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1 INTRODUCTION

Deliverable 9.1.1 describes the requirement specifications and the scenario of the pilot application.
This compriseshe ASIS application landscapes of SJM and Medtronic, current practices in CIED
monitoring in SALK, TOBE process models for SJM, Medtronic and SALK and sample pilot

application scenarios and requirement specifications to achieve theBE fitodels.

1.1 Definitions and Acronyms
A list of all abbreviations and acronyms used in this document is sholablal.

Abbreviation/ DEEINITION
Acronym
AAI NBG Code- Stimulation Moddor CIED T Auricula Auricula Inhibited
AAIR NBG Code- Stimulation Moddor CIED T Auricula Auricula InhibitedRate
Response
AF Atrial Fibrillation
AOO Stimulation Moddor CIED
AT Atrial Tachycardia
CEAP Clinically Employed Allied Professional
CIED Cardiovascular Implantable Electronic Device
CRT-D Cardiac Resynchronization Therapy & Defibrillator
CRT-P Cardiac Resynchronization Therapy & Pacemaker
CRT-ICD Cardiac Resynchronization Therapy & Implantabledi@aerter Defibrillator
CSG Connected Systems Gateway
DDD NBG Code- Stimulation Moddor CIED T Dual Dual Dual
DDDR NBG Code- Stimulation Moddor CIED 1 Dual Dual DuaRate Response
DOO NBG Code- Stimulation Moddor CIED
REVEAL DX MedtronicSubcutaneous implantable HolieDX model.
EGM Electrograms
EHR Electronic Health Record
EMRS Electronic Medical Record System
GEM® MedtronicDefibrillator Model
GEM® DR MedtronicDefibrillator Model
GEM® Il DR/VR | MedtronicDefibrillator Model
GEM® Il DR/VR | MedtronicDefibrillator Model
HF Heart Failure
HRV Heart Rate Variability
HVX High Voltage electrodeSuperior Vena Cava Defibrillation Coll
IDCO Implantable Device Cardiology Observation
IEAP Industry Employed Allied Professional
IHE Integrated Healthcare Enterprise
IPG Implantable Pulse Generator
LV Left Ventricle
MCS Mental Compoant Summary
PCN Patient Care Network
PHR Patient Health Record
RTM Real Time Measurement
RV Right Ventricle
SVvC Superior Vena Cava
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VF Ventricle Fibrillation
V00 NBG Code- Stimulation moddor CIED T Ventricular None None.
RevealXT MedtronicSubcuaneous implantable HoltérXT model

Table 1: List of Abbreviations and Acronyms

2 CURRENT APPLICATION LANDSCAPE OF CIED
MANUFACTURERS

In the following sectiogan overview about thiledtronic and St. Jude Medicabplicationsused
at SALK are given

2.1 Medtronic

Medtronic current system for CIEDs and patient folomvis base@dntwo approaches:

1. Traditional manual interrogation of the devices in clinic during the patient visit to the
electrophysiologis
In this approach, the deviceseaevised during the consult visits and the device information
can be checked by the specialist through the programmer.

2. Remote monitoring using the CareLink® platform
In this approach, the devices are interrogated automatically or manually. The inten®gat
may be programmed or can be triggered under demand if the patients or the specialists
require it. The information is presented to the professionals through the web based CareLink
application or the CSG (Connected System Gateway), Medtronic softwalreatipn that
resides on a secure clinic provided system and enables automatic routing of reports from the
CareLink Website to a file system | ocated
from CarelLink and st or eldetwork, with alueique fjggntee m o r
Clinic can manually attach them to the patient record or can write custom code to attach
them to the patient record.
Depending on the model of the device implanted, the patient will need to carry out the
interrogation manally with the CareLink Monitor Antenna or it will be automatically done
wirelessly through the Connexus Wireless Monitor.

Figurel, Figure2 andFigure3 illustrate thedata transfeprocessn the following subsections.
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/"Uj q Dataare sent from the Monitor to a
= = /" N ~ N . e
A\l e fiSecureo server using atraditional analog
4 \fﬁ phone line.

MANUAL: The patient keeps antenna of S——
the CareLink Monitor over the device to T
gather the information. ‘ ‘

T e
Ml 'Lf J

AUTOMATIC: CareLink Monitor interrogate Healthcare personnel checks sent

automatically the device to gather the dataaccessing to Medtronic
information.(*) CarelLink Website.

Figure 1: CareLink WorkFlow

(Not &a arniyg valid for devices with wireless capabilities)

2.1.1 Manual Transmission (only when requestd bythe clinic)

1) Simply hold the Carelink® Monitor
antenna over your implanted
cardiac device. Data Is transferred
from your device to the monitor.

2) The monitor Jutomatically dials
a pre-programmed number and
sends your data to 3 Secure server
based in European Undon.

3) At the dlinic, your doctor (or her/
his supporting medical staff)
reviews your device data through
a secure web-connection on a
computer based in the cardiac
clinic

Figure 2: Manual Transmission with CareLink Monitor Antenna
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The Monitor is a small device with an attached antenna. The patient (or user, which may be a
patient or caregiver providing assistal)geushes a btdn to turn on the Monitor and then places

the small, computer moushaped antera over their implanted devic&he Monitor interrogates

(reads) and transmits implanted dewetated and physiological data comparable to the data that is
obtaned during a in-clinic visit. The Monitor automatically dials a pprogrammed tolfree

number to send the information to the secure CarelLink server via the telephone connection. The
Monitor uses audible tones and indicator lights to confirm to the patienh#h@hsmission was
successfuUs e of the Monitor will not reprogram t h
device. Reprogramming can only be done during alific visit.

'References in this document to a patientds use ofrdahe Monitoc
assistance isrequiredn oper ating the Monitor. Patients and caregivers a
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2.1.2 Automatic Wireless Transmissions

Remote monitoring = in-clinic monitoring

CareLink® gives your cardiac specialist full access to

all relevant data available from mmkm

Carelink® allows a diagnosis to be made
necessary, your therapy can be adjusted
If re-programming is required then you w
required to visit the clinic.

Automatic transmission with Conexus®

Wircless Telemetry

) lfywma(otmvhhs;
monitor your device transmissions
will occier Sutomatically on the
day that your clinic has scheduled
an automatic trnsmission.

2) Thoe monitor automatically dials
2 pee-programimed number and
SENas your data to a secure server
hased in European Union

31/05/2010

CarcAlert with Conexus® Wireless Telemetry

1) Medtronic devices with Conexus®
Wireless Telemetry may also use
Caralink® to immediztely notify
the dinic of 2 change in your
condition or 3 problem with your
dence,

2) When an alert is triggesed, full
diagnostic data is autoenatically
downloaded to the CareLink®
server,

3) At the same time, the dinic
receives notifcation, so qualined
medical staft can iImmediately
login to check the data, at any
time of day or night. the dlinic
receives notification, so qualifed
medical stalf can Immed iately
login to check the data, at any

time of day or night.

4) If medical attention is requirad,
you will be notified by the medical

3) At the clinic, your dactor (or her/
his supporting medical staff)

roviews yout device data through X centre
2 secure web-connecion on a
computer basad in the Geiac

dinic

Figure 3: Interrogation with Conexus Wireless Monitor

For the newest devices which feature Conexus Wireless Telemetry, routine interrogations can occur
automatically, without the patient involvemérigure3). The cliric can schedule up to 6 automatic
transmissions, and the interrogation will take place automatically at night, while the patient is
asleep.

For patients with a Medtronic device enabl ed
CareLink® Monitor wih Conexus Wireless Telemetry, remote patient transmissions can be
scheduled on the Medtronic CareLink Network to occur automatically without patient involvement.
Clinic users who have the ability to enroll patients can edit (add, delete, modify) autdiypatic
scheduled transmissions for a patigfigure4).

Note: To activate the system, the patient must conduct an initial manual transmission before the first
scheduled automatic transmission.
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@%Med:tronic CARELINK® NETWOQORK Help| Resources | View Profile | Sign Out

HOME TRANSMISSIONS EUBURIEISLS AN RN MANAGE MY CLINIC Clinic: | LN

All Patients  Add a Patient  Pending Patient Transfers  Transfer In = Advanced Search  Transmigsion Schedule  Eguipment Orders

Patient Details: de Miguel Puentes, Lueia Last Send:  14-2pr-2010  Transfer Out
Total Sends: 43 (1 Mew) — Discontinue
©Secura™ DR Date of Implant; 23-May-2008 Mext Send: 22-Apr2010
Profile Equipment History Schedule All Transrmission Notes @ CareAlert Notification

Patient has a device with S Wireless Telemetry, eligible for automatic device transmissions. Use this page ta
schedule automatic transmissions up to six years out. Mote: A 21-day interval between transmissions is required.
Mew patients must perform an initial setup transmission to enable automatic monitoring.

Delete |

[~ &l Date Day of Week Visit ID Interval Status
24-Jun-2009 Wednesday -294 Days Missed

a

Figure 4: Schedule transmission screen

CareAlert. Automatic Wireless Transmissions

Wireless technology allows also continual monitoring of device conditions and diseases progression
with CareAlerts Physician can select which conditions in pat®mealth status or device require
immediate attentiorin order for the Medtronic CareAlert to occur through the Medtronic CareLink
Network, alerts and "Patient Home Monitor" must be programmed "On" in the patient'ssdevic
using a Medtronic Programmer.

The CareLink® Website offers customisable, caloded alert fordevices with Conexus®
Wireless Telemetry. Alert levels can be designated as YRethw, or WebsiteOnly. The urgency
levels are determined by the cliniireless alert notifications are setat the Physicarvia the
website(Figureb).
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Clinical Management Alerts ® Red Alert O ¥Yellow Alert Wehbsite-only Alert
AT/AF Daily Burden > Threshold o @ o
Fast Ventricular Rate during AT/AF e lC e
Number of Shocks Delivered in an Episode e lC e
All Therapies in a Zone Exhausted e lc e
Optivol Fluid Alert e e lc
Lead/Device Integrity Alerts ® Red Alert © Yellow Alert Website-only Alert
VF Detection/Therapy Off & & &
Low Battery Voltage Recommended Replacement Time s s o
Excessive Charge Time End of Service e e lC
Right Ventricular Lead Integrity e e lC
Right Ventricular Lead Noise lc e e
Atrial Pacing Impedance Out of Range e lc e
Right Ventricular Pacing Impedance Out of Range e e lc
Left Ventricular Pacing Impedance Out of Range & & &
Ventricular Defibrillation Impedance Out of Range & & &
SYC (H¥X) Defibrillation Impedance Out of Range & & &
Non-Programmable Alerts ® Red Alert © Yellow Alert Wehsite-only Alert
Electrical Reset * o s s
Pacing Mode DOO, V0O, or A00 * Ol [ [
Active Can Off without S¥C * o o o

o e e

Charge Circuit Timeout *

Figure 5: CareAlert Setup for ICD/CRT -D devices

The CareAlertsdescriptionshow inFigure5 are described below:
Clinical Management Alerts

e AT/AF Daily Burden > Threshold: The cumulative time in AT/AF exceeds the
programmed threshold. Programmable time: 0.5, 1, 2, 6, 12, 24 hrs.

e Fast Ventricular Rate during AT/AF: The mean ventricular rate during a programmable
duration of AT/AF &ceeds the programmed value. Programmable range: 90 to 150 bpm in
10 bpm increments for a duration of 0.5, 1, 2, 6, 12, 24 hrs.

e Number of Shocks Delivered in an EpisodeThe number of shocks delivered in an
episode is greater than or equal to the prograinmamber of shocks threshold.
Programmable range: 1, 2, 3, 4, 5, 6 shocks

e All Therapies in a Zone Exhausted A specific VT/FVT/VF episode was f#etected after
all programmed therapies for that type of episode were delivered.

e Optivol Fluid Alert : The OptiVol fluid index met or exceeded the programmed threshold.
Programmable range: B030.

Lead/Device Integrity Alerts

e VF Detection/Therapy Off: VF detection or more than three VF therapies have been turned
off for at least six hours.
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Low Battery Voltage Recommended Replacement Time The daily automatic battery
voltage measurement has been at or below the recommended replacement time voltage level
(2.61 V) on three consecutive days.

Excessive Charge Time End of Servicélhe charging period equals or exceedsctierge

time threshold (16 sec).

Right Ventricular Lead Integrity : Two of the three criteria are met within the last 60 days:

two or more fast nosustained episodes, Sensing Integrity Counter >= 30 in three days
and/or a right ventricular impedance véina. This could be triggered by a dislodged lead,

an improperly connected lead, or a lead failure.

For Concerto and Virtuoso devic&3ne of two conditions are met within the last 60 days.

Condition 1: Two or more fast nesustained episodes and Sendimggrity Counter >= 30
in three days.

Condition 2: A right ventricular impedance variation.

Right Ventricular Lead Noise: Noise (oversensing) is detected on the right ventricular
lead. This could be triggered by breaches in lead insulation, a disltgEdn improperly
connected lead, or a lead fracture.

Atrial Pacing Impedance Out of Range The daily atrial pacing impedance measurement

is out of range. This could be triggered by a dislodged lead, an improperly connected lead,
or lead failure. Programable range in the device: 28000 ohms

Right Ventricular Pacing Impedance Out of Range The daily right ventricular pacing
impedance measurement is out of range. This could be triggered by a dislodged lead, an
improperly connected lead, or lead failuRrogrammable range in the device: ZDO

ohms

Left Ventricular Pacing Impedance Out of Range The daily left ventricular pacing
impedance measurement is out of range. This could be triggered by a dislodged lead, an
improperly connected lead, or lead tmé. Programmable range in the device:-3000

ohms.

Ventricular Defibrillation Impedance Out of Range: The daily ventricular defibrillation
impedance measurement is out of range. This could be triggered by a dislodged lead, an
improperly connected leadr lead failure. Programmable range in the device2@Dohms

SVC (HVX) Defibrillation Impedance Out of Range The daily SVC defibrillation
impedance measurement is out of range. This could be triggered by a dislodged lead, an
improperly connected leady tead failure. Programmable range in the device2@0 ohms

Non-Programmable Alerts?

Electrical Reset The device has been electrically reset and may require reprogramming.
Pacing Mode DOO, VOO, or AOQ The DOO, VOO, or AOO pacing mode is
programmed irthe device so VT/VF detection is disabled.

Active Can Off without SVC: The Active Can feature is disabled without an SVC lead
implanted so shock therapies are disabled.

Charge Circuit Timeout: A charging period has exceeded the maximum time allowed for
circuit charging

2 When one of the neprogrammable device alerts occurs a patient audible tone will always sound.
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$'Red Alerts Clinic Notification &1l methods requested in addition to CareLink)

Mote: All Red Alerts trigger a color-coded website notification in the @ Alerts Daytime Hours
column on the Transmissions List, plus the optional notifications you have 9:00 AM-6:00 PM

selected, as shown below. (Mo-Tu-We-Th-Fr)

@ Electrical Reset

@ Charge Circuit Timeout

@ Pacing Mode DOO, %00, ar ADOD
@ Active Can Off without SWC Daytime Notification Method
@ Right “Yentricular Lead Noise (Text Message) 34630534356

(Emaily rafael.moreno@medtronic.com Rafael Moreno
After-Hours and Holidays Notification Methods

(Text Message) 34659304787

(Emaily rafael.moreno@medtronic.com Rafa Moreno

Evellow Alerts Clinic Notification

Mote: All ¥ellow Alerts trigger a color-coded website notification in the D Alerts

© Adrial Pacing Impedance Out of Range column on the Transmissions List, plus the optional notifications you have

O AT/AF Daily Burden = Threshold
& Fast Wentricular Rate during AT/AF
Al Therapies in a Zone Exhausted

selected, as shown below.

Automatic transmission of wireless alerts will display on CareLink.
& Mumber of Shocks Delivered in an

Episode
E'Website-Only Alerts Clinic Notification
Low Battery “oltage Recommended Automatic transmission of wireless alerts will display on CareLink

Replacement Time

Excessive Charge Time End of Service
WF DetectionfTherapy Off

Right “entricular Pacing Impedance Out
of Range

Left wentricular Pacing Impedance Out of
Range

Yentricular Defibrillation Impedance Out
of Range

SWC (HWH) Defibrillation Impedance Out
of Range

Optivol Fluid Alert

Right “entricular Lead Integrity

Figure 6: Notifications by Medtronic CareLink

The Medtronic CareLink® Network allows the clinic to choose how they should be notified for
Medtronic CareAlert® Notifications: by sms onail.

2.1.3 CareLink Platfor m

Clinicians can monitor the condition of patients who use the Monitor by securely viewing their
implanted device information on the Interaetcessible Website when and where needed. Only
registered clinic users can access implanted device and patieriydietgging onto the passwerd
protected Website. Implanted device data available on the Website is substantially equivalent to the
device data available from andatinic interrogatioronly device evaluation.
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%‘ Medftronic CARELINK®* NETWORK Help | Resources | ‘iew Profile | Sign Qut

QEEUGIVEGIEE MANAGE MY PATIENTS  MANAGE MY CLINIC Clinic:

Active Transmissions Reports List  Advanced Search  Transmission Schedule

Transmissions: Active Transmissions (3)

Select a View: Keyword Search: (patient name or ID; device model o seisl number)

|Active Transmissions j | Search
Advanced Search

Dismiss Transmission ||Printar Export Reports =] |update Status | Customize Columns 100 per page vl

Select:
Patient Follow-up Report
" an Name Device Received NHC 2 Alerts ¥ Event Summary Battery Status Next Send Physician Export
I~ Pena, Consulta™ 9-Jul-2009 L] WF Detection Off, Wireless Alert, 305% |New 1-Oct-2009 Exported
Sara CRT-D 1.30 Pt Patient Alert, Shock Therapies [+ Missed
26-May- disabled: Active Can Off, 3VC lead not
2008 detected, Lead Warning, Capture
Management Warning, 1%, Sensing
Episode, 21 seconds in AT/AF Since Last
Session
- de Secura™  14-Apr-2010 Lead Warning, ¥F Therapies Off, FvT 294%  |New 22-Apr-2010 Menta, Doctor  Exported
Miguel DR 9:14 A Therapies Off, Atrial lead position Y
Puentes, 23-May- check failed, Patient Mark (Symptom)
Lucia 2008 Episode, 19 seconds in AT/AF Since Last
Session
- Garcia- Advisa™ 13-Apr-2010 Lead Warning, Patient Mark (Symptorn) 297 % Viewed Mot Scheduled
Loria, DR MRI 522 P Episode, 1 %T-NS, 104 seconds in AT/AF DD
Daniel 22-Mar- Since Last Session

2010

100 per page 'l

Figure 7: CareLink Websitei Summary of Active Transmissions
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& Medftronic  CARELINK® NETWORK Help | Resources | View Profile | Sign out
AULUEAEEIGUEN MANAGE MY PATIENTS MANAGE MY CLINIC Clinie
Active Transmissions Reports List Advanced Search Transmission Schedule
Transmission Details: Pena. Sara Total Sends: (19) Schedule I
Mext Send: 1-0ct-2009 - ooms shetns:
st 1D HOMNE Viewed =
|Prin( / Export Reports ;I I mlark transmission as unbillable
Quick Look Il Current EShd Episodes Cardiac Compass More Reports  w || Motes History
Dewice: Gonsula™ CRT-O D2I4TRE Serial Number: PYZE01267S Date of Intarrogation: D9-Jul-2008 13:30:08
Clinical Status Since 09 _Jul 2009 Cardiac Compass Trends (Jun-2008 to Jul 2009)
oo mIrex »
WF (Off) Treated 5
T (Off) WTAE 3
adistii (ickay) i |
ATIAF(Manitor) & —
e o
Monitored (e 4
T () 33
WT-MS (=4 beats, =158 bpm) s} i
SWT: wTAF Rx YWithheld o o b4 k L
ATIAF o Patierit 7
A ctivity: 3 -
N (hr sz 2]
Time in AT/AF (0. 4%
1
. o
Functional Last Week D5 " 52p-08 Mow-D8 Jan-09 har0s M08 JulDs |
Patient Activity 0.0 hriday
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OBSERVATIONS (10}

- R% defib lead impedance warning on 10-Jun-2003

- %F Detection is OFF.
Alert: Defib therapies will not be delivered: Active Can/S%'C Coil set to Can Off and 5%C lead not detected
Left “entricular LvtipToRYcoil lead impedance warning on 10-Jun-2009.
Unable to measure L% thresholds in last 7 days.

- R% bipolar lead impedance warning on 10-Jun-2003

- Atrial bipolar lead impedance warning on 10-Jun-2009
Some %F therapies are Off.
FT Detection OFF but some FWT therapies On.
T Detection OFF but some T therapies On.

Figure 8: CareLink Website i Patient transmission report

A complete device information and diagnostic data are showhe following figures (seEigure9
- Figure 10) selecting the different tabs: actual EGM, arrhythmia episodes, plots trends for different
measured variables for up to 14 months, trends, clinical comments, adticle
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Quick Look I Current EGM Episodes Cardiac Compass More Reports - Motes History
Device: Consulta™ CRT-0 DE34TRE Serial Number: PYZ601267 5 Date of Int

EGh1: BYtip to BYring

EGhZ: Byoail to SWC

EGh3S: Livtip to R ooil

LECG: R ool to Aring

A4 nterval (m=s) & . 1000 Y . 1000 L 1000 L 1000 - Y - o
" P P P - p
Markers | ; | ] L | L | | ,
B B B B B
W Irterval (ms) 1000, 1000 g 1000 Py 1000 P 1000 L
| PR mn ] »

Figure 9: CareLink Websitei Patient transmission report: EGM
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Figure 10: CareLink Website 1 Patient transmission report: Cardiac Compass
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All transmission information can be printed BDF report format or can be exportésm the
CareLinkwebsite and automatically transferred to a file systentlecal on a <c¢cl i ni c0s
(Mainspring feature).

g@‘ Medtronic CARELINK®* NETWORK Help | Resources | Wiew Profile | Sign Out

TNl MANAGE MY PATIENTS  MANAGE MY CLINIC Clinic:

Active Transmissions  Reports List  Advanced Search  Transmission Schedule

Transmission Details: Pena, Sara Total Sends:(18)

Mext Send: 1-Oct-2008 - beert status:

Wisit IO: NONE IViewed vI

F'rinhf Export Reports j "~ Mark transmission as unbillable
: Episodes Cardiac Compass More Reports w | Naotes History
O Clinic Preferred Reports Serial Mumber: PYZE012675 Date of Interragation: 09-Jul-2009 13:30:09
My Preferred Reports
( Custom Reports Since 09-Jul-2009 Cardiac Compass Trends (Jun-2008 to Jul-2009)
1 Current Report W I I U PEIPFAL P
Export: 15 = 5= 7= =
Clinic Preferred Reports U?;‘Sd 4
My Preferred Reports (#iday) i
Custom Reports . |
A4 Current Report 5
ATIAF .
(hriday) 4
VT (Off :
WT-M5S (=4 beats, =188 bprr) a 1
ST WTAYF Ry Withheld a i
ATIAF 0 Patient 4
Activity 3
X X (hriday) 2
Time in AT/AF 10.4%)
1
. i :
;utr.lctlto;atl. i I.Dagth‘.':':ek Julgs ISe;-DSINO\:-DSIJanI-DQ War0o IMayI-DQ e
atient Activity 0 hrfday

Figure 11: CareLink Website i print/export transmission example

2.1.4 Devices currently compatible with CareLink

Nealy every Medtronic device is now connected to the Medtronic CareLink® Netagoskown in
Table2.

Defribrillators Resynchronizations Devices| Pacemakers | Insertable Cardiac Monitor
Secura® (Conexus) Consulta® (Coaxus) Kappa 600 Reveal DX
Maximo II® (Conexus) | Maximo Il CRT® (Conexus) | Kappa 700 | Reveal XT
Virtuoso® (Conexus) | Concerto® (Conexus) Kappa 800

Virtuoso Il (Conexus) | Concerto Il (Conexus) Kappa 900

EnTrust® InSync Marqui$” EnPulse

MaximoTM DR/VR InSync Il Marquis " EnRhythm

Marquis® DR/VR InSync ICD® Sensia

GEM® InSync Maximg" Versa

GEM® DR InSync Sentry)" Adapta

GEM® Il DR/VR

GEM® lll DR/VR

Intrinsic™

Table 2: Medtronic devices supporting the CareLink Network
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2.1.5 Diagnostic Tools integrated
In the following subsections available tools of the CareLink Network are described which are
supported by most of the pacing and defibrillator devices available today.

2.1.5.1Cardiac Compass

Cardiac Compass Trendsare availablein many pacing and defibrillator devices. These daily
recordings of important clinical information such as AT/AF burden, patient activity and percent
pacing may help with assessing the overall care of the patient.

Long-Term Trend Data (up to 14 months)novides affirmation on medical therajpygjustments
and their effect on disease progressidbhe cardiac compasgport is only available irprinted
format and cannot be viewed on the programmer scr@enotationsare includedto highlight
sessions involvig programming changes (P), justerrogation (I), or aremote annotation ()
indicating the patient was interrogatexiotely via the Medtronic CareLi@kNetwork System.

The information presented in the reports is focused on:
1. Brady diagnose
e Percentagesf stimulation per day in Atrium and Ventricle
2. Heart Failure diagnoses
e Activity hours / day
e Heart Rate Variability (HRV): Average every 5 min, stores max and min, shows them
for the day
¢ Daily average of day and night frequencies (12/4) [day = 08:00 @®206ight = 00:00
to 04:00]
All the trends are stored automatically during the device life in a dynamic way (new data written
over old data)
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Figure 12: Cardiac Compass Report

Figure 11 shows an examfe report of the different parameters provided by Cardiac Compass®©,
described below:

VT/VF Arrhythmia Information
One or more shocks per day
Each vertical line corresponds to episode(s) that required at least one Defib or CV therapy to
terminate either VIVF or AF.
Rhythm-control assessment: Treated VT/VF episodes per day
Vertical l ines report daily nuwhmérnyoaihddé @omb
induced episodes not counted
e Rate-control assessment: V. rate during VT/VF
Horizontal lines reflect mgrammed detection zones; solid dots match to recorded episode
median V. rate; multiple poisteflect multiple episodes of varying median rates.
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