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ITT nmo1'Ix 0'02 11'"'o9xn :12 A0

FIX-HF-5C FIX-HF-5C2
P-value1 | M Ny P-value1 | OPTIMIZER OPTIMIZER nmnYn
0.049 (86) 11,4 + 62,8 0.071 (74) 10,9 + 63,1 (60) 8,9 + 66,3 (D1w) 712
0.182 (79,1%) 68 0.032 (73,0%) 54 (88,3%) 53 7
0.590 (70,9%) 6 0.346 (74,3%) 55 (66,7%) 40 (12%7) InK K¥IN
0.299 (59,3%) 5 0.473 (62,2%) 46 (68,3%) 41 (nm>do'r) niirox CHF
1.000 (59,3%) 5 0.224 (48,6%) 36 (60,0%) 36 oI Ml
0.560 (26,7%) 23 0.837 (24,3%) 18 (21,7%) 13 nTiy CABG
0.432 (85,9%) 73 0.731 (94,4%) 67 (91,7%) 55 nnTiz PM ix ICD n>wn
0.804 (85,9%) 73 0.382 (93,0%) 66 (88,3%) 53 (ICD, CRT-D, S-ICD) o ICD
0.170 (0,0%) 0 0.593 (1,4%) 1 (3,3%) 2 nTip PM
0.471 (7,0%) 6 0.459 (6,8%) 5 (3,3%) 2 NN
0.027 (48,8%) 42 0.014 (51,4%) 38 (30,0%) 18 ndIo
0.0002 (0%) 0 0.0005 (0%) 0 (15,0%) 9 VIayp DNITTN 1919
0.065 (40,7%) 35 0.009 (33,8%) 25 (56,7%) 34 NINITTND Q¥ NIY19N 7w nM1vo~n
0.761 (7,0%) 6 0.772 (10,8%) 8 (8,3%) 5 DNITTNS 99
0.082 (31,4%) 27 0.029 (27,0%) 20 (46,7%) 28 DITTND 119D
0.306 (1,2%) 1 1.000 (4,1%) 3 (5,0%) 3 n'ospN PACs
1.000 (3,5%) 3 1.000 (2,7%) 2 (3,3%) 2 NNNX DNIMITTND NIYI9N
0.716 (32,6%) 28 0.459 (35,1%) 26 (28,3%) 17 NINTN Q¥ NIYI5N 7¢ NMI0o~N
1.000 (9,3%) 8 0.752 (6,8%) 5 (8,3%) 5 DTN I
1.000 (22,1%) 19 0.685 (25,7%) 19 (21,7%) 13 NTN NMERL
1.000 (8,1%) 7 0.772 (10,8%) 8 (8,3%) 5 n'ospN PVC
NYHA
0.082 (90,7%) 78 0.023 (86,5%) 64 (98,3%) 59 N7
0.082 (9,3%) 8 0.023 (13,5%) 10 (1,7%) 1 T NaT
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ITT nmoi'DIx :0'0a NnioNAN 13 n7a0

FIX-HF-5C FIX-HF-5C2
P-value1 | M Ny P-value1 | OPTIMIZER OPTIMIZER nmnYn

0.212 (83,7%) 72 0.393 (82,4%) 61 (75,0%) 45 ACEi/ARB/ARNI
0.317 (57,0%) 49 0.603 (54,1%) 40 (48,3%) 29 ACE 2dyn

0.096 (25,6%) 22 0.128 (24,3%) 18 (13,3%) 8 ARB

0.028 (3,5%) 3 0.035 (4,1%) 3 (15,0%) 9 ARNi

1.000 (95,3%) 82 0.656 (97,3%) 72 (95,0%) 57 Beta Blocker
0.558 (77,9%) 67 0.689 (77,0%) 57 (73,3%) 44 nyn
1.000 (9,3%) 8 1.000 (8,1%) 6 (8,3%) 5 nwn nun
1.000 (4,7%) 4 0.656 (2,7%) 2 (5,0%) 3 [' TN
0.762 (9,3%) 8 0.260 (13,5%) 10 (6,7%) 4 [ropnrT
0.733 (38,4%) 33 0.477 (35,1%) 26 (41,7%) 25 [NVOIT?X 2dYN
0.240 (11,6%) 10 0.731 (6,8%) 5 (5,0%) 3 Reranih
0.124 (30,2%) 26 0.527 (24,3%) 18 (18,3%) 11 ni7an
1.000 (9,3%) 8 0.787 (12,2%) 9 (10,0%) 6 |T'0 NI7yn Doin
0.013 (14,0%) 12 0.108 (18,9%) 14 (31,7%) 19 A¥P NIYI9N T2
1.000 (68,6%) 59 0.572 (73,0%) 54 (68,3%) 41 DT NI'OV TA
0.003 (20,9%) 18 0.028 (25,7%) 19 (45,0%) 27 NP Tan

.Fishers Yw np'm np'1a nivynxa FIX-HF-5C2 OPTIMIZER nxiap? nxnwna '
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vin'y I'N 0'T'N DU NIvAwnn 0 T1ann .- 13 a%aua nimdion 17 niz'oo 'X7 0'0an NIDNN
-2 '71mn winwn FIX-HF-5C2 1212 nwnp m1an axp niyvaon 1 ,ARNi's-2 anirr a0
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M7NN2 Q¥ NIYI5N T2 NIDSNNA win'wn N Njp1on 14 n7av .FIX-HF-5C 1pznna 17901
.AXNnwn nwY? FIX-HF-5C-1 FIX-HF-5C2

NI'0'02 NI'NNMIX-'VIX NIDNN 14 n7a0

FIX-HF-5C FIX-HF-5C2
NIz Ni¥ay OPTIMIZER OPTIMIZER nInUn
(14,0%) 12 (18,9%) 14 (31,7%) 19 2¥ NIYI9N TA
(7,0%) 6 (14,9%) 11 (20,0%) 12 |NTIMN
(2,3%) 2 (4,1%) 3 (8,3%) 5 717010
(3,5%) 3 0 (1,7%) 1 ['07'0jm
(1,2%) 1 0 (1,7%) 1 T700I1T

N'YUKRAY NA'VPOX NXP NTHA

IN'O'"] NINA

VO 2-n X'wa N¥1A7a 017720 NDWNY NIMIXR'O™ NNTIN NITTN YW 7TIN1 win'y nwy)
FIX-HF- maiza *in? nxnwina FIX-HF-5C2 ='won *21n2 0'0an 170 niviaw 24-1 yxinnn
NoxMIv 7apnn mxnpn YmTannn (A7pw- .70% v n1r) 30% 7w yn n''Rw oy ,5C
FIX-HF-5 nixiapn-nn 1inia

Anx? nnx VO 2 X'y N1 nindY 179'0 0'71nn 60 Yimn FIX-HF-5C2, 55 n'won nxinpa
FIX-HF- 271202 nim npn o X7 .niviaw 24 qwun? VO 2 X'w N1 179'0 071N 52-1,0'010
DY .27 N{7'90 'XA D'TIDWN APV NI'DXN NINON I'N K71 ,Nviaw 24 7w nd>ynn noipna 5C2
n'97m niin 2y VO 2 X'w niroxn on? nnonw FIX-HF-5C naijpran nxiajpa o'7in Rt
['xw VO 2 x'w niroxn 397-1 0*72in 146 7on 102 mwr .FIX-HF-5C 717101n9 '97 D'09XD

.N7 NN 1y FIX-HF-5C-1 FIX-HF-5C2 1'won 7w nia2wnin mipaan ni¥iapa ninon

TNIKRYIN NX DA'¥N 5-1 4 DMK 17'X1 DMIR'0"2N D'NINAN 7w NIRXIN Nizoon 16-1 15 nix'7av
2o miva VO2 7w x'win

InTI nxaye % VO2 x'w 2w SD ,yxinn ,ni'osxn 1oon :15 a'1av

[ n"vo y¥inn (hon) oan (nox1) oan
[na nix¥ap [na nixap [pna nixap [pna nix¥ap
nipa nipa nipa nipa
2.94 2.81 15.01 15.36 0 0 60 86 o'oa Iy
3.34 4.29 16.01 14.59 8 13 52 73 nwniv 12
3.09 4.69 16.22 14.34 8 12 52 74 nynv 24

(nIx70 DY) N0 'UKI NINY NIRXIN (16 n'720

(o) nxn'n
(n11yn)P SE UL LL TmtDiff T
0.999 0.356 1.776 0.381 1.079 niynw 12
1.000 0.356 2.417 1.021 1.722 niviv 24
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NXI70 OV FIX-HF-5C2 [
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Pv02:2 71902 YxINN 7120

aj7nn 9% nviaw 24 % 71 9% PV0O2-a 719'0a yxinn 71aa : 5 n'wnn
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FIX-HF-5C2 jpnn 7w niiry 7y yaxnn) 0-n 7rma 3 A-w N1R'0"AN NMINKN NNANONN
NNy NWIVIE N'NT 09xN Nvwn ,0.975 2y n'ay ntw pirn .1 k' (FIX-HF-5C-2 no'vh
JIIYRIN DI'oN NTI7A7 ona

2A'Th NINY

-2 maw a7y anen FIX-HF-5C2 OPTIMIZER nxiap7w 75 7y yaaxn ax'o"an Ninan
waTn 0.975 v n7ivin nink nnanon oy FIX-HF-5C nmaijran nxiaj 2o 7v Peak VO2
.N'VO'VVO NIZNAINYT

.(0"7'71> 0'I>'0 17 a'7ava yroin Peak VO2 7w x'or 1'RYW AN NINY

0'12 (5) nwmn .24 1x 12 niviawa 1wn? (N VO2 X'y nixxin non o'z (11) 11-7
.0MIP'aN 12 0non I

7WN IX 009X 7w OIN' I'N K7W D ,27 NZ'D0 'K DTIDYN 1Y NINTYN IX NN Ngn ' K7
07720 770 ,ARNIYN NNVNY naxm NATR Aznn NIRYIN FIX-HF-5C2 11mia anira qman
N [91xa 71 VO2 x'w .FIX-HF-5C 2nnn nixvin? nirndnn OPTIMIZER-n nixkxin 2
nIY N oroan I ''winl FIX-HF-5C2 OPTIMIZER n¥iapa 24-2 |01 12 niviava |n
QNN 2NN TN NIRXINA WIR 01 .FIX-HF-5C 27nna nizaan n¥inpgn n'mivawn
.FIX-HF-5C 2znnn mj7a7 nxnwna

170 0 X7 WK FIX-HF-5C2 27nna v'wonin 711 1y VO 2 X'wa 119w 1'% ,'70n 102
Jaan nxiag 1y VO2-a ntna
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ITT nuor'ix :ni'y nid'o :17 |In'nw

FIX-HF-5C FIX-HF-5C2
Ty1an Mg Nivay T491an OPTIMIZER OPTIMIZER nnun
(npT/a"p/7") VO2 N'w
2,87 + 0,36- (86) 2,8 + 15,4 2,76 £ 0,48- (73)2,6 + 15,5 (60) 2,9 + 15,0 (SD (n £ yximn 0'01 I?
(19,9 ,9,1) (19,7 ,9,8) (19,9 ,9,8) DInM)
(om'ojm
[0,60,1,31-] [14.8,16.0] [0,47 ,1,44-] [14.9,16.1] [14.2,15.8] [Cl 95%)]
0.462 0.317 P-value2
3,20 + 0,80 (70) 3,1 £ 15,2 3,25+0,43 (67) 3,2+ 15,6 (52) 3,3 +16,0 (SD (n = yxmn niynw 12
(21,9 ,8,5) (23,3,9,0) (22,2 ,10,2) Dinm)
(om'ojm
[1,96 ,0,36-] [14.5,15.9] [1,62,0,76-] [14.8,16.4] [15.1,16.9] [Cl 95%)]
0.174 0.478 P-value2
1,92 +1,13 (70) 2,11 + 0,35- 2,06 + 0,67 (67) 2,34 + 0,10 (52) 1,64 + 0,77 (SD (n + yximn ninv 12-% 0'oan Iy NX NY
(4,80,6,10-) (5,95,7,35-) (4,60 ,5,30-) Dinm)
(Dmrom
[1,82,0,43] [0.86,0.15-] [1,42,0,09-] [0.47,0.67-] [0.32,1.23] [Cl 95%)]
0.002 0.164 0.082 0.716 0.001 P-value2
3,20 + 1,06 (70) 3,3 £ 15,2 3,33+0,73 (66) 3,5+ 15,5 (52) 3,1 + 16,2 (SD (n = yxmn niviw 24
(22,7 ,8,8) (23,2 ,8,9) (23,9,10,2) Dinm)
(Dmrom
[2,21,0,10-] [14.4,15.9] [1,95,0,49-] [14.6,16.3] [15.4,17 1] [Cl 95%)]
0.074 0.239 P-value2
2,04 £ 1,63 (70) 2,36 + 0,50- 2,28 £1,15 (66) 2,745 + 0,027- (52) 1,50 + 1,13 (SD (n + yxmn ninv 24-% 0'oan 1P NN MY
(4,90 ,6,85-) (5,90,7,30-) (4,20 ,2,60-) DIN'n)
(Dmrom
[2,37 ,0,89] [1.07,0.06-] [1,99,0,32] [0.701,0.648-] [0.71,1.54] [Cl 95%)]
001.> 0.078 0.007 0.938 001.> P-value2

.FIX-HF-5C2 OPTIMIZER nxiap7 nxiiwna '’
JINNK AT DT [IAWNA DNEY *2an DAT-I1T -0 jnan NIYYNKA D'HIYIn 0'7T7ann1,ANTan tn jnan nivynxa 0'oan 177 oHiwim ooy 2
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nawn Ni'y' 'ninA

nrroi?sIx 1y 18 a'72ava naxin n%7Dn CCM npoox 7700 CCM nn 7w nawnn or'on N7l IX NMYN 2ITA7 0'D N1 ,NAYIN DNR'YR DI'0N NTI7AYW WNKN
n¥[pa TNX 2721 ,17nwin FIX-HF-5C2-2 o110 75w ninn% .37 0TI "IRINWY 193 D2N/Nn N9 DY 1IAVI DR'NTH DRININ 70 112y Niaxim nikximn IP-n

NIXY7 NaY '90 .nXIvna wnwn FIX-HF-5C 2znna nniw [P-n nroi71xw 72 ,17nwin X7 0'9011 D' T2 5-17nnn n'7'nn 197 nn FIX-HF-5C OPTIMIZER
FIX--1 FIX-HF-5C2 mjznn 7¢ OPTIMIZER nixiap a 1w niw niviaw 24 anx? n770n CCM ngoox ,0ronimin 0'Imini 0 0iman 73 1ay ,18 a7ava
(0 L,0u) T YTamn ninNa PuI7Nn7 X¥N1 Nivapn 2 112 7mann 7w 95% 2w qnon nin txn HF-5C

IP Population :OPTIMIZER n'j7n - nnawn ni'zyr :18 X720

FIX-HF-5C2 Bsl AFIB
iy

FIX-HF-5C

FIX-HF-5C2

19130

(OPTIMIZER (N=9 (OPTIMIZER (N=60 (OPTIMIZER (N=60 nnun
7715 CCM ni7wn
(9) 4187 + 19734 4352 + 310 (67) 4998 + 19583 (59) 3472 + 19892 (SD (n + yximn niynv 24

(24578 ,12787)

(31009 ,3645)

(28284 ,11618)

(nm'ojm nimtn)

[16515,22952] [1847 ,1228-] [18364,20802] [18988,20797] [Cl 95%]
0.691 P-value2
(2448,2448-) (0L,00)
(CCM (IMPUTED 2w an'on >"nho
783 + 279 610 + 19618 463 + 19897 SE # yxinn nyiv 24
(19722 ,19553) (20037 ,19811) (Dmropn nm1am)
[1256,1813-] [18421,20814] [18988,20805] [Cl 95%)]
0.722 P-value2
(2452,2452-) (0L,00)

(01,0 u) NiNnn ma roi7nY 2173 ,91ann 1Ay ,95% YW TTY-ITA JRon NN DX NIz Ni'Rw 2y nniin
JIXAPN 2 77200 1Ay DMATA Y 7w -0 [nann yxinnn Yy P w2
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N'YUKRI N'NIN'VA AXP NTII

NXIAjA D'PTAIN TINK 7¥ N2dINAN DIFON NTIRI NNT'N NMP'YN N'NIN'UAN DI'oN NI
7w apynin noipn 17nna OPTIMIZER 3707 ik OPTIMIZER-7 ~iwpn 2o nnw OPTIMIZER
o'nirTn 73 nX 712 EAC-n L(EAC) n'yin'R7 N7 'M72 019'w NI T 7Y YaIY 19D nIviaY 24

IX 2'wdN7 YR 7W wpn DR vapl " e airron N e L(SAE) onimn X7 ik 7y
OPTIMIZER n>yn? 07nna nniwjp onw yap EAC-nw SAEs .OPTIMIZER n>wn 7w 1'%
o7 nwna OPTIMIZER 707 Ix

N7NUn NN N7 Nnivnnn 720w pTana ntn nt LFIX-HF-5C2 1212 TnX 120 71 noma
NNIVNNN 'YINN N7NWN INK? nNwn? n'7'70 qJwun? o'7inn na prnint OPTIMIZER IPG
AW 12'00 YR DX yajp EAC-n .nT npna 0'9011 0120 I'N K71,719'0 K77 n9n
Awzn SAE 7y niT X7 .0vox7 9o nIa 0'7inn N2 NINWN NDIRN DX 11007 71D NITXINDY7
.07 2 ny 0"'wona 0'p1a1a OPTIMIZER 'won?

71 Cl 95% oy (1/60) 1.7% n'n FIX-HF-5C2 apnnn ITT nxiajpa oni'on vy 1397
[91x2 7M1 n'n FIX-HF-5C2 27nna ooion wwy'w , 19 aava nixn? nav 195 (8.9% ,0.0%)
FIX-HF-2jnn 7w o0 Damin 7712 .N'00ruvuo pnain X7 ' OX DTN 17NN NXIY Nnn *21mn
D'2I2'0N Y'Y |2 V7NINN 7TANN ,NNT DY .TINKN NITIRA '00'VLVO 7TaN Navn 7y nwpn 5C2
7 narnan o (FIX-HF-5C (10.3% j7nn 127 (FIX-HF-5C2 (1.7% nna

[nn 21 nnvpnn FIX-HF-5C2 2pnn 9w nin'ua? nnjpvn 0Iron N7 7'on? 0'71>' 1K ,72'97
nix¥in .Lead-3 v'won niyyxnxa CCM 719'0 [nn 1nd 7112 niva Lead-2 v'won niyyxnxa CCM
nnnonn oI Lead-2-n 1'wona 0'NYINN DTN 190N NNN9NN VIA17 RWN |2, NINYY 17X
.0'"TIIN 0T 227 0'01dmn 017N YW 97100 Nv1a

ITT nuoI'nIx :nin'va 19 |nv

FIX-HF-5C ‘ FIX-HF-5C2
P-value1 ) & ‘ o1 2 nnun
OPTIMIZER OPTIMIZER
NIIYXI NIN'VA
0.0660 (10,3%) 7 (1,7%) 1 (%) N 3"707 IX 'wONn7 NIWpn J12'o

(20,1% ,4’2%) (8,9% ’0’0%) [Cl 95%] nivivw 24 1v OPTIMIZER Yv
nvn Nin'va

(0,0%) 0 (0,0%) 0 (%) N VT SAEs x PVC
(0,0%) 0 (0,0%) 0 (%) N PVC
(0,0%) 0 (0,0%) 0 (%) N VT

.Fishers Yw np'm np'1a nivynxa FIX-HF-5C2 OPTIMIZER nxiap? nxnwna '
.NMIA0P 72 JIN2 NNX DY 71 D901 D'RYI .NIVIXPNAN TINKI 1901 DN DDIWN*

n"7'7w D'WN'N

A7NNN N7'NAN RN WIDINY DNIMN RIT WK 7291 DNimn X7 'R0 'Win'R 7y inieT onnsn ')
9001 DWNRD 7w 7700 190nn ITT nroi?oixa 21 ni7ar 20 n7a0a naxin ;niviaw 24 Tyl
N7X7 DMIT I'N D'YNRD NIY'Y YD DIYIN 210NN TR YR NINSY7 0N W'Y 0 T21N TINNI
7w N7 Nignam nna Mipan nxinpa oal FIX-HF-5C OPTIMIZER nyiajpa na 1oxaw

FIX-HF-5C2 2jznna OPTIMIZER n>ayna naw¥1 n77n oy 0121 7w 07Nk nine 110 ,0.05
.(p=0.03) nTijzn 7NN W"wKN
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ITT nroI'nix :0-168 nr* ,1j7091¥ D*INN D'aAN DWYIAK (20 X720

FIX-HF-5C nyjpa

arruoIx FIX-HF-5C

FIX-HF-5C2 OPTIMIZER

P-value1 D'NYI o'k # | P-valuei D'NYI) n'yin'N # 2 pixwn D'yin'N # nInYn
0.250 (22,1%) 19 27 0.572 (27,0%) 20 29 (31,7%) 19 26 250
(32,3% ,13,9%) (38,6% ,17,4%) (45,0% ,20,3%)
0.571 (8,1%) 7 8 0.779 (9,5%) 7 7 (11,7%) 7 8 n'775 NXIO
(16,1% ,3,3%) (18,5% ,3,9%) (22,6% ,4,8%)
1.000 (2,3%) 2 2 1.000 (4,1%) 3 3 (3,3%) 2 3 aXj7 NYI9N
(8,1% ,0,3%) (11,4% ,0,8%) (11,5% ,0,4%)
1.000 (8,1%) 7 8 0.466 (4,1%) 3 4 (8,3%) 5 7 17 Nj7'90 ‘K2 NNNN
(16,1% ,3,3%) (11,4% ,0,8%) (18,4% ,2,8%)
1.000 (2,3%) 2 2 1.000 (4,1%) 3 4 (3,3%) 2 2 N 27 ''D
(8,1% ,0,3%) (11,4% ,0,8%) (11,5% ,0,4%)
1.000 (1,2%) 1 1 0.448 (0,0%) 0 0 (1,7%) 1 1 DIN'T
(6,3% ,0,0%) (4,9% ,0,0%) (8,9% ,0,0%)
0.411 (0,0%) 0 0 0.448 (0,0%) 0 0 (1,7%) 1 1 17N
(4,2% ,0,0%) (4,9% ,0,0%) (8,9% ,0,0%)
1.000 (1,2%) 1 1 1.000 (1,4%) 1 1 (1,7%) 1 1 DT'712NRIANNN
(6,3% ,0,0%) (7,3% ,0,0%) (8,9% ,0,0%)
0.649 (4,7%) 4 4 1.000 (1,4%) 1 1 (1,7%) 1 1 mipn DIN'T
(11,5% ,1,3%) (7,3% ,0,0%) (8,9% ,0,0%)
1.000 (1,2%) 1 1 1.000 (1,4%) 1 1 (1,7%) 1 1 Sepsis D70 N'7X
(6,3% ,0,0%) (7,3% ,0,0%) (8,9% ,0,0%)
0.411 (0,0%) 0 0 1.000 (2,7%) 2 2 (1,7%) 1 1 27 avip Ix ICD noayna n7pn
(4,2% ,0,0%) (9,4% ,0,3%) (8,9% ,0,0%)
- 0.033 (8,1%) 6 6 (0,0%) 0 0 OPTIMIZER n>yna n'7n
(16,8% ,3,0%) (6,0% ,0,0%)

AE.sas :n2oinn ov

.Fishers Yw np'm np'1a nivxnxa FIX-HF-5C2 OPTIMIZER nxiap? nxnwna '
.N"MIA07 72 IN2 NNX DYD 77 01901 DRI .0'7TAIN TINKI 190N 2
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ITT noi'nix :0-168 nI' ,pmn X7 p'ann pwn'x :21 X0

FIX-HF-5C nmyjpa

aruoIx FIX-HF-5C

FIX-HF-5C2 OPTIMIZER

P-value1 D'NYUI o'yn'x # | P-valuei D'RYI) n'yin'N # 2 pixwn o'y # nnun
0.050 (26,7%) 23 35 0.101 (28,4%) 21 41 (43,3%) 26 39 250
(37,4% ,17,8%) (40,1% ,18,5%) (56,8% ,30,6%)
0.025 (15,1%) 13 23 0.108 (18,9%) 14 22 (31,7%) 19 23 n'775 NXIO
(24,5% ,8,3%) (29,7% ,10,7%) (45,0% ,20,3%)
0.649 (4,7%) 4 4 1.000 (1,4%) 1 1 (1,7%) 1 1 aXj NYI9oN
(11,5% ,1,3%) (7,3% ,0,0%) (8,9% ,0,0%)
1.000 (4,7%) 4 4 0.731 (6,8%) 5 6 (5,0%) 3 3 17 Nj7'90 ‘K2 NNNN
(11,5% ,1,3%) (15,1% ,2,2%) (13,9% ,1,0%)
0.446 (3,5%) 3 3 0.700 (4,1%) 3 3 (6,7%) 4 4 N 27 ''D
(9,9% ,0,7%) (11,4% ,0,8%) (16,2% ,1,8%)
0.167 (0,0%) 0 0 1.000 (2,7%) 2 2 (3,3%) 2 2 DIN'T
(4,2% ,0,0%) (9,4% ,0,3%) (11,5% ,0,4%)
(0,0%) 0 0 1.000 (1,4%) 1 1 (0,0%) 0 0 7N
(4,2% ,0,0%) (7,3% ,0,0%) (6,0% ,0,0%)
0.411 (0,0%) 0 0 0.448 (0,0%) 0 0 (1,7%) 1 1 DT'712NRIANINN
(4,2% ,0,0%) (4,9% ,0,0%) (8,9% ,0,0%)
0.043 (1,2%) 1 1 0.466 (4,1%) 3 3 (8,3%) 5 5 mipn DIN'T
(6,3% ,0,0%) (11,4% ,0,8%) (18,4% ,2,8%)
(0,0%) 0 0 (0,0%) 0 0 (0,0%) 0 0 Sepsis DTN N'7x
(4,2% ,0,0%) (4,9% ,0,0%) (6,0% ,0,0%)
(0,0%) 0 0 (0,0%) 0 0 (0,0%) 0 0 27 avip Ix ICD noayna n7pn
(4,2% ,0,0%) (4,9% ,0,0%) (6,0% ,0,0%)
- 0.502 (2,7%) 2 3 (0,0%) 0 0 OPTIMIZER n>yna n'7n

(9,4% ,0,3%)

(6,0% ,0,0%)

AE.sas :noinn ov

.Fishers Yw np'm np'1a nivxnxa FIX-HF-5C2 OPTIMIZER nxiap? nxnwna '
.N"MIA07 72 IN2 NNX DYD 71 01901 DRI .0'7TAIN TINKI 190N 2
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2v OPTIMIZER %w n'jpT210 Nxiapa NfMiyawn nnia nn'a Dnimn X7 Nir'?d 'R niysim ¢ ninbwn
NINDYNN N'Mivawn na ' X7 ot FIX-HF-5C 27nn 9w nipaan nyinpa wwsn FIX-HF-5C2 2p7nn
FIX- 7121 2 anir nian wrwn FIX-HF-5C jpnn%? OPTIMIZER nxinjza ninmn X7 '®i7 niysin 7w
D"XI9T DWIN'RA 0'7TaN? on'? N1 FIX-HF-5C 9w nipaan n¥inpa o' 12 HF-5C2 OPTIMIZER
D'VIN'R TYI N2 1ANRD (12D 'RI7 NIYDIN 7 AN [1an 07713 0775 DYNI9 DY .'Ipn DIN'TIE 0Y9'7D
D'VIN'NA DNYYTD 0'7TAN 7W Niynwnn DR Y197 nwp N n1'nan .cholelithiasis m> anir ominn
naiwnn AN L(IPG 0) 1'won'? Wiw ntn Dmimn X7 omaipnn omin't 5 mn 1 71 .0t nrRim
OPTIMIZER 7121 "2 n'Niynwn nJIY A K71 07'NN2'7M NIaa N X7 DMIpnn npaTin Y'Yy X0
.FIX-HF-5C agnn%? OPTIMIZER ‘7121 27 FIX-HF-5C2 "j7nnY

T

T 7Y INNIY AXINY 1IR'0MIN NINMN 7V 001NN 17W NI7'V'N W NMR'vn DI'oN NI Tay Jgnnn

NN AT .(2%>) 7"07 NwEn TNR 1210 P11 1'WON7 0NIYRD 0DIA'0 I'N K7 ,NIN'VAY 0N .0'DIDN O'NINA
I7NNN NIXAP 2 077207 DTy nntn X7 .- FIX-HF-5C 017 3 2pnna noxMav Niy'winn n'nivawn Jima
FIX-HF-5C2 OPTIMIZER nx1aj77 '> nX11 ' OX,1IVAj71w NNIMN 'XI7 DIYOSINYT IX 'KI7 0'YN'RT on'Nina
27 0TI nx11 wan OPTIMIZER n>ayn? oniwpn 0Nimn 0'yn' 79 N im 'y nn

7w Lead-2 nixn 1 wkn xw nxpn NI my FIX-HF-5C2 apnnw 7'on%? [N 72197
FDA 1 7y nwikw OPTIMIZER Smart 7w Lead-3 naixn m> nino? n'7'v1 nniva OPTIMIZER Smart
.P180036-2

7¢ nnTIipn MIpTan n¥inpa wan nonn FIX-HF-5C2 apnna OPTIMIZER "7ina anir honwin VO2 K
.0'91DNI 0™MIR'0"] 0"'VO'VLOo D'NINY YA FIX-HF-5C 2j7nn

nyin-jn'o

D'T'ynw '93 191wn TIon a¥n ,VO2 x'wa 19w on OPTIMIZER Smart 7w Lead-2 naixn 7w nanna
7w Lead-3 mixn7 nxnwna 0*11m¥nNo 0120 Yw nnnoim nindwi NYHA "r¥aion Tnyna oniow
1787 0T OPTIMIZER Smart n>ayn? oniwpn oanon (FIX-HF-5C apgnn ) OPTIMIZER Smart
Mp'wn o 1'n oty Ny FIX-HF-5C2 27nna .nnsoa ao'n or1vinnn ;2% avip' ICD-7 oniwpn
-2 MIXN 7Y 0YIRYI0190 NINN'AY 1N 297 LFIX-HF-5C2 2jznna noiy nazy v it X7 .nniw
.0"7x'¥10190 na'on 7y 021y OPTIMIZER Smart v o1

nnpon
:D'N2N DTN DX D'7'on 1IN, [XD WXIMnn FIX-HF-5C2 agnn 7w nikxinn 7y ooanna

n'721n2 CCM 719'0 |nn7 n'2'y1 nniva OPTIMIZER Smart System n>wn 7w o170 2 nixn .1
.NYHA Class Ill aion 27 nj7"90 'x '1'n0N Dy

T 2y Inan CCM-a 719'0 1 72y noiwn ,VO2 X'w 119'w 7y nTynw '9> . N9 NIy nn7aio .2
.OPTIMIZER Smart n>avn 7w nr1'7-2 naixn

0'2'7in 3 'wdn oy N7 ANt N7 n1'nan 'y 001 2 noavn oy CCM-a 719'0 |nn
D7nwimn n7aimnn 1oon Nopn 7w 7IX ,0"YIn 2 1'win Dy NI 0DIN DDIA0N NIV'Y

D07 37w N Miynwn 91X NIY 11'R DT 2 1'Win 7w DNImnn RN WIN'R 7'91no
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CCM DIy \pnn
AXpPn

DY 27 NP'90 'NA D'TIDWNI NHVA NDINK NITIYAN NN 19WN 270 NIXIDNA [A9X (NIND
.NNdINn 2L yuvN

nNnoun

17 N{7'90 'R 7 D'TIDWKR N'N9NI N'191A NI7'YO7 Ninaiol 0'1'non 1vwn (CCM) 27 nixipnn jnox
New York Heart Association (NYHA) 2w n2mon oy n'71na o'wTin 6 9w apyn qwna (HF)
FIX-HF- 2j7nn) LVEF) < 45%) "xnw 2Tn nouo 77n = 25%-1 IV, QRS < 130 ms X Class 111
7w nnon NoNX nyswnn Nx 1vn? Twin (CCM-REG) 'nonn 'arojpoonen niwnn Jnn .(5C
.NTOITIIN NNINA 'MMIRN 071Y2 [I'02 nninNi 0 TI9wx 7y CCM

IRXINIE NIV'Y

(CCM (CCM-REG25-45-1 719'0 1727w LVEF < 45% = 25% ny n'7910n 140 17751 D0 10
(MLHFQ) 27 njz'o20 'x Dy 0"'n noio1n [I78Y HF-1 0" 71017 DTID9YUR NI DrfNNn 11y
'X 7T 7Y NIrTNNY NnHYnI 0 3 WNna napy nNimnn .0'my qunl DWin NYHA (el
LVEF < 45% (CCM- = 35% ny n'71na ™91 nina yxia (SHFEM) 70x'0 7w 270 njz'oo
mw/1.2-n) 75%-2 11 o'1iowxrn .(LVEF < 35% (CCM-REG25-34 > 25%-1 (REG35-45
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