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Heartware HVAD Components

Small pump attaches
directly to heart

/

Thin, flexible driveline | ‘
cable exits skin -L 2=

A small controller & e o -" &?. o
batteries run the | ‘ ‘@ |
pump | -
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) _ HVADPump
%
When is it used? The HeartWare™ HVAD™ System is designed for use both in and out of hospital seftings,
including during patient transport and is used when a heart failure patient's weakened heart is nof capable of
pumping sufficient blood to the rest of the body. The system is used as a desfination ’[hEI’EE'?' in patients who are

not cardiac transplant candidates but are also at risk of death from end-stage heart failure that is unmanageable by
standard medical therapy.




2017 INTERMACS REPORT

Eighth annual INTERMACS report: Special focus
on framing the impact of adverse events

INErMACS  continuous Flow LVAD/BiVAD Implants: 2008 — 2016, n=17633
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Najcastejsie komplikacie LVAD

CMP

Trombodzy cerpadla
Krvacanie

\Y(@)

Pravostranné zlyhanie

Infekcie



Najcastejsie komplikacie LVAD

m CMP

m Trombodzy cerpadla

m Krvacanie

m MOF

m Pravostranné zlyhanie

m [nfekcie

m [ 17 AD-related complications can occur in up to 60% of patients
by six months post-implantation, and, by two years, 80% of
Dpatients experience at least one adverse event

Kirklin JK, Naftel DC, Pagani FD, Kormos RL, Stevenson LW, Blume ED, Myers SL, Miller MA, Baldwin JT, Young JB. Seventh
INTERMACS annual report: 15,000 patients and counting. J Heart Lung Transplant. 2015 Dec;34(12):1495-504.
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Ciel

m Zhodnotenie vyskytu vcasnych 1 neskorych
komplikacii u pacientov po implantacii
centrifugalne) dlhodobej mechanickej srdcovej

podpory HeartWare™ HVAD™



Subor

® 53 pacientov po implantacii HVAD v obdobi
2013-2017

m Priemerny vek 55 rokov

® 53% pacientov predoperacne na inotropnej

podpore

m /0% pacientov bola podpora implantovana
mininvazivne



Vysledky I - mortalita

m Hospitalizacna mortalita 13%0 (7 pac. z 53)

m 1-rocna mortalita 19% (8 pac. zo 42).

- 3x intracerebr. Krvacanie (z toho 1x do Tu)
- 2x ttombdza pumpy/iCMP

- 2x septické komplikacie

- Ix MOF

® T na katecholaminovej podpore - 33%

m + bez KA podpory 9% (p < 0.03).










Vysledky II — v€asné komplikacie

B vcasna revizia pre krvacanie - 28% pacientt

m ARI s nutnostou prechodnej RRT - 38%

m Docasna pravostranna podpora — 11%

m vymena HW pre trombdzu — 2%

m [né krvacanie - GIT - 7%, epistaxis - 4%
mocovych cest (4%)



Vysledky III — pozdné komplikacie

m Infekcia okolia kablu — 35% prepustenych
m /. toho 44% vyzadovalo chir. Reviziu

m Pravostranna dekompenzacia -

rehospitalizovanych 22%o

B Tromboza pumpy — 7%, rieSené systémovou TL
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HearfWare
Avutologs

Patient ID: 447! SPEED (RPM)
Pump ID: HW2745 FLOW (LPM)
Controller 1D: POWER (W):

Data through: January

VAD PARAMETER TRENDS

_HeartWare -

Figure 1: VAD parameters and flow pulsatility over the |

ADDITIONAL NOTES BATTERY SUMMARY

-Mo dlarms have ¢ in the last 14 days of available Battery ID Cycle Count
data.

This remole analyss has besn aulomatically computer generated at your request by HearfiWare for generml informational purpos=s. I is
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Zaver

m Komplikacie LVAD su caste

m [Frekvencia podobna publikovanym datam

m 81% pacientov po 1 roku pfeziva s podporou
alebo absolvovala transplantaciu srdca.

m Horsie vysledky u pokrocilych stadi



@ European Journal of Heart Failure (2017) 19, 595-602 REVIEW
EUROPEAN doi:10.1002/ejhf.779

Left ventricular assist device therapy in

advanced heart failure: patient selection and
outcomes

Finn Gustafsson'* and Joseph G. Rogers?

= LVAD implantation in stable patients is superior to that of

‘crash and burn’ patients or patients sliding on inotropes,
favouring eatly referral and implantation

= [.VAD implantation should be considered in selected
INTERMACS 1-2 patients, in all INTERMACS 3 patients,
and 1n severely symptomatic and motivated INTERMACS 4—7
patients who will accept a risk of adverse events in exchange for

longer survival with a better functional status



Dakujem za pozornost’

// CKTCF Centrum kardiovaskularni
//// a transplantacni chirurgie







m Continuous-flow LVADs (CF-LVAD) have
accounted for virtually 100% of devices in
patients receiving DT since 2010 and actuarial
survival 1s currently 819%o at one year, 70% at two
years, 60% at three years, and 48% at four years

m [ ZVAD-related complications can occur in up to
60% of patients by six months post-
implantation, and, by two years, 80% of patients
experience at least one adverse event

Kirklin JK, Naftel DC, Pagani FD, Kormos RL, Stevenson LW, Blume ED, Myers SL, Miller MA,
Baldwin JT, Young JB. Seventh INTERMACS annual report: 15,000 patients and counting. | Heart Lung

. Cw my  m
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Najcastejsie komplikacie LVAD

m Infekcie

m CMP

m Trombozy cerpadla

m Krvacanie

m Renalne zlyhanie, MOF

m Pravostranné zlyhanie

m Vcasné/neskoré (30 dni)



Ciel

m Zhodnotenie vyskytu vcasnych 1 neskorych
komplikacii u pacientov po implantacii
centrifugalne) dlhodobej mechanickej srdcovej

podpory HeartWare™ HVAD™



Najcastejsie komplikacie LVAD

m Infekcie

= ———

ln U IVLI”

11 Trombozy cerpadla

: Tf ‘-77: _ - 4 - 4 —_
Ay vacaliic

B non-surgical, adverse events and complications with
the LVAD include bleeding complications, device
thrombosis, 1schaemic and haemorrhagic strokes,
renal impairment, multi-organ failure and infections

m Vcasné/neskoré (30 dni)



Najcastejsie komplikacie LVAD

m Infekcie

= ———

ln U IVLI”

11 Trombozy cCerpadia

: Tf ‘-77: _ - 4 - 4 —_
Ay vacaliic

B non-surgical, adverse events and complications with
the LVAD include bleeding complications, device
thrombosis, 1schaemic and haemorrhagic strokes,
renal impairment, multi-organ failure and infections

m Vcasné/neskoré (30 dni)



Najcastejsie komplikacie LVAD

m Infekcie

ln U IVLI”

11 Trombozy cCerpadia

- . 7 __ _° _

I = A 2LV VLAl

B non-surgical, adverse events and complications with
the LVAD include bleeding complications, device
thrombosis, 1schaemic and haemorrhagic strokes,
renal impairment, multi-organ failure and infections

m Vcasné/neskoré (30 dni)



Krvacanie

m Vcasné — pooperacne, suvisiace s vykonom
m Nechirurgické — 20-40% v 1M

m Neskoré — AV malformacie GIT, ziskany von
Willebrandov syndrom, hepatalna insuficiencia
pt1 pravostrannom zlyhavani

m 1. GIT — celkovo 21% pacientov/ 1R,
(31%/5R)

m 2. CNS

m 3. Anémia nejasného povodu (20%o)




Tromboembolické komplikacie

m iICMP/TIA
B nonCNS embolizacie

m Trombdza pumpy



Infekcie

m Celkové — pneumonia, sepsa

m DLI (driveline site infections)
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Heartware HVAD Components

Thin, flexible driveline [
cable exits skin T

A small controller &

batteries runthe [

pump

Small pump attaches
directly to heart
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S HVADPump

%
When is it used? The HeartWare™ HVAD™ System is designed for use both in and out of hospital settings,
including during patient transport and is used when a heart failure patient's weakened heart is not capable of
pumping sufficient biood to the rest of the body. The system is used as a destination therapy in patients who are
not cardiac fransplant candidates but are also at risk of death from end-stage heart failure that is unmanageable by
standard medical therapy.




\-é U.S. Department of Health and Human Services
<

o7y U.S. FOOD & DRUG ] ] e
ADMINISTRATION _ a

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Medical Devices

Home > Medical Devices » Products and Medical Procedures » Device Approvals and Clearances » Recenily-Approved Devices

HeartWare™ HVAD™ - P100047/S090

018 vice Annroval
2018 Device Approvals f share ®oNT | & EMAL | B PRINT

2017 Device Approvals

S HVADPump

When is it used? The HeartWare™ HVAD™ System is designed for use both in and out of hospital settings,
including during patient transport and is used when a heart failure patient's weakened heart is not capable of ‘

pumping sufficient biood to the rest of the body. The system is used as a destination therapy in patients who are
not cardiac transplant candidates but are also at risk of death from end-stage heart failure that is unmanageable by
standard medical therapy.
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2017 INTERMACS REPORT

Eighth annual INTERMACS report: Special focus () cosse
on framing the impact of adverse events

James K. Kirklin, MD,” Francis D. Pagani, MD, PhD,” Robert L. Kormos, MD,¢
Lynne W. Stevenson, MD,® Elizabeth D. Blume, MD. Susan L. Myers, BBA, QMIS,*
Marissa A. Miller, DVM, MPH." J. Timothy Baldwin, PhD." James B. Young, MD,” and
David (. Naftel, PhD°
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Nejake pocty z intermacsu,
profily...



