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JEWEL® AF 7250

Dual Chamber Implanfable Cardioverter
Defibrillator

Prescriber's Package Insert

Caution: Federal law (USA) restricts this
device to sale by or on the order of a
physician.
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Nominal Specifications
Maximum Defibelllating

Model #  Shock Lead™bes Pacing Lead®? Dimensions  Volume  Mass
Energy Connection Connection WxHxD

7250G 274 Two DF-1 Two iS-1 bipolar 76 x55x16mm 56 cc 85¢g
. (32 mm) {3-2 mm)

T250H 274 Three DF-1 Two IS-1 bipolar 79x55x16mm §&7cc 86g

(32 mm) 3.2mm)

Case Material Titanium

Header Materlals Polyurethane, silicone rubber

Power Supply Lithium sliver vanadium oxide (6.4 V nominal)

® The ICD case serves as a defibrillation electrode.
b For lead compatibikty information, refer 10 tha next page and the waming "Lead System” on page 5.
€ The DFR-1 ports will not accept a 3.2 mm in-kne bipolar lead.
9 DF-1 refers to the international standard ISO 11318:1993.
1S-1 refers to ISO 5841-3:1992(E). :

Lead Connections
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Jewol, Active Can, CapSure Fix, Capsure SF, GEM,
Sprint, and T are trademarks of Medironic, Inc.
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Lead Compatibility
The ICD Is designed to accept DF-1 and IS-1 bipolar lead ¢« ¥ The Medtronic leads listed below are

directly compatible with the Jewe(® AF ICD.

Model Placement Fixation
Multipolar Pacing / Sensing / High Voitage Leads

Sprint 6932 RV Tines

Sprint 6942 RV and SVC coils Tines

Sprint 6943 RVorRA Extendable Screw
Spiint 6945 RV and SVC coils Extendable Screw
Transvene RV 69345 RV Tines

Transvene RV 6936 RV Extendable Screw
1S-1 Blpolar Pacing / Sensing Leads

SureFix 5072 Atrium Fixed Screw
CapSure Fix 6940 Atrium Extendable Screw
CapSure Fix 4568 / 5568 Atrium {J-curved) Extendable Screw
CapSure Fix 4068 / 5068 Atrium or Ventricle Extendable Screw
CapSure SP 5024M Ventricle Tines

DF-1 Unipalar Cardioversion / Defibriifation Leads

Transvene 6933 SVCorCS v Passive
Transvene 6937 - svC Passive
Transvene 6937A SVCorCS Passive
Transvene 6939 SQ patch Suture

Modet 6721 Epicardial Patch Suture

T e o e T " .
- DF-1 refers to the international standard 1SO 11318:1993.
1S-1 refers to 1SO 5841-3:1992(E).
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1 DEVICE DESCRIPTION

The Modef 7250 Jewa!® AF implantable Cardioverter Defibrillator (ICD) System is & muttiprogrammabie,
implantable cardioverter defibritiator that monitors and reguiates a patient’s heart rate by providing atral and
ventricular artthmia therapy, and single or dual chamber bradycardia pacing.
mmWAFhmmmwmmmmmmmd
atrial Rbrillation (AF), atrial tachycardia (AT), ventricular fbrillation (VF), ventricular tachycardia (VTs), and
bradycardia. When an arrhythmia Is detected, the implantable device delivers defibriltation, cardioversion,
antitachycardia pacing, or bradycardia pacing therapy.

mmmmomu’muco mngwmmueduomc'rmmne'cssvcmesanmd.
and other feads and cardioversion/ defibriltation leads, constitutes the
wmmdumsmmmmmumum:ymmhmmduﬂm

mmmmaymmdahmw . (Patient Assistant), the patient can request delivery
of atrial cardioversion therapy as programmed by the physician.
1.1 Programming Options
1.1.1 Tiered Therapy for AT
Up to six automatic AT therapies are available for device-detected AT:
AT Therapies 1 -2 Programmable to Antkachycardia Pacing {or Skip)
AT Therapy 3 Programmable to 50 Hz Burst Pacing (or Skip)
AT Theraples4 -6 Programmable to A-Defib {or Skip)}

1.12 AT Therapy Programming Sequence Options:
Antitachycardia Pacing only

Antitachycandia Pacing — 50 Hz Burst Pacing
Antitachycardia Pacing — 50 Hz Burst Pacing — A-Defid
50 Hz Burst Pacing only
50 Hz Burst Pacing — A*Defib
A-Defib only
113 Tloted'ﬂterapyforAF
Up to six ic AF therapies are available for device-d d AF:
AF Therapy 1 Prograrmable 10 50 Hz Burst Pacing (or Skip)

AT Theraples 2-6 Programmable 0 A-Defib (or Skip)

1.14 AF Therapy Programming Sequence Options:
50 Hz Burst Pacing only
50 Hz Burst Pacing —» A-Defib
A-Defib only

1.2 Model 6937A Transvene® CS/SVC Lead
mmmrmsm‘mwmm7Awk;WMIm7swmm
mmaammwmodmmuamm«mmmwwmm
body(sgvﬂ!;‘as.mmodﬁaﬂasﬂwp(aoemhmemqm(CS)mMmhmewpemrm
* cava
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2 [INDICATIONS AND USAGE
mmnwaﬁ@msmblnmwwmm.mmmmu
treatment of patients with:

o symplomatic, drug-refractory, atrial fibrittation, and/or

= life-threatening ventricular tachyarthythmias.

Notes: Assoclated with atrial tachyarrhythmia treatment.

1. Use of the ICD system has not been demonstrated to decrease the morbidity refated to atrial

2. The effectiveness of High Frequency Burst pacing (A-50 Hz Burst therapy) in terminating device classified
atrial tachycardia (AT) was found o be 11.7%, and in terminating device classified atrial fibrilation (AF)
was found 1o be 18.2%, in the patient population studied.

3 CONTRAINDICATIONS

Do not use the Jewef® AF system in:

= Patients whose tachyarrythmias may have transient or reversible causes, such as:
~ acute myocardial infarction,
- digitakis intoxication,
— drowning,
— electrocution,
~ electrolyte imbalance,
- bypoxia,
- sepsis.
Patients with incessant VF, VT, or chronic atrial tachyarrhythmia.
Patients who have a unipolar pacemaker.
& Fatients whose pdmary disorder is bradyamhythmias.

4 WARNINGS AND PRECAUTIONS .
® Resuscitation availability. Do not perform ICD tasting unless an extemal defibriffator and medical
personnel skilled in cardiopulmonary resuscitation (CPR) are readily available.
- I.ud system. Do noulse another manufacturer’s lead system withowt demoastrated compatbﬁiy as
g of ivity and fallure 1o deliver necessary therapy coukd result. s

Ao

- Mwmlmdw'lmwmﬂmmmwmmwn gr quip
which could prodi 0 during impl Resutting arhythmia induction could
munhlnpaﬁmfsdeam.

* Awolding shock during handling. Program the ICD to OFF during surgical implant and explant, or post-
mmpmmmmnmmdewnemmnmmmmmmmm
while the ICD s charged.

L Mmmamm:w:mwawmwmdeswmm

coagulation protocols.

- Sutpondonol\nnﬂuﬂar ing. There is no backup bradycardia pacing in the ventricle during atrial
pacing (ATP).
= Occurrence of stroka. Following an ischemic or cerebrovascutar accident, disable atrial defioriltation
therapies until the patient has stabiized.
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4.1 Stedllization, Storage, and Handling

Restexilization. Do not resteriize and re-implant an explanted ICD.

“Use Before™ Date. Do not implant the ICD after the “Use Before™ date, because the battery’s longevity
could be reduced.
uwummmwmeorm&sNMmemmmw
ordumgad.bemmehhtagntyo(meaerlepad\aommu compromised. Retum the ICD to

mwsmumhndmammwmmhum and sources of
0 avoid ICO d port the ICD bety -181055°C
{010 131 ‘F). beewsebmpemmresomddahsranoeoulddwwoehm

WNIMMMNWMMMWWNMWWMMWMBD
rapid ture changes coukd affect inftial ICD function.

¥

4.2 Implantation and ICD Programming

Memaudmw\gofmehmm«ageeapmocseouuenmdmelcodmgem Program the ICD to
condition the ically, or perform a test charge lo form the capacitors manually every six
mm&w(iunelcohasnotduamedlohsmxinumenergy)
Usa only Medtronic programmers, application software, and accessories to communicate with the ICD.
Positloning & magnet or the programming head over the ICD suspends detection and treatment. The
magnet does not alter bradycardia therapy.
End of Life (EOL). Replace the ICD when the prog displays an EOL and a battery
volhged450vduwhsshmwdntemphoemmkmemmndeduhemmdsphysa
Charge Circuit Timeout or Charge Circult Inactive message.
Program ICD parameters such as sensitivity thresholds and detection intervals according o the
recommendations in the technical manual.
Program the first atrial defibrillation therapy to two times the atrial defibrillation threshold, or the maximum
output.
th&rﬁﬁnmwerdmmﬁcmhldetbﬁhhonw“hpaﬁmmexpedmkw
pisodes of atrial tachyarrhy
$ fon of L g-Thereis nob p bradycardia pacing in the ventricle during atrial
-wmdiyealdlapadm(AI’P) The“lnlﬁaMPuses paramewrshouidnotbeaeﬂohmenlmsbr
lar pace ok

4.3 Lead Evaluation and Lead Connection
8 For lead resterilization, use ethylene oxide only. Do not resterilize more than one time.

Do not tie a ligature directfy to the lead body, tie it too tightly, or otherwise create excessive strain at the
insertion site as this can damage the lead.

Do not Immerse leads in mineral oil, sllicone off, or any other hiquid.

Do not grip the lead with: surgical instruments.

Do not use ive force or surgical instr to insert a stylet into a lead.

Use the same polarity evaluated during testing when connecting the Jeads to the ICD 1o ensure
deﬁbﬂlaﬂmoflect’veness

Do not use i leads in pati wlhtrh.lspidmhediseaseoumed\ardcd
prosﬂnﬁchimspﬁmlve.UuMﬂwauﬂmhpaﬁmuﬂﬂubbpmsﬁeﬁc ve,

Use the correct suture sleeve (when needed) for each lead 1o immabilize the lead and protect it against
damage from lgatures.
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s Ensure that the defibrilation lead impedance Is greater than 10 ohms. An impedance below 10 ohms
could damage the ICD,

» Do not kink the leads. Kinking leads can cause additional stress on the leads, possibly resulting in lead
fractura.

» Do not suture directly over the lead body as this may cause structural damage. Use the lead anchoring
sleeve 10 secure the load lateral to the venous entry site.

= {sad of Active Can® elactrodes in electrical contact during a high voRage therapy could cause current ©0
bypassl\ehem,posdblydamaghgﬂnlcomdhads Mubmlcokmmwhmm
sure that no therapeutic el s, stylats, or guidewlres are & g or connecied by an accessory low
impedance conductive pathway. Mmobfeasmdemmmﬁvemamdds(aa..mhm
guidewire) well away from afl electrodes before a high voltaga shock is defivered.

= | a pacing lead is abandoned rather than d, it must be capped to that it is not a pathway
for currents ta or from the heart. .

= [f a header port is unused on the ICD, the port must be plugged to protect the ICD.

= Refer to the lead technical manuals for spedific insiructions and precautions.

4.4 Follow-up Testing

= Enmmﬂnimmwdeﬁbmhlmmmedmlpemmwlddbdnmrdwmmmdhﬁon(@ﬁ)
are present during post-implant ICD testing should the patient require extemal rescue.

& Be aware that changes In the patient’s condition, drug regimen, and other factors may change the
defibriliation threshold (DFT), which may result in nonconversion of the arrtiythmia post-operatively.
Successha conversion of ventricular fibriltation or ventricutar tachycardia during testing is no assurance
that conversion will occur post-operatively.

4.5 ICD Explant and Disposal

= |nterogate the ICD, and program the ICD to OFF and disable ICD functions prior (o explanting, cleaning,
or shipping the ICD 1o prevent unwarnted shocks.

= Retum all explanted pulse generators and leads o Medtronic.

a Never incinerate the ICD due to the potential for explosion. The ICD must be explanted before cremation.

4.6 Environmental and Medical Therapy Hazards
Patients shouid be directed to avoid devices that g strong electric or tic intarference (EM(). EMI
oouldewsomdﬂmcﬁmwdamagewsuﬂmghmndetecﬁmordeﬁmrydmedod . Moving away
from the interference source, or turning it off, usually allows the ICD to retum to its normal made of operation.
4.8.1 Hospital and Medical Environments :
* Electrosurgical cautery could induce ventricular arrhythmias and/or fibrlllation, or may cause device
Mmmadanma&Nuseddecmeauteqkmoessamepohrwigumhmmmded
whenever practical. Also, the path and (i y Is used) the ground plate
shoddbelaeptashrawaylmmmnndleadsasposus(mimnumdwun[sb(imsn.
= External defibriltation may damage the ICD or may result in temporary and/or permanent myocardial
dmmmudmﬂmhwﬁmumllswnwmwmmmmm
Minimize current flowing through the ICD and lead sy by & g these p ions when using
exiernal defibrillation on a patient with an ICD:
Nshmdommnpaddesashrmmlwaspossbh(nﬁmmdlsmfﬁvehdmn
Minimize current flowing through the ICO and lead system by positioning the defibrillation paddies
perpendicular to the implanted ICD-lead syst
— Use the lowest clinically appropriate energy output (watt seconds).
— Confirm ICO function following any defibrillation.
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= High radlation sources such as coball 60 or gamma radiation should not be directed at the ICD. If a
patient requires radiation therapy in the vicinity of the ICO, place lead shielding over the device o prevent
mdiatbndmnageandeonﬁnnhs!mcﬂonaﬂermmnt

L Llﬂvoﬁpcymaypennuwutydmgehela)nlhmﬂwwmummmﬂﬂm
must be used, keep the ICD at least 2.5 to § cm [one to two inches] from the focal point of the Bthotripsy
beam.

L] mqnwcnmnmmging(MMJdendbelsedmpamnuwhohawmmbmsedm
potential damage to

L Rldlofuquoncyabhﬂonpmoedurelnapemmhmlooeouldcauselcomnumnonofdumge.
RF ablation risks can be minimized by:

— Programming the ICD io Off.

— Avoiding direct bety the ablation catheter and the implanted lead or ICD.

~ Positioning the ground plate so that the curent pathway does not pass through or near the ICD
system; Le., place the ground plate under the patient’s buttocks or legs.

— Having defibrillation equipment avalable.

4462 Home and O tional Envi; t .

'ngl\vdlagopomrhnun lon lines could g it igh EMI to interfere with ICD operation if
approached 100 closely.

» Communication equip t such as mk iters, line power ampiifiers, or high power
amateur transmitters could g gh EMI to interfere with ICD ion if approached too closely.

s CWlalclmewmummm&mmeuwmmmM

h EM! to Interfere with ICD operation If approached too closely.

- Hm-pplhnenMﬂd\mhgoodworkhgordermdpmpedygmMeddomtmmwm

enough EMI 10 lnterfere with ICD operation. There are reports of ICO disturb caused by electrical

handloolsoreledticmuseddimdiymrmemkw\mm.

« Static magnetic fleids. Patients should avoid equipment or situations where they would be exposed to
static magnetic fialds (greater than 10 gauss or 1 millitesla) magnetic fields since it could suspend
detection. Examples of magnetic sources that coukd interfere with | [CO operation include: stereo
speakers, bingo wand, extractor wand, magnetic badgas, or magnetic therapy products.

Elocmmlc Nﬂdo Surveiitance (EAS) - Eloctronic Article Surveillance (EAS) equipment such as retail theft

may int with the ICD. Patients stiould be advised to walk directly thwough, and not to
mulnmarmEASsyslemlongeﬂtanlsneoessary.

Celiular Phones ~ Celuhrpimsmaymmawwlmeinplamedlcommincbsepmdmﬂyhhe

device. Pationts should maintain a min tion of 15 i {six Inches] between the phone and

the implanted ICD, hoidﬁleplmbﬁ\eearopposﬂeﬂ\eddedhemplmdlco and store the phone in

a location opposite the gide of the implanted device.

s The ICD has been tested to the frequency ranges used by the cellular phones included in Table 1. Basad
on this testing, the ICD should not be affected by the normal operation of such cellar phones.

= The ICD contains circuitry that allows usage without interaction (when programmed 0 nominal sensitivity)
of alf celular phones having ane of the transmission technologies listed in Table 1. These transmission
technologles represent most of the celiutar phones in use worldwide. Patients can cortact thelr local
celiular phone secrvice provider to confirm that the provider uses one of these technologies.
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Table 1. Celivlar Phone Transmission Technologles

Transmission Technology Frequency Range

Analog
M (Frequency Modufation) 824 - 849 MHz
Digital TOMA®
North American Standards

NADC® (TDMA - 50 Hz) 824 - 849 MHz

PCS® 1800 1850 - 1910 MHz
International Standards

Gsmd 880 - 915 MHz

{minimum of 2.5 cm from CD recommended)]

ocs*® 1710 - 1785 MHz
Digitat CDMA

COMA - DS! 824 - 849 MHz

& Time Division Multiple Access

b North American Digitat Celiular

c:-. d C. 10 aad .\’

4 Global System for Moblia Communications
® Digital Celislar System

! Code Division Multiple Access - Direct Sequence
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5 ADVERSE EVENTS (AF-Only Patients)
The clinical study of the Model 7250 Jewel® AF system for AF-only patients Is summarized below.
Table 2. Patient Enrolkment, Device implantations, and Follow-Up, AF-Only Study

Patiert envolment (wordwide) 146 patienis
Pationts implanted with Jewe!® AF 144 patients
Cumulative patient follow-up 1838 months
Average individual patient follow-up 12.6 .62 months

mrem&deaﬂn(s.ﬁ%)lni\eus-paﬁemciwdsmdyCamofdeamlsdassaiedbynnmasﬁgabr
and the independent clinical events commities were as follows: one death aliributed to ventricular fibrliation

amest (37 days post-implant); one death attributed fo congestive heart fallure (89 days post-implant); one
death atiributed to pneumonia (251 days posat-impian); one death attributed %o post-heart lransplant
complications (390 days postdmplant); mdeamamhnedhnfmoqmmhmmwmm
(444 days post-implant); one death attributed to i /respi Hw(mdq:podm).
mdoahmhmdhunh\owneauae(ﬁsdayspoﬂﬂplm) meduhlimuted hyperkalemia (476
days post-implant).

Theulowhgtaﬂehdwsskudeneeowveetypesof gy {cardi lar accident, death,

and new onset ias) g pat hlhe1250AF-OninMACﬁ|anemepdme
population (N=146). 'l'tisbabbhasbeenstraxxﬁedby i {EF) as d within six
mmprmmMMMum&demmmMaw
diffe in rate of ach among the three groups (Pearson chi-square test, p=0.002), with
paﬂmlshihowaFgroupEFAO%)sWeﬁngslgﬂﬁcanﬂymmadve:seamnesmmhhm
two groups (p<0.001). The high EF group (EF>40%) and the unknawn EF group did not ditfer significanty
(p=026).

Table 3. Patients Experiencing Adverse Out by Ejection Fraction, AF-Only Study (N=146)
EF Group CVA Death New VIIVF Totat®

EF = 40% (n=28) 136%) 4(143%) 6(21.4%) 10(35.7 %)
EF > 40% (n=67) 3(4.5%) 1(1.5%) 1(1.5%) 5(76%)

EF unknown (n=51) 0 (0.0 %) 3(5.9%) 4(78%) T(13.7%)
Total (N=145) 427 %) 8(55%) NEs%  2(151%)

2 One patient who experienced new oaset VT/VF subsequently died, so row totals do not all add up.

10
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Table 4 st izes adverse events experienced during the clinical lavestigation.
’ Table 4. Adverse Event Summary, AF-Only Study

Adverse Eveat Summary Number of Number of Percent of
(N=146)" events patients pationts
Adverse Events at kmplant 1t BT 75%
Complications 26 23 158%
Observations 221 97 66.4 %
Non System-Related Adverse Events 322 95 65.1%
Total Adverse Events 580 131 89.7%

* Over a cumulative follow-up of 1838 months.

Table 5 reports sy d ady events at implant. Table 6 reports system-related complications post-
lmplant.Tableﬁepmusys&enHelatedobsewamEadl d event was reviewed by an independent
clinical events committee 1o determine whethier it was refated to the ICO system.

Table 5. Ady Events Related to ICD Sy at kmplant, AF-Only Study (N=146)

#of
Events # of Patients % of Patients

Early recurrence of AF (ERAF) 4 4 27%
Shoulder pain 2 2 14%
Congestiva heart fallure 1 1 0.7%
Inappropriate detection 1 1 0.7%
No device implanted (atrial myopathy) 1 1 0.7%
No device implanted (high ventricular DFT) 1 1 0.7 %

1 1 07%

Oversensing
Total 1 1 75%
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Table 6. Complications® Relatad to ICD System Post-implant (N=146)

E:e:'h # of Patients % of Patients
Lead dislodgement 11 10 68%
Atrial foritation 3 3 21%
Hematoma 2 2 14%
Infection 2 2 14%
Allergic reaction 1 1 0.7%
Anxiety 1 1 07%
Inappropriate detection 1 1 07%
Lead failure 1 1 07%
Pacemaker syndrome 1 1 0.7%
Patient unable to tolerale therapy 1 1 0.7%
Skin irritation 1 1 0.7 %
Total 26 23 158 %
® Complications are adverse events that required invasive intervention.
Table 7. Observations® Related to ICD System, AF-Only Study (N= 146)
#of # of % of
Adverse Event Events Patients Patients
Inappropriate detection /1 27 185%
Failure to cardiovert / defibdilate 26 19 13.0%
incisional pain 23 2 15.1%
Atriad fibeltation 17 15 103%
Oversensing ] : 16 16 1.0%
Patient activator 12 1] 75%
Anxiety 10 7 48%
Shoulder pain 9 9 62%
Homatoma 8 8 55%
Undersensing 6 4 27T%
Bleedinghemormhage 4 4 2.7%
Defibrillation therapy 4 4 27%
4 4 2.7%

Nausea
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Table 7. Observations® Related to ICD System, AF-Only Study (Nx 145)

#of #of . % of
Adverse Event Events Patients Patients
Failure 1o capture 3 3 21%
Pacing therapy 3 3 21%
Other (Fewer than three events) 35 30 205%
Total Obssrvations® 221 a7 664%
(Including singie observations)

& Observations are adverse events that did not require invasive intervention.
b Observations that occurred in only one patient are fisted following the table. Some patients had
more than one type of adverse event.

Single Obsecvations in the AF-Only Study — Each of the following was observed once in one patient:

«  Atrial rate stablization (ARS) Off = Ecchymoasis
= Atrial rate stabilization {ARS) On = Edema

s Cerebrovascular accident = lnfection

= Chest wall pain = Neuritis

= Depression = Pacing thweshokd
= Development of VT / D progression = Pleural effusion
& Diaphragmatic stimulation = Pneumothorax
= Dizziness « Theombus

* Early recurrence of AF (ERAF)

5.1 Potential Adverse Events
Adverse events assoclated with ICD systems, in addition to those reported in the tables above, Include:
Cardiac perforation; Candiac tamponade; Caronary sinus perforation; Emmhwghmeﬂdn.mm

False sensing; Fibrotic tissue growth; Fluld accumulation; R of by or ¢ysts; Inapprop
pu&hgorw\btﬁonofnomnldectd conduction; Infection; Kelold f jor; Lead distod Loss of 7
sensing; Muscle and nerve stimul; My “"'Irrhabliy mpk _.Pedztdti_s:Psydldogbddlects.
k\dudngpsyd\obglcalhﬁolem\eehmelco imagined theraples, d dency, fear of inappropriate

therapies, and fear that therapeutic capabiiity may be lost; Re]ecbonpheno«mmaoalﬁswemacionmd
fibrotic tissue formation); and Venous perioration.

6 CLINICAL STUDIES (AF-Only Patients)

6.1 Jewef® AF Clinicat Study Design (AF-Only Patients)

A global (USA, Eurape, deanada),tquoemef pmspecdvenon—candomlzeddﬂealshdywaspeﬁamed
1 evaluate the safety (inc d complications) and etiectiveness (treatment of atrial
tachyanythmias) of the Modd7250Jewe|°AFSystomh14Gpdems.

13



6.1.1 Patent Population
The study specified that patients eligible for enroliment includad those who evidenced symplomatic, drug-
refractory atrial tachyarrhythimias. Specifically, the inclusion criteria were as follows:
The patient must have had at least two episodes of atrial Kbriitation (AF) and/or atrial flutter (AT) within the
three months prior %o implant; and
One episode must have had electracardiographic documentation; and
The episodes must have been symptomatic; and
The patient must have been drug-nefractory orintolerant (defined as fadlure of one or more anti-
drug(s) because the drug was deemed ineffoctive by the investigator or not tolerated by the patient); and
The patient must have been in sinus rhythm at the time of implant, or & must have been possitie o
cardiovert an atrial acrhythmia to sinus rhythm. Post-cardioversion, the patient must be in sinus chythm for
ane hour or longer.
6.1.2 Crossover Study
TmJewePAFAF-Onlycchaltrlalud:deda!wo—pemd two-arm, cross-over design to have atrial
' d ON vs. OFF during the first three months of follow-up, then reversed during
mmmmmmub\»up(wimpaﬂenmmngasmevmmds) This design was intended to
assess the ability of the prevention therapies to reduce the fr y of atrial arthythmias. From the sixth
mw\wud.heseﬂ\empieswempfogammedumedsaemndmemm.
6.1.3 Primary Objectives :
= System-Related Complications (; lication-free survival): the relati
mwwwmuwmmmmdmmnwWAmempmdbm

Model 72190 system.

- AF’I'heupy esﬁmuemeetfcam/dmemlkemmmefapesolmeModdnSOJewd‘AFICD

g Sp atrial tachyarhythmia episodes.

5.1.4 SQeondary Objectives
= Determine the Impact of the Model 7250 system on patients’ quality of life. i

= Estimate the relative risk of death of patients enrolled in the Model 7250 study compared to those envofled
in the Modet 72190 study.

= Estimate the positve predictive value of the Model 7250's AT/AF detection algorithm,

= Estimate the efficacy of atrial shock therapy in inating spontancous AF episodes.
* Estimale the efficacy of antitachycardia pading (ATF) and high-frequency burst (HFB) in terminating
spontaneous atrial tachycardias.
= Estimate the efiect of atriaf p: ntion therapies on the freqt y of atrial tachyarrhythmia episod
rd

= Estimate the mean atrial defibeillation threshold at implants and 3 months post-implant.
e Estimate the incidence of documented atrial shock induced ventricular amhythmia.

6.15 Control Devices
The Model 72190 was prospectively identified as the control device for comparisons involving the primary
objectives. .

The study specified that p ts were to be foliowed-up with an office viskt at one, three, and six months post-
implant, and every six months thereafter until completion of the study.

14

$3



6.2 Clinical Resuits (AF-Only Patients)

Demographic Patient Population (N x 146)

Gender 104 (71%) Male; 42 (29%) Female

Age 62.1 years (22 - 83 years)

LV Ejection Fraction 51.1% (15% - 91%)

Left Atrial Diameter 46.1 man (11.0 - 60.0 mm)

History of AT/AF 146 (100%)

NYHA Classfiication Class ! 54%
Class it u%
Class It 12%

Primary Indication History of symptomatic atrial firiiation 74%
History of symptomatic atrial fibritation and 23%
futter
History of symptomatic atrial futter 3%

Primary Cardiovascular Hypertension 45%

History (non-exclusive}
Mitra valve disease/disorder 34%
Coronary artery disease 2%
Cardiomyopathy 30%

Table 8. implant Experience, AF-Only Study
1CD and Lead implant Success (N=146) Patients
Patients In whom Model 7250 was implanted 99%
Patients who received a two-lead sy 39%
Reason Not implanted (2 patients, 1.4%) Patients
High ventricular defibrilaion threshokd T

Atrial myopathy 1

15
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6.2.1 Lead Configurations
The table below indicates the lead configurations used in the clinical study, and identifies the percentage of

the 144 patients receiving the Model 7250 Jewef® AF who were implanted with each lead system.
Table 9. Implanted Lead Configurations, AF-Only Study (N = 144)

Final lead system configurations #of % of
{ icular/ strial / y sinus) Patients Patients
6940 Atrial Lead ;
6945/ 6940 24 16.7%
6942/ 6940 19 132%
6942/ 6940/ 6937A 10 6.9%
6945/ 6940/ 6337A 7 49 %
6945/ 6940 1 6937 1 *07T%
Subtotal 61 424 %
6943 Atrial Lead
6943/6943 6 42%
6932/6943 3 2.1%
6945/ 6943 1 0.7%
6943/6943/6937A 49 340%
6932/ 6943 / 6937A 6 42%
6932/ 6943 /6937 3 21%
6943/ 6943/6937 2 1.4%
6943/6943 /6933 1 0.7%
6943 /6943 / 6940 1 0.7%
Subtotal 72 60.0 %
Other Lead Configurations
694574558 2 1.4%
6942/ 5554 1 0.7%
6942/ 5554 / 6937A 3 21%
6942/ 13887/ 6937A 1 07%
6942/ 4269/ 6937A 1 0.7%
6942/ 4592 1 6937A 1 0.7% -
6945/ 4068 / 6937A 1 0.7%
6721L/5071/438 / 6721M 1 7%
Subtotal 11 76%

622 Tiered Therapy Programming Sequences
Programmed settings for atrial therapy p eters that d in the PMA patients at baseline, three
months, and the six month follow-up (database cutoff of May 31, 2000) are presented in the following table.




Tabie 10. Device Progranxning at Baseline, Three Months and Six Months, AF-Only Study
Baseline Three Months Six Months

(n=144) (n=130) (n=124)
AT Theraples
None
ATP only 64 (44.4%) 49 (37.7%) © 44 (355%)
HFB only -0- 3(23%) 2(1.6%)
Shock only 3(2.1%) 3(2.3%) 2(1.6%) °
ATP+HFB . 27(188%) 40 (30.8%) 48 (38.7%)
ATP+Atrial Shock 14 (9.7%) 9 (6.9%) 9 (7.3%)
HFB+Alrial Shock 2(1.4%) 2(15%) 2(1.6%)
ATP+HFB+Atrial Shock 16 (11.1%) 16 (12.3%) 14 (11.3%)
AF Therspies
None 44 (30.6%) 34 (262%) 30 (24.2%)
HFB only 30 (20.8%) 49 (37.7%) 53 (42.7%)
Atrial Shock onty 32 (222%) 26(200%) = 21(169%)
HFB+Atrial Shock 38 (26.4%) 21(162%) 20(16.1%)
Atrial Shock Theraples
None 21 (14.6%) 15 (11.5%) 12(9.7%)
AF shock only 27 (18.8%) 10 (7.7%) 10 (8.1%)
Pafient Activated shock only 52 (36.1%) 68 (52.3%) 70 {56.5%)
AT+AF shocks 19 (13.2%) 13 (10.0%) 11(8.9%)
AT+Patient Activated shocks 1(0.7%) -0- 1(0.8%)
AF+Patient Activated shocks 9 (6.3%) 7(5.4%) 5 (4.0%)
AT+AF +Patient Activated shocks 15(104%) - 17(13.1%) 15 (2.1%)

6.3 Primary Objectives (AF-Only Study)

6.3.1 mmw"pﬂaﬂom
th ‘me bjecti hmetwhenhemﬁoofﬂreuppermaded%pemwnﬁdmoebomdmhe

o risk of -related comp g the Model 7250 Jewel® AF 1o the Model 72190, is
lesimorequdlohae.
Resutts - The primary objective of complication-free survival was met. The resulls included the following:
System Related Complications Relstive Upper
Risk Bound

Model 7250 Jowel® AF vs. Model 72180 1.31 225
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Months since enroliment
Number at risk k
— 7250 146 134 130 124 120 17 108
--w- 72190 869 521 389 312 312 204 173
mt.m{ummm(wmmm;mmmmomsmy
6.3.2 Termination of Spont: Atrial Arrhythmi
Hypothesis ~ The objecti ismelwhenmmerone-sidedss%eoummundonmeaecﬁmoi
th ias in inati ok ahialepisodesdoesnolgobetowTS%.FofﬁsNghameof

effectiveness, the sequence of therapies del d for the episode must includ at least one atrial shock.
Rem:-mwsSWsmnmew&Wﬂtdyddedeeﬁsodes,mmedmm
(107)paﬁentsexperleludama|o(1200... atrial episodes which were treated with a saquence
onhempieswhichMudedulmlmeluumdﬁmopkodes,Iwz(stw)mmwny
WMmmmeammimdesﬁmﬂmequaﬁas(GE)mlys&de
mmawmssksss%wmnmmssxm

etfoctiveness,
of 81.7%. Thus, this primary objective was met.
Tabile 11. Atrial Shock Efficacy for AT and AF Episodes
# Episodes Terminated / # Eplsodes Treated  GEE Estimate Lower Confidence Bound
1092/1200 (91.0%) 85.9% 81.7%

Table 12 provides a iled breakdown of the 4859 appropriately detected AT/AF epk des by the sequence
of therepies delivered. '
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D

leblzB of Spont. AF/AT Episodes by Therapy Sequence, AF-Only Study

'\ B
Therapy Sequences Episodes Su Eplsod S
*aATP, 50 Hz, 8ATP, A-Defib, aATR. A- 1 1 ) 0
Defib .
*aATR, 50 Hz, A-Dofib, 50 Hz, A-Defib, 50 1 1 0 0
Hz, A-Def :
*aATP, 50 Hz, SATP, 50 Hz, A-Defib, 50 1 1 0 0
Hz, A-Defb
*8ATP, 50 Hz, aATF, A-Defib, sATP, 50 Hz 1 ) o 0
aATP 1406 1043 ) 0
8ATP, 50 Hz 872 136 o °
8ATP, 50 Hz, aATP 24 4 0 0
ATP, 50 Hz, aATP, 50 Hz 78 3 0 0
ATP, 50 Hz, aATP, 50 Hz, aATP ) 0
SATP, 50 Hz, aATP, 50 Hz, aATP, 50 Hz 4 0 0 0
*aATP, 50 Hz, aATP, 50 Hz, A-Defib 18 7 ° 0
“aATP, 50 Hz, aATP, A-Defib 5 3 0 o
*aATP, 50 Hz, aATF, A-Defib, aATP, 50 2 1 0 °
Hz, A-Defb
*8ATP, 50 Hz, A-Defib 206 185 0
*aATP, 50 Hz, A-Defib, aATP, 50 Hz, A- 2 2 ) 0
Defib
*aATP, A-Defib 84 77 ) 0
*aATP, A-Defib, aATP 1 1 ) )
“8ATP, A-Defib, aATP, 50 Hz 1 ) 0 0
50 Hz 128 2 409 227
50 Hz, sATP 0 0 265 61
50 Hz, sATP, 50Hz 0 ) 437 56
50 Hz, 8ATP, 50 Hz, sATP 0 ) 7 1
50 Hz, 8ATP, 50 Hz, sATP, 50 Hz 0 0 2 1
50 Hz, aATP, 50 Hz, aATP, 50 Hz, aATP, 0 0 1 0
50 Hz
*50 Hz, aATF, 50 Hz, 8ATP, 50 Hz, A- 0 ° 5 5

Defib

19



Table 12 By of Sponty AF/AT Episodes by Therapy Seq , AF-Only Study

AT A
"lhmpysoqumm Episod St Episod Su
*50 Hz, sATP, 50 Hz, aATP, A-Defib
“S0 Hz, sATP, 50 Hz, A-Defib
S0 Hz, aATP, 50 Hz, A-Defib, aATP
*50 Hz, aATP, A-Defib
*50 Hz, aATP, A-Defib, 8ATP, 50 Hz, A-
Defib

© 0o o ¢ o
o 0o @& © o
-

(-]

<

*50 Hz, aATP, A-Defib, aATP, A-Defib
*50 Hz, A-Defib 48
“50 Hz, A-Defib, aATP

*50 Hz, A-Defib, 50 Hz, A-Defd
*A-Defib

*A-Defib, 8ATP

*A-Defib, 50 Hz, A-Defib, 50 Hz

S0 Hz, aATF, A-Defib, aATF, A-Defib,
8ATP, 50 Hz

*60 Hz, A-Defib, aATP, 50 Hz, A-Defib
*50 Hz, aATF, 50 Hz, A-Defib, 50 Hz
41 "50 Hz, aATP, A-Defib, 50 Hz

{2882 BRNN
© o ~ ® o o

o o o 8 o0 o0 3 o
d—ogoog..

E8 88
o o °

(-]

-]

Total 2991 1636 1868 1016

6.4 Secondary Objectives (AF-Only Study)

6.A4.1 Impact on Patients’ Quality of Life

Hypothesis — qumrwaihmwmuumuwmmnwwuummowm
systom on patients’ quality of ife_ The first, the Health Status Questionnaire Short Form (SF-36), is a
MrdeMNmymWnommmqumydlbmmmuwmmmm
Checklist {SCL) developed by Bublen and Kay.

Results - Using repeated- lyses, a majority of the eight basic SF-36 scales showed significant
improvement over ime. TheRole—thlalmle which shows the grealest raw Increase from baseline o 3
and € months armong alf the scales, has a significant MANOVA test of ditlerences (p<0.001). Both contrasts,
baseline o 3 months and baseline to 6 months, are significant (p<0.001 and p<0.001, respectively) as wedl.
Also shawing significant improvement over ime are physical functioning {overall p<0.001, 3 and 6 month
contrast p-values<0.001); vitality (overall p<0.001, 3-month p<0.001, 6-month p=0.002); social functioning
{overall p=0.024, 3-month p=0.010, 6-month p=0.022); and mental health (overall p=0.039, 3-+month p=0.012).
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wmuusmmmmmmuwmnawsmmmmm
baseline. The overall test is significant (p<0.001) with the tests comparing baseline to 3 monthis and basefine
10 6 months also significant (p<0.001 and p<0.001, respectively). Simitarly, severity of symptloms decreases
over time, with an overall p=0.002 and 3- and 6-month p-values less than 0.001 and equal 10 0.006,
respectively.

Table 13. Results of Repeated Measures MANOVA for SF-36 and SCL Scales

Repeated Measures Baseline to Baseline to
3 months € months
Scale MANOVA p-value pvalue p-value
General Health .16 wa wa
Physical Functioning <0.001* . <0.001% <0.001*
Role Physical «0.0012 <«0.001* <0.001*
Role Emotionat 0.16 wa na
Social Functioning 0.024° 0.010° 0.022°
Mental Health 0.039° 0012 0.11
Bodily Paln 0.14 va wa
Vitality <0.001* <0.00* 0.002%
Frequency of symptoms <0.001% <0.0012 <0.001*
Severity of Symptoms 0.002% <0.001* 0.006"

* indicates a highly significant resut, without Bonferroni comections.
b indicates a significant result, without Bonferoni corrections.
wa refers to not applicable since the overal test is not significant,

6.4.2 Relative risk of death compared to the Model 72190

Hypothesis ~ Using a Cox proportional-hazards model, the risk of death forpatients implanted with the Madel
7250 system was compared 10 the risk of death reported in Medtronic's clinical study of its Model 72190
system.

Reasults - The estimated relative risk of death for the Model 7250 compared to the Model 72190 was 0.51 In
a covariate adjusted Cox proportional hazards regression model. The upper ane-sided 35% confidence bound
on the relative risk was 2.17.

6.4.3 Positive predictive value of the AT/AF detection algorithm

Mothods — The positive predictive value (PPV) measures the accuracy of the dual chamber detection
nlgomhm. it is the ratio of true positive AT/AF detections to the sum of true posiive and talse positive AT/AF

Rnulls-Usinga fized £ g Equations madel, the estimate of the PPV is 98.6% with a two-
sHedOS%cotﬁdeneehtervalof(Qsm‘ 99.5%)
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Table 14. Detaction of Spontaneous AT/AF Episodes, AF-Only Study

Parameter : Result
Spontaneous Episodes 4913
Number of Episodes Appropriately Detectad 4859
Number of Episodes Inappropriately Detected 54
PPV {4859/4913) 98.6% .

644 Efficacy of atrial shock therapy for AF episodes

Methods — Atrial shock was applied to terminate AF, and the efficacy of the treatment assessed.
Results — Of 1868 AF episodes, 723 were treatad with atrial shock. These 723 episodes occurred in 85
patients. Of these episodes, 668 (92.4%) were successfully terminated. The mean number of shacks per
episode was 1.18 and 629 (87.0%) were treated with a single shock. The GEE estimate of therapy efficacy is
88.4%, with a lower one-sided 95% confidence bound of 84.2%.

Table 15. Atrial Shock Efficacy for AF Episodes Only
# Eplsodes Terminated / # Eplsodes Treated GEE Estimste Lower Confidence Bound
688/723 (92.4%) 884% 84.2%

6.4.5 Efficacy of ATP and HFB in terminating atrial tachyarrhythwnias
Methods — The Model 7250 Jewel® AF atrlal pacing therapiles include antitachycaria pacing and high-

" frequency burst, the fatter of which is employed to terminate both AT and AF episodes.

Results - Ol 4859 spontaneous, appropriately detected atrial episodes, ATP and/or HFB were used in 4466
cases among 109 patients, of which pacing therapy successfully terminated 1560 episodes {34.9%). The GEE
eﬁmdpaehgﬁwmpydﬁcawbraﬁaﬁalepisodeswaszs.m‘ with a lower one-sided 95% confidence
bound of 24.0%. Of 2991 AT des, 2696, g in 92 pati were troated with at least one pacing -
therapy. Pldngherﬁpystuﬁyleﬂnhahdﬁ!ZATeplsodes(ﬂM) 'I'heGEEeshmmbfATwas :
35.5%, with a lower one-sided 95% confidence bound of 30.9%. Considering the two th

ATP successfully terminated 1049 of 2720 AT episodes (38.6%) in 89 pati wilhaGEE - ol 32,1%.
HFB was used 10 terminate both AT and AF; for AT, 74 pati 1l 1394 ok d with HFB,
of which 163 (11.7%) were successfully terminated, quEEesﬁmdeoHOG%efﬁcacy.NnongiswAF
episodes in 86 patients freated with HFB, the therapy successfully lerminated 286 episodes (18.2%), with a
GEE estimate of 14.1%. A

Table 16. ATP and HFB (Pacing) Efficacy for Atdal Eplsodes

Therapy Deliversd / # Episodes Terminated / GEE Estimate
Type of Episodes # Episodes Treated

Pacing / all atrial episodes 1560 / 4466 (34.9%) 26.0%
Pacing / AT episodes only 1212/ 2696 (41.9%) 35.5%
ATP / AT episodes only 1049 / 2720 (36.6%) 32.1%
HFB / AT eplsodes aniy 163/ 1394 (11.7%) 10.6%
HFB /AT eplsodes onty 286/ 1570 (182%) 14.1%
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648 Effect of atrial pr Jon th Hos on freq y of AT/AF

Methads — Ambutdﬁpaﬁmtsc«mletedbmhas-momhpemdwmnmwpmﬁonhemdesm
Rate Stabilization and Swiichback Delay) were ON and another 3-month period when atrial prevenson
therapies were OFF. The order of therapies (ON/OFF or OFF/ON) was assigned at random; 38 patients
(50.7%) were in the ON/OFF group and 37 patients (49.3%) were in the OFF/ON group. Frequency of atrial
episodes was calcutated for each period as the number of episodes in the period divided by the follow-up time
in the period, normalized to 3 months. For each patient, the difference between the frequency of atrial
episodes when atrial prevention therapies are OFF minus the frequency when theragies are ON was obtained.
Positive differences indicated a reduction in frequency when therapies were ON.

Results - The difference in the frequency of atrial episodes when atrial prevention therapies are ON
(Table 17) is not statistically significantly different from zero (Wilcaxon signed-rank test, p=0.72).

Table 17. Efficacy of Atrial Prevention Theraples, AF-Only Study

Difference, ON vs. OFF p-value
0.0 0.72

6A.7 WMean atrial defibriitation threshold at implant and at 3-month foltow-up

Methods — NddDFl’leeﬁ\glrMedllwo-hefedstep-up,. toool. Using this method, an atrial DFT (A-
DFT+) was determined for 86 pati at implant end four pati at 3-month follow-up.

Results — 'lhomoanA-DFT+tﬂnpiadwasﬁ&d—4.8)oules.mdn13nmﬂnswas25#~1njoules.AI
four patients' A-DF T+ decreased from implant to 3-month follow-up.

# of Patients Mean A-OFT+
Time of A A d {joules)
implant 86 68148
3-month follow-up 4 25110

6.4.8 Incidence of atrial shock-induced ventricular arrhythmia
Methods ~ Post-atrial shack, episode records were inspected for evidence of shock-induced ventricular
amhythmia.

Resuits ~ Of the 1200 spont: atriad episodes t d with at least one atrial shock, no incidences of
documented atrial shock induced ricular arthythmi d. The two-sided 95% confidence interval
basedonmmumhldm‘mﬁonbrmmddenceofdocumntedakidshod(hdueedmmlaf 7/
arvhythmia is (0%, 0.3%).
Table 18. Atrial Shock-Induced Ventricular Arrhythmias
# A-Shock-Induced VTI/VF / Binomlal Upper Confidence
# Atrial Episodes with Shock Estimate Bound .
071200 00% 0.3%

6.5 Model 9464 Patient Activator

WMWWMIleMMMbﬂmm

shock therapy in ion with the | d Model 7250 device. For a patient 10 sa¥f-activate atrial shock
wmmwmmmmhmwmmmm
patient-activated atrial shock therapy takes priority over automatic atrial fibriliation (AF) or atrial tachycardia

(AT) therapies \hat may also be programmed ON.
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Whenever a patient feels he may be in AF/AT and desires to receive therapy, he can send a request for atrial
shock therapy to his implanted Model 7250 device by pressing the button on the Patient Activator. The Patient
Activator is designed to provide information back to the patient after the button is pushed by way of audible
tones and colored lights.

Although use of the Model 9464 Patient Activator was optional, the majority of the Model 7250 AF-Only
patients opted to use it. Currently 70.8% of the AF-Only study patients have patuent-achvated shocks
programmed ON.

Although the Model 9464 Patient Activator was used most heavily by the Model 7250 AF-Only patients, four
patients from a previous Model 7250 study of patients with AF+VT/VF who suffered from symptomatic atrial
arrhythmias also used the Patient Activator. Table 19 presents follow-up information for the patients from each
study who ever used the Model 9464 Patient Actlvatorthrough May 31, 2000. These 71 patients represent
1003 months.of Model 9464 Patient Activator expetience.

Table 19. Follow-up Information: Users of Model 9464 Patient Activatbn

AFonly  AF+VTIVF ~ Total

(n=67) - (n=4) (N=71)
Mean + S.D. (months) 13.6+6.4 22.3+8.9 141
Range (months) ' 21-259 11.9-32.4 21-324

Table 20 shows the frequency of patient use of the Model 9464 Patient Activator for episodes lasting at least
‘30 minutes; i.e., those episodes of sufficient length to make spontaneous termination less likely. Use of the
Patient Actlvator Is divided into three-month intervals post-implant. The data indicafes that patients
consistently used the Patient Activator for treatment of atrial arrhythmias, with generalized estimating
equations (GEE) estimates of frequency of use ranging from 40.9% to 52.1% for the 1551 episodes
considered. The 459 episodes for which the Patient Activator was used represent 82.1% of all uses of the
activator, indicating that the 30-minute cutoff is successfully capturing actual use. After three months post-.
implant, for the GEE model no trend in time is evident (p=0.23), indicating that patient use of the Model 9464

was consistent over time.
Table 20. Frequency of Use of Model 9464 Patient Activator in Episodes > 30 Minutes

'Episddes lasting Uses of Patient Activator in

" GEEéstimate

Months - >30 minutes episodes lasting >30 minutes
post-implant ' of frequency
# of # of -# of # of % of ofuse
eplsodes patients episodes  patients patients

0-3 685 57 176 46 80.7 % 521 %

~ 3-6 192 - 39 57 25 64.1% 423 %

6-9 203 . 34 76 - 23 67.6 % 40.9%
9-12 188 23 64 12 522 % 419% .

12-15 176 25 65 10 40.0 % 421%

15-18 107 14. 21 8 571 % 425%
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A summary of adverse events is shown in Table 21. There were 14 occasions in 11 patients when there was

a failure to cardiovert or defibrillate an episode of AT/AF following the successful delivery of a patient activated
shock. There were 13 adverse events related to the operation of the Model 9464 Patient Activator that :
occurred in 12 patients. Ten events were due to a patient's inability to activate a shock due to either too high
of a ventricular rate, suspension of therapies, or the absence of an atrial arrhythmia (this last cause was
categorized as a non-system/procedure related adverse event and occurred one time in one patient). The
remaining three events were due to the Patient Activator reportedly not sounding warning tones prior to the

- shock, most likely because the activator was moved out of range of the device before receiving confirmation

of therapy delivery.
Table 21. Summary of Model 9464 Patient Activator Adverse Events

Number of Number of Percent of
Adverse Event events patients (%) patients (%)
Failure to Cardiovert/Defibrillate 14 1 76%
‘Patient Activator - Inability to Activate Shock 10 9 i 62%
Patient Activator - Shocks Without Prior Warning 3 3 0.7 %
Tones -
Total 27 23 145 %

6.6 Model 6937A CS/SVC Lead

Patients in both the AF-Only study and a prewous Model 7250 study of patients with AF+VT/VF were
implanted with the Model 6937A coronary sinus lead. In the AF+VT/VF study, 35/530 patients (7%) were
implanted with 36 Model 6937A leads at 10 investigative centers. In the AF-Only study, 79/146 patients (54%)
were implanted with 79 Model 6937A leads at 17 investigative centers.

The Model 6937A follow-up experience by study appears in Table 22.
Table 22. Follow-up Information: Model 6937A CS/SVC Lead

AF-only AF+ VT/VF Total

(n=79) (n=35) (N=114)
Mean + S.D. (months) 12.8+6.0 12.8+6.5 128+62 7
Range (months) ’ 0.1-244 08-247 0.1-247

A-DF T+ testing was completed in 63 Model 6937A patients atimplant. The mean A-DF T+ for all Model 6937A
patients was 6.2.1+4.6 joules, and 6.6 + 4.8 joules for patients enrolled in the AF-Only study in particular.

‘Table 23 details adverse events (comprmtlons and observations) related to the Model 6937A in both the AF-
Only and AF+VT/VF studies. _

. Table 23. Model 6937A Lead-Related Adverse Events

Patient Days
ID postimplant Description and outcome
AF-Only Study |

022-313200-008 1 Lead dislodgment. Abnormal chest x-ray revealed CS lead was
- dislodged into the pulmonary artery, confirmed by angiogram two
days later. 6937A lead was successfully repositioned into.CS.
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Table 23. Model 6937A Lead-Related Adverse Events

Patlent Days .
[} postimplant Description and outcome
022-410980-003 7 Subclavian vein wombosis. The patient experienced swelling in his
left arm. The patient's dose of Coumadin was increased.
AF+VTIVF Study
010-109620-007 1 mmm»mymedcs fead was
memmwmpmmucs
010-119510-003 4 uaddslodgmot\!.happmpmleVFumpyduemmsel
iated with 6937A lead

beingdlslodgedhho&wou(ﬂow!raﬂat\diuemcﬁ\gwmmm
distal coil of 6945 lead. 6937A lead was explanted after failed

attempts to reposition it.
6.7 Gender Blas Analysis (AF-Only Study)

b males and females with respect to the primary clinical objectives of complication-free
squalmdolecﬁwnesshbnnlmﬂnguﬁalammhmhsm cted. Based on univariate analyses,
Memmnﬂsmlyligriﬁmmussodmorsbetmengendermdeidwofme rimary outcomes. With
respedbnpmlyobiechvemodatedwmhesalelydmuodelm AF, a Cox proportional
hazards regression model of the time Lo the first sy o dure related fication was used. The
coefficient in the model rep: ting diffe: ch wasruswm(p-o.u)Agenuaized

MW(GEE)nWmmedbemmmmhmmd
therapy between males and females. Themstmsdmmmnsmllyslgmﬁwﬂdﬁerencebemeengmdecs

(p=0.65).
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7 PATIENT SELECTION AND TREATMENT

7.1 Individualization of Treatment
Pectoral or abdominal implant site — Evaluate the prospective patient’s size and activity levet to determine
whether a pectoral or abdominal implant is sultable.
Exercise stress lasting - if the patient’s condition permiits, use exercise stress testing to:
— Determine the maximum rate of the patient’s normal rhythm

— ideniify any sup ricular & “-" rrhythmi

- Idendfyoxerdsehdaoedmahyanhﬂmlas.
The maximum exercise rate or the p of sup tricud rhythmias may influence sedection of
pmgramnd:lepammecets. HoI!ermnltonmorou\erenendedEOG monitoring also may be helpful.

physiologl (EP) ting — It is strongly rec ded that candidates for ICD therapy have &

pl ' hdudthFhesﬁng.EPtasnngd\ouldldemfdeassﬁcabmsmdmdan
the rcular and atrial anhythmias, wh p us or induced during EP testing.
Drug resi. p fcut hyarchythmias (SVTs) may initiate frequent unwanted device therapy.
A careful choice of progs ing options is y for such patients.

Antiarrhythmic drug therapy - i the patient is being treated with antiarrhythmic or cardiac drugs, the patient
should be on a maintenance drug dose rather than a loading dose at the time of ICD implantation. ¥

1o drug therapy are made, repeated arriythmia inductions are recommended to verify 1CD detection and
conversion. The ICD also may need to be reprogrammed.
mmumnpaﬂedsanﬁammlcdwwwwmmdcaummmedsm”ﬁedsmdm
mleoroonducﬁonmaﬁedmemof‘ chyartwthmias and/or effecti of th

Selaction of atrial tact _,.' -Theﬂ\erqaysequencefomeaﬁmolAFlATvnsm
oonﬁolled(nlhesmdyotmm ﬂwm‘aﬁveeﬂectrvenesolvariwsAFlAT‘ Py prog g sequences
cannot be determined from the study data.

Direct any questions regarding the individualization of patient therapy to Medtronic’s representative at 1-800-
PCO-INFO (1-800-723-4636).

7.2 Specific Patient Populations

Pregnancy — If there is a need to image the ICD, care shoukd be taken to minimize radiation exposure io the
fetus and the mother.

Nursing Mothers — Although appropriate baooompaﬁbiity testing has been conducted for this implant device,
there has been no quantitative of the pr of leachables in breast milk.

Pediatric Patients — This ICD has not been studied in patients younger than 13 years of age.

Geriatric Patients — Most (67%) of the patients receiving this ICO in clinical studies were over the age of 60
years — see “CLINICAL STUDIES (AF-Only Patients)”).

Handi d and Disabk ‘Paﬁenu-SpedalcamsneeMinushgﬂslcobrpMusingebcM
wheelmaksoroﬂ\efelewical(e ! or imp

8 PATIENT COUNSELING INFORMATION

Ptwsicians should consider the following points in counseling the patient about this ICD:
= Persons administering CPR may experience the presence of voltage on the patient’s body surface
(tingling) whon the patient's ICD system delivers a shock.
= Encourage patients to use identification cards (issued by Medtronic) and/or identification bracelets
documenting their ICD system.
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Discuss information in the Patient Manual (Restoring the Rhythms of Life) with patients before and aiter ICD
implantation so they are fuily famiiar with operation of the ICD. Advise patients how (o obtain additional copies
of the patient manuals.

9 CONFORMANCE TO STANDARDS
This ICO was developed in conformance with afl o parts of the following standards:
* |SO 5841-3:1992(), IS-1 IPG Connector Standard.
= {SO 11318:199%(E), DF-1 Defibaliator Connector Standard.
This kformation should not be used as a basis of comparisons among devices since different parts of the
standards mentioned may have been used.

10 HOW SUPPLIED
The Model 7250 Jewet® AF is packaged one per package in a sterile package.

11 CLINICIAN USE INFORMATION

11.1 Physician Training
Physiclans should be familiar with sterile ICD implant procedure and famiiar with follow-up evaluation and
management of patients with a defibriflator (or referral to such a physician).

11.2 Directions for Use
lCDopemmgd\aractedsﬁesdtOqueverﬁedatme&-neoﬂrnplmlauonandraootdedhmepaﬂemﬂe.
CompleteﬂweDeﬂoeReglsh’ubonFordeMumlto" dtronic as it provid y for
warranty purposes and patient tracking.

The Model 7250 Product Information Manual (PiM) is a separate document supplied with each ICD. This
manual includes product specifications, operating characteristics, and implant and follow-up
recommendations. The Jewe!® AF System Reference Guide (SRG), supplied with the 9961E software,
provides complete programming instructions and recommendations. Copies can be obtained by contacting
the Medtronic representative, or by caliing 1-800-PCD-INFO (1-800-723-4636). Tha PIM and SRG were last
updated in April 2001,

This Prescriber's Package Insert was last updated Apcil 2001.

11,3 Malntaining Device Effectiveness

113.1 ICD Storage )

FOR SINGLE USE ONLY. Do not resterilize and reimplant an explanied ICD. Medtronic has sterilized the ICO

wmwyleneoxldeprbnoshpment.Restedhz:\gmelcocsmeessaryﬂtesealonmestetﬂepadmgeis

broken. Resterilization does not affect the “Use Before™ date because this date is based on battery lile and

sterility.

Do not implant the ICD when:

- . lthasbeendtoppedonuhardsumefromahemo{ﬁun(isnches)ormorebeeausemlscould
have d: aged pulse g L ts;

* Hs storage package has been pi d or altered, b this could have rendared k non-sterile;

s i has been stored or transported ide the envi f temperature kmits of -18 to 55 °C (O to
131 *F), as the ICO circuitry may have been damaged; or

s [ts “Use Belore” date has expired, b this can ach ly affect ICD longevity or sterility.

1132 Stediization Instructions

Do not resterilize the ICD or the torque wrench using an autoclave, g diation, organic cleaning ag

{e.g., alcohof, acetone, etc.), or ultrasonic dleaners.
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Should sterifization be required:

= Repackage all items in a gas permeable container;

= Use a validated ethylene oxide gas p S;

» Follow the manufacturer's operation instructions 3o fong as the maximum temperatute does not exceed
55 *C (131 °F);

= Store the resterilized comp its for an appropriate period to permit aeration of ethylene oxide gas.

12 PATIENT INFORMATION
Indormation for the patient is avaitable In a separate booldet, Restoring the Rhythms of Life, from Medtronic.
To obtain a copy, contact the Medtranic representative or call 1-800-PCD-INFO (1-800-723-4636). This
information should be given to each patient with their ICD, and olfered to the patient on each retum visit or as
deemed appropriate.
Reastoring the Rhythms of Life was developed using patient and clinician input to ensure that itis
understandabie. Restoring the Rhythms of L¥e was last updated November 1939.
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Printing instructions: doc#163256;
refer to “Implant man.” row in the
applicable table.
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