 59
50% pacng Monthly 5.0 4.9 48 47
100% pacing | Quarterly 8.0 6.0 56 85
100% pacing|  Monthly 49 48 45 35

T 1 ks s
The iongevity of the pulse genaerator decreases with an increase in the pacing
rate, pacing pulse amplitude, pacing pulse width, percentage of bradycardia
paced to sensed events, or charging fraquency, or with a dacrease in pacing
Impedancs. Device longevity aiso is reduced if the Patient Triggered Monitor
foature is programmed On (refer 1o the VENTAK PRIZM AICD System Guide).
A maximum-snergy shock is equal to approximately 11 days of monitoring.

9.  PATIENT COUNSELING INFORMATION

* The AICD pulse genarator is subject to random component failurs. Such
faflure could cause inappropriate shocks, induction of arrhythmias or
inabllity to sense arrhythmias, and could lead fo the patient’s death.

* Persons administering CPR may experience the presence of voitage on
the patlent’s body surface (tingling) when the patient’s AICD system
delivers a shock.
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* Advise patients to contact their physician immediately if they hear tones
coming from their device.

9.1. Patient Manual

A copy of the patient manual is provided with sach device for the patient,
patient’s i and other i people. Discuss the information in the
manual with concerned individuals both before and after pulse generator
implantation so they are fully familiar with operation of the device. (For
additional copies of the patient manual, contact the nearest Guidant sales

representative or contact Guidant at the phone Rumber on the back cover of
this manual.)
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