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QF IMPLANT DATE PERIOD
PATIENT PIECF)’T_IL_E_I;_AT Tll\l%\@ 2012 - 2016
\\00 <2010 2010 - 2011 (Jan-Mar) TOTAL
S n % n %o n % n %
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HTx = heart transplantation; LVAD = left ventricular assist device; OM@I = optimal medical management; VAD = ventricular assist device.
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All Delayed LVAD Patients (N = 22)
Time to Implantation = 4.9 [2.7-12.4] Months

f'\

&30% Enrollment |Delayed Implantation |Paired p Value

Inotrope de%eﬁdent 22 0 (0) 12 (55) <0.001 &Q\\Q i
INTERMQ\@% profile 18 5[4-6] 4 [2-4] <0.00%¢"
N‘r’HJgfﬁJnctmnal class IV 20 5 (25) 14 (70) 03;9?34
%H@M 1-yr survival (%)* 22 89 [81-92] 71 [40-86] @QD 001
Albumln (g/dl) 20 3.9 [3.6-4.2] 3.5 [3.4-3.7] /\0\) 0.009
6MWD (m) 15 219 [192-272] 90 [0- 221] <0.001

VAS 13 45 [33-50] 40 [28- %@“] 0.473
PHQ-9 15 7[2-10] 9 E&ﬁz] 0.423
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FIGURE 4 Changes in NYHA Classification in Patients Who Are Alive on Original Therapy at 2 Years
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TABLE 5 AEs During the First and 5&\@nd Yr of Follow-Up

P

\\Q)
Yr1i Yr2

Qfim LVAD oMM LVAD

AEgte (eppy)  AE Rate (eppy) AE Rate (eppy)  AE Rate (eppy)
.7 Patient-Yrs 82.4 Patient-Yrs 45.2 Patient-Yrs 638.7 Patient-Yrs

Bleeding & 003 1.49* 0.02 0.60*+
Gl bleeding 0@'0%' 0.01 0.92* 0.02 0.39*t
Infection &6\@""’% 0.09 0.97* 0.13 0.68* o
Drivelig@%infectinn NA 0.135 NA 0.175 @Q'b{\
Sepgs 0.01 0.23* 0 0.134:0&@@
Pjéﬁp thrombus NA 0.07% NA oog?f
Qogtrnke 0.025 0.12% 0.04 @@8.04
Ischemic 0.013 0.07 0.04 bgf\°° 0.04
Hemorrhagic 0.013 0.05 0 & 0
Arrhythmias VT/VF 0.10 0.338 0.16%3&6\'@ 0.07t
Worsening heart failure 0.90 0.16* \Qﬁ%\ﬁ 0.09*
Right heart failure 0.03 0.114 60cﬁc’r:].i:]z 0.01
Rehospitalizations 1.77 2.67+% @@9 1.041 2.40*
“"Composite” event rate|| 1.05 2.31* %@ec’o 0.84 1.069

Relative risk [95% ClI] OMM/LVAD: 0.79 [0.46-1.36]

('1/
OMM/LVAD: 0.46 [0.31 —@@.'68] *
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A Fully Magnetically Levitated Cgrculatory
Pump for Advanced Hear;g\o\failure
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A Axial-Flow Pump
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Table 1. (Continued.)

N
\e}b Centrifugal-Flow Pump Axial-Flow Pump
Characteristic \‘\“ Group (N=152) Group (N=142)
&
A i N4
INTERMACS profile — no. (%) 1 {\\e}
1 eq'b 1(0.7) 4 (2.8)
2 Q(:e‘(\ 50 (32.9) 44 (31.0)
3 (}\00 76 (50.0) 69 (48.6)
O
4 Q@b 22 (14.5) 23 (16.2)
5 5@,@ 2 (1.3) 2 (1.4)
Eor7 A 0 0
L aeR
Mot provideg 1{0.7) 0
P f'oe'
Qs
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S
<> 1.00
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N <
S _ S
w X
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P . O
3 P=0.03 by log-rank test Axial-flow pump &R
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Mé:ﬁh after Implantation
No. at Risk L
Centrifugal-flow pump 152 146 V138 135 130 128 127
Axial-flow pump 142 125 119 116 110 106 103



Table 3. Major Adverse Events in the Per-Protocol Population.®

o
S
Centri\(@ézl-Flurw Pump Axial-Flow Pump Relative Risk
Event e&]‘nup (N=151) Group (N=138) (95% CI) P Value
\&
<‘\\u. of patients no.of  no. of patients  no. of
OQQ’ with everts (%)  events  with events (%)  events
Suspected or confirmed pump thrombosis ((:Q’Q o 0 14 [10.1) 18 MA <0.001
S
Stroke BN
P
Any stroke e 12 (7.9) 12 15 (10.9) 17 0.73 (0.35-1.51)  0.39
<
Hemorrhagic stroke \,)@,& 4 (2.6) 4 8 (5.8) 8 0.46 (0.14-1.48) 0.13
lschemic stroke %,&O 8(5.3) 8 9 (6.5) 9 0.81 (0.32-2.05) 0.66 8\@'
Disabling stroke % 9 (6.0) 9 5 (3.6) 5 1.65 (0.57-4.79) 036 &
S R
Other neurclogic wq@j‘e a9 (6.0) 9 2 [5.8) g 1.03 (0.41-2.59) 0.95 &
; O W
Bleeding 66 Qg{g’
N
Any bleeg\mg 50 (33.1) 100 54 (39.1) 98 0.85 (0.62-1.15) n.(gaQ
i °
Bieeé)ibcg requiring surgery 15 (9.9) 15 19 (13.8) 21 0.72 (0.38-1.36) QQII.S]
O
Gastrointestinal bleeding 24 (15.9) 47 21 (15.2) 36 1.04 {[I.E-l—l.?ggoc}\ 0.87
@
S@sis 14 (9.3) 19 9 (6.5) 10 1.42 {:}.54—’\;)@%} 0.39
9)
CLVAS drive line infection 18 (11.9) 21 9 (6.5) 11 1.83 Qb$"3‘93} 0.12
Local infection not associated with LVAS 46 (30.5) 57 36 [26.1) 58 1.].@2)10.31—1.69} 0.41
Right heart failure 'Q'G_,QJ
<
Any right heart failure 45 (29.8) 49 34 (24.6) 36 50 121(083-177) 033
N
Right heart failure managed with RVAS 4 (2.6) 4 8 (5.8) K 0.46 (0.14-1.48) 0.18
KO
Cardiac arrhythmia sz
Any cardiac arrhythmia 47 (3L.1) 61 52 (3 ?gqﬁ 68 0.83 (0.60-1.14)  0.24
Ventricular arrhythmia 27 (17.9) 33 2?.&4&5} 37 0.91 (0.57-1.48) 071
N
Supraventricular arrhythmia 23 (15.2) 27 0&&{2 17} n 0.70 (0.43-1.15) 0.15
Respiratory failure 33 (21.9) 44 24 (17.4) 27 1.26 (0.78-2.02) 034
('1/
Renal dysfunction 17 (11.3) © 12 (8.7) 12 1.29 (0.64-2.61) 047
N
Hepatic dysfunction 7 (4.6) © 7 3(2.2) 3 2.13 (0.56-8.08)  0.34
Hemolysis not associated with pump thrombosis 1 (0.7) 1 2(1.4) 2 0.46 (0.04—4.98) 0.61




Qualité de vie
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Heart Transplantation
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