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HeartMate 11° with Pocket Controllers

~1. Can | do external CPR?
T Only if absolutely necessary FAQs
H “ L1 s 2
E 2. :\fj;ot, is there a “hand pump” or external device to use? e May not be able to obtain -
o= ' pressure (continuos flow pump).
P=1 3. Ifthe device slows down (low flow state), what alarms will go off? P )
Ared heart alarm light indicator and steady audio alarm will sound if less Ump Conpec‘ted ol ele.ctric e
. . exiting patient's abdominal area and
than 2.5 Imp. Can give a bolus of normal saline and transport to an ; :
is attached to computer which runs
LVAD center.
the pump.
4. How can | speed up the rate of the device? 4 &
°
No, it is a fixed speed. Pump does not affect EKG
5. Do | need to heparinize the patient if it slows down? e AIIACLS drugs may be given.
oLl Usually no, but you will need to check with implanting center. ® No hand pump is available.
g 6. Can the patient be defibrillated while connected to the device? e A set of black batteries last
=4 Yes. approximately 3 hours, gray
[~ = i
Py 7. Ifthe patient can be defibrillated, is there anything | have to batteries last 8-10 hours.
disconnect before defibrillating? e Any emergency mode of
No. transportation is ok. These patients
8. Does the patient have a pulse with this device? are permitted to fly.
May have weak pulse or lack of palpable pulse. ® Be sure to bring ALL of the patient’'s
9. What are acceptable vital sign parameters? equipment with them.
MAP 70 - 90 mm Hg with a narrow pulse pressure
Lk i i Adapted from Sweet, L. and Wolfe, Jr., A. Mech | Circulat
<o 10. Can this pahent be externaily paced? Dez,i:;:s mo?i'?an:s";)o:i in A’iST?'NA(:J;a!fenr Tra:s;o?;];g:nc:p:‘:esqagg
Yes. Practice, 4th ed., Mosby, 2010 in press.
=3 Trouble Shooting HeartMate 11° with Pocket Controllers

When the Pump Has Stopped

e Be sure to bring ALL of the patient’s equipment with them.
e Fix any loose connection(s) to restart the pump.

e If the pump does not restart and the patient is connected to batteries replace the current
batteries with a new, fully-charged pair. (see changing batteries section on next page)

e If pump does not restart, change controllers. (see changing controllers section on next page)

Alarms: Emergency Procedures

Connect

Yellow or Red Battery Alarm:
~ Need to Change Batteries. See
changing batteries section on

Red Heart Flashing Alarm: This may indicate a Low Flow Hazard. Check
patient--the flow may be too low. If patient is hypovolemic, give volume. If

patient is in right heart failure-- treat per protocol. If the pump has stopped
next page. check connections, batteries and controllers as instructed in the section above.
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Trouble Shooting HeartMate 11° with Pocket Controllers

Changing Batteries

WARNING: At least one power
lead must be connected to a
power source AT ALL TIMES.
Do not remove both batteries at
the same time or the pump will
stop.

front screen.

e Obtain two charged batteries
from patient’s accessory bag ®
or battery charger. The charge
level of each gray battery can be
assessed by pressing the battery
button on the battery. (Figures 1
and 2)

® Remove only ONE battery from
the clip by pressing the button
on the grey clip to unlock the ®
battery. (Figure 3)

Changing Controllers

e Place the replacement Controller within easy reach,
along with the batteries/battery clips. The spare
Controller is usually found in the patient’s travel case.

@ Make sure patient is sitting or lying down since the

pump will momentarily stop during this procedure.

e Attach the battery clips to the
spare controller by lining up
the half moons and gently
pushing together and attach
the batteries to the spare
controller by aligning the
RED arrows.

e On the back of the replacement controller, rotate
down the perc lock so the red tab is fully visible.
Repeat this step on the original controller until the
red tab is fully visible.

e Disconnect the drive line from the original controller
by pressing down on the red tab and gently pulling
on the metal end. The pump will stop and an alarm
will sound. Note: The alarm will continue until the
original controller is put to sleep. You can silence
the alarm by holding down the silence button.
Getting the replacement controller connected
and pump restarted is the first priority.

JONVH0 JONVH0

e Controller will start beeping,
flash yellow signals and will
read power disconnect on the

e Replace with new battery by
lining up RED arrows on battery
and clip. (Figure 4)

Slide a new, fully-charged battery
(Figure 2) into the empty battery
clip by aligning the RED arrows.
The battery will click into the clip.
Gently tug at battery to ensure
connection. If battery is properly
secured, the beeping and yellow
flashing will stop.

Repeat previous steps with the
second battery and battery clip.

e Connect the replacement
Controller by aligning the
BLACK ARROWS on the
driveline and replacement
Controller and gently
pushing the driveline into
the replacement Controller.
The pump should restart, if
not complete the following
steps:

Step 1. Firmly press the Silence Alarm or Test Select

Button to restart the pump.

Step 2. Check the powersource to assure that power is
going to the controller.

Step 3. Assure the perc lead is fully inserted into the
socket by gently tugging on the metal end. DO
NOT pull the lead.

e After the pump restarts, rotate up the perc lock on
the new controller so the red tab is fully covered.
If unable to engage perc lock to a fully locked
position, gently push the driveline into the controller
to assure proper connection. Retry to engage perc
lock.

e Disconnect power from the original Controller. The
original Controller will stop alarming once power is
removed.

e Hold down battery symbol for 5 full seconds for
complete shutdown of old controller.
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HeartMate 11®

Can | do external CPR?
Only if absolutely necessary

FAQs

If not, is there a “hand pump” or external device to use?
No.

If the device slows down (low flow state), what alarms will go off?

May not be able to obtain cuff
pressure (continuos flow pump).

Pump connected to electric line
exiting patient's abdominal area and
is attached to computer which runs
the pump.

Ared heart alarm light indicator and steady audio alarm will sound if less
than 2.5 Imp. Can give a bolus of normal saline and transport to an
LVAD center.

How can | speed up the rate of the device?

. Pump does not affect EKG
No, it is a fixed speed.

Do | need to heparinize the patient if it slows down? Al ACLS drugs may be given.
Usually no, but you will need to check with implanting center. No hand pump is available.
Can the patient be defibrillated while connected to the device? A set of black batteries last
Yes. approximately 3 hours, gray

If the patient can be defibrillated, is there anything | have to batteries last 8-10 hours.
disconnect before defibrillating? Any emergency mode of

No. transportation is ok. These patients
Does the patient have a pulse with this device? are permitted to fly.
May have weak pulse or lack of palpable pulse. Be sure to bring ALL of the patient’'s

What are acceptable vital sign parameters? equipment with them.
MAP 70 - 90 mm Hg with a narrow pulse pressure

Can this patient be externally paced? Adapted from Sweet, L. and Wolfe, Jr., A. Mechanical Circulatory
| Devices in Transport in ASTNA: Patient Transport Principles and

Yes. Practice, 4th ed., Mosby, 2010 in press.

Trouble Shooting HeartMate II°
When the Pump Has Stopped

® Be sure to bring ALL of the patient’s equipment with them.

e Fix any loose connection(s) to restart the pump.

e If the pump does not restart and the patient is connected to batteries replace the current
batteries with a new, fully-charged pair. (see changing batteries section on next page)

e If pump does not restart, change controllers. (see changing controllers section on next page)

Alarms: Emergency Procedures

Red Heart Flashing Alarm: This may indicate a Low
Flow Hazard. Check patient--the flow may be too low.
If patient is hypovolemic, give volume. If patient isin
right heart failure-- treat per protocol. If the pump has
stopped check connections, batteries and controllers
as instructed in the section above.

TR cE --{.r' =

Yellow or Red Battery Alarm: Need to Change
Batteries. See changing batteries section on next page.
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Trouble Shooting HeartMate 11
Changing Batteries

WARNING: At least one power lead must be connected to a
power source AT ALL TIMES. Do not remove both batteries at
the same time or the pump will stop.

e Obtain two charged batteries from patient's accessory bag or
battery charger. The charge level of each gray battery can be
assessed by pressing the battery button on the battery. (Figures 3
and 4)

Remove only ONE battery from the clip by pressing the button on
the grey clip to unlock the battery. (Figure 1)

Figure 1

Figure 2

Controller will start beeping and flashing green signals.

Replace with new battery by lining up RED arrows on battery and
clip. (Figure 2)

Slide a new, fully-charged battery (Figure 4) into the empty battery
clip by aligning the RED arrows. The battery will click into the clip.
Gently tug at battery to ensure connection. If battery is properly
secured, the beeping and green flashing will stop.

Repeat previous steps with the second battery and battery clip.

Changing Controllers

Place the replacement Controller within easy reach,
along with the batteries/battery clips. The spare

Note: The alarm will continue until power is removed
from the original Controller. Getting the replacement

Controller is usually found in the patient’s travel case.

Make sure patient is sitting
or lying down since the pump
will momentarily stop during
this procedure.

Attach the battery clips to the

spare controller by lining up

the half moons and gently

pushing together and attach

the batteries to the spare .

controller by aligning the RED arrows. ALARMS
WILL SOUND-THIS IS OK.

Depress the silence alarm button (upside-down bell
with circle) until the alarm is silenced on the new,
replacement Controller.

Rotate the perc lock on the replacement controller in
the direction of the “unlocked” icon until the perc lock
clicks into the fully- unlocked position. Repeat this
same step for

the original

Controller

until the perc

lock clicks into

the unlocked

position.

Disconnect

the perc lead/driveline from the original controller
by pressing the metal release tab on the connector
socket. The pump will stop and an alarm will sound.

JONVY0 JONVY0

Step 3. Assure the perc

Controller connected and the pump restarted is
the first priority.

Connect the replacement Controller by aligning the
BLACK LINES on the driveline and replacement
Controller and gently pushing the driveline into the
replacement Controller. The pump should restart, if
not complete the following steps:

Step 1. Firmly press the Silence Alarm or Test Select

Button to restart the pump.

Step 2. Check the powersource to assure that power is

going to the controller.

lead is fully
inserted into
the socket by
gently tugging
on the metal
end. DO NOT
pull the lead.

Tug gently on metal
end in this direction

After the pump restarts, rotate the perc lock on the

new controller in the direction of the “locked” icon until
the perc lock clicks into the fully-locked position. If
unable to engage perc lock to the locked position,
gently push the driveline into the controller to assure a
proper connection. Retry to engage perc lock.

Disconnect power from the original Controller. The
original Controller will stop alarming once power is
removed.
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HeartMate II° Controller Comparison Guide

POCKET CONTROLLER™

Cable Disconnzct Symbols Battery Bution  Pomp Running Symbel
- \ )

Usst Ioterfoce Saeen

Statws Symbols Silence Alarm Button

3 Modes: Ren, Charge, Sleep

Run: Diiveline + Power source connected

Charge: Only power source connected.

Sleep: No driveline of powe: source connected; ready o use.

Backup Battery
An emergecy bockup baftery is buik info Pocket Cenroller, powering the pump for 15 mirutes in the
aheenice of an external powes source. The bockup bartery is supplied NONSTERILE.

Event Logger
Pocket Controller ichodes dute /time seceids in event history. Pocke! Contiofle can siose 240 events.

Green Pump Running Symbol
() Green “pums unring” symbol sigaifies that the pum is on and ranning.

Controller Butions

Display Button: Erables viswing of pump parameters ond backup betesy chorge stahs.

Silence Alarm Button: Sikences hazad alams for 2 minutes and odvisory dloms for 4 hours.

Display Button + Silence Alarm Button Togethers Displays previous sk diorme.

Buttery Button: Displays the batery power gouge when pressed. Acfivates o seff test when held for §
seconds then feleased. Enters sleep mode when diiveline ond excemal power are disconnectad and bufion is
held for 5 seconds then selecsed.

Self Test
553 Press ond hoid the Battery Button for 5 seconds.

Low Power

Yellow Diamond Symbol: Dispioyed when only 15 minutes of exfemncl powsr s remeinno.
P Red Battery Symbol: Disployed when only 5 minufes of externai power & remaining,
Backup Battery Mode: {niersd aff external powier is degieted. Provides 15 minutes of internal
emeigency bockup battery power.
Power Saver Mode: Entered when pump has run on bockup battery for 15 minutes, Pump Speed s
teduced o the set Low Speed Limit.

Starting the Pump

>8000 RPM: Pump sturls automaially.

<8000 RPHM with Backup Battery: Siorf pump by pressing ony button on Pocket Contioler
<8000 RPM with no Backup Battery: Pung can oaly be stuited vio System Morior.

System Monitor Event History Screen
Pl Event: 72 i3

oty I i3 9500 5 T

Compatibility
System Moritors | ond 1, Powes Module, Powes Module Patient Cable (14 Vol, 14 Vol Lithiom-on
Batteres and Bottery Cigs.

Alarms
"J» For o fevlew of claims cnd thelr mearings, refasence HecrtMate 1 Alorms for Chnkcians, Irem
F 107526, Packet ContiollerTncludes o yellow wiench ton o denote advisory aigmss. Nate that

Pocket Conholler inciudes drivelines fouft detection.

JONVY0 JONVY0

EXTERNAL PERIPHERAL CONTROLLER {EPC)

Red Heorl Alorm  Coll ModuloAlarm  Power Symbol  Fest Sefect Bulton

Aloum Silence Button  Battery Alosm  Ratiesy Gouge

2 Modes: On, Off
On: Driveline + Power sourca connecied.,
O No driveline or power soure connected.

Cell Module Battery
No backep battery. The cel module bafrery powers an oudible tone if EPC i removed from power whi the
ditvefine is connected. The cell module battery is supplied STERILE.

Event Logger
£PC does not inchude date//fime records in event history. EPC con stote 120 events.

Green Power Symbol
°° Green light anly means that the conroller is receiving powes. Listen over the pump pocket foi
*. (onfirmafion that the pump s fuening.

Controlier Butions

Alarm Silence Button: Dispkys the battery fue! gouge. Also silences hazaid lorms fos 2 minates ond
advisory glarms for 4 howss.

Test Select Bution: Activates a self test when held for 3 seconds.

Note: EPC does not inchude o displey batton or user ntedfoce scresn. The Display Module i sed fo view
pump parometers and gloim events

Self Test
(W) Press and hold the Test Seloct Button for 3 seconds.

Low Power

Yellow Battery Symbol: Displayed when only 15 minutes of externol power & remalning.
BRI Red Battery Symbol: Displayed when only 5 minytes of external poweris emaining.
Power Saver Modez Enteted when the battery voliage folls fo o ciically low level. Pump Speed is
teduced to 8000 RPM.

$tariing the Pump
>8000 RPM: Pump starts auumatically.
<B000 RPM: Start gump by pressing Alarm Sience Button o fest Select Eutfon on EFC

System Monitor Eveni History Sareen
Pl Event:

System fuformation: R S TR N TN

Compatibility
System Menitors | and I, Powes Moduls, Povrer Bose Unit (PBU), Power Module Patient Cable (12 Yolf ond
14 Volt), 14 Vol: Lishiusm-on Botteries and Baftery Cips, 12 Vo SUA and NilH Batteres ond (ips.

Alarms
Fa o teview of alorms and thek meanings, reference Hearthate 1| Alorms for Clinicians, flem 103851.
Note that EPC does not include diiveline foult detection.
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HeartMate || Controller Comparison Guide

DRIVELINE CONNECTION

Pocket Controller: : External Peripheral Controller (EPC):
A safety fab is located on the back of the controller. A percutaneous lock is located on the side of the controller.

Unlocked Locked i o

The Pocket Controller driveline connection and locking mechanism are different from the EPC. To insert and lock the driveline into Pocket Controller:

Align the arrow on the driveline to the arrow on the Pocket

Slide the safety fab back to expose the red button.
Controller. Firmly insert the driveline until it snaps info place.

Slide the safety tab over the red button. Ensure the safety tab
completely covers the red button.

"i'!:l QTEC'WLL{W

RPORATI ON
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Tug gently on the metal portion of the driveline to ensure that
itis fully engaged.

Thorate, HeariMiate |, Pocket Controlles, ond the Theratec logo ore registered tiodemarks of Thorotes Corporation.
©7013 Thoratec Cororaticn. Al ights reserved. 109816.4




