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T 1: Observed Adverse Event Rates for MVR and DVR (Model 6900)

All patients analyzed: N =363 Cumulative follow-up: 1100 patient-years

Early Events Late Events' Freedom from Event (%) [95% Cl]2

Complication n3 % n %/pt-yr 1year (n =287) 5years (n=141) 8 years (n=18)
Mortality (all) 34 9.4 50 4.7 85.5[81.8,89.2] 75.4(70.3, 80.6] 65.4[57.6,73.2]
Valve-related events

Mortality (valve-related) 0 0 16 15 97.7 [96.0, 99.4] 95.3[92.8,97.8] 91.9[87.5,96.4]
Explants 0 0 8 0.7 98.7 [98.0, 99.3] 96.7 [95.3, 98.0] 95.6[93.9,97.3]
Reoperations 2 0.6 12 1.1 97.1[96.2,98.1] 95.1[93.6, 96.6] 93.0[90.9,95.1]
Anticoagulant-related hemorrhage 2 0.6 9 0.8 97.1[95.2,99.0] 97.1[95.2,99.0] 94.1 [88.2, 100]
Endocarditis 1 0.3 3 0.3 99.0[97.9, 100] 98.7 [97.4, 98.9] 98.7 [97.4, 98.9]
Hemolysis 0 0.0 1 0.1 99.7 [99.0, 100] 99.7 [99.0, 100] 99.7[99.0, 100]
Nonstructural dysfunction 0 0.0 3 0.3 100.0 [100, 100] 99.3[98.0, 100] 98.3[95.9, 100]
Perivalvular leak (all) 1 0.3 5 0.5 98.4[97.0,99.8] 98.4[97.0,99.8] 97.3[94.9,99.8]
Structural valve deterioration 0 0.0 5 0.5 100.0 [100, 100] 97.6[95.2,100] 92.8[85.3,100]
Thromboembolism 5 1.4 8 0.7 97.5[95.8,99.2] 96.1[93.8, 98.5] 96.1[93.8, 98.5]
Thrombosis 0 0.0 0 0.0 100.0 [100, 100] 100.0 [100, 100] 100.0 [100, 100]




Notes:

1. Late event rates were calculated as linearized rates (%/pt-yr) based on 1072.5 late patient-years (>30 days postoperatively).

2. Freedom from event rates were calculated using the Kaplan-Meier method. Greenwood's formula was used for calculation of the standard errors of
these estimates.

3. n=number of events.

F 2: Observed Adverse Event Rates (Model 6900P)

All patients analyzed: N = 209 Cumulative follow-up: 873.18 total pt-yrs.

Early Events Late Events' Freedom from Event (%) [95% CI]2

Complication n3 % n %/ pt-yr 1year 5years
Mortality (all) 3 1.4 45 53 93.2[88.8,95.9] 74.4[66.9, 80.5]
Valve-related events

Mortality (valve-related) 1 0.5 12 14 98.5[95.5,99.5] 92.0 [86.2, 95.5]
Explants 1 0.5 8 0.9 97.5[94.0, 98.9] 96.5[92.2,98.5]
Reoperations 0 0.0 0 0.0 100.0 [100, 100] 100.0 [100, 100]
Bleeding Events 5 24 13 1.5 96.1[92.3, 98.0] 91.9 [86.5,95.2]
Endcarditis 1 0.5 3 04 99.5[96.6, 99.9] 97.1[92.1,98.9]
Hemolysis 0 0.0 1 0.1 99.5[96.4, 99.9] 99.5[96.4, 99.9]
Nonstructural dysfunction 1 0.5 2 0.2 99.5[96.7, 99.9] 98.4[95.2,99.5]
Perivalvular leak (all) 0 0.0 2 0.2 100.0 [100, 100] 99.0[93.2,99.9]
Structural valve deterioration 4 1.9 12 1.4 97.0[93.5,98.7] 91.3[85.8,94.7]
Thromboembolism 0 0.0 0 0.0 100.0 [100, 100] 100.0 [100, 100]

Notes:

1. Late event rates were calculated as linearized rates (%/pt-yr) based on 1072.5 late patient-years (> 30 days postoperatively).
2. Freedom from event rates were calculated using the Kaplan-Meier method. Greenwood's formula was used for calculation of the standard errors of

these estimates.
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. n=number of events.
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¥ 3: Preoperative Patient Demographics (Model 6900)
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Study Characteristics (N = 363; 1100 total pt-yrs.)
Variable Category n % (n/N)’
Age at implant (N = 363) Mean + SD 66.1+10.7
Gender Female/Male 212/151 58.4%/41.6%
Diagnosis/Etiology None 30 8.3%
Stenosis 91 25.1%
Regurgitation 184 50.7%
Mixed Disease 58 16.0%
Note:

1. n=number of patients in each category; N = total number of study patients.

X 4: Preoperative Patient Demographics (Model 6900P)

Study Characteristics (N = 209; 873.18 total pt-yrs.)
Variable Category n % (n/N)?
Age at implant (N =209) Mean + SD 714+94
Gender Female/Male 138/71 66.0%/34.0%
Diagnosis/Etiology Mixed Disease 48 23.0%
Regurgitation 121 57.9%
Stenosis 32 15.3%
Valve Dysfunction 8 3.8%

Note:

1. n=number of patients in each category; N = total number of study patients.




H 5: Operative Patient Demographics (Model 6900)

Study Characteristics (N = 363; 1100 total pt-yrs.)

Variable Category n % (n/N)?
Etiology? Rheumatic heart disease 135 37.2%
Calcification 82 22.6%
Degeneration 50 13.8%
Endocarditis 39 10.7%
Failed Bioprosthesis 15 4.1%
Ischemic Heart Disease 14 3.9%
Congenital Abnormalities 8 2.2%
Other 44 12.1%
Concomitant Procedures? None 200 55.1%
CABG? 78 21.5%
Tricuspid Repair 61 16.8%
Intra-aortic balloon pump 17 4.7%
Pacemaker? 6 1.7%
Aortic repair/replacement 5 1.4%
Aneurysm Repair 4 1.1%
Other 31 8.5%
Pre-existing Conditions? None 122 33.6%
CAD>/CABG 72 19.8%
Hypertension 61 16.8%
Atrial Fibrillation 53 14.6%
Previous MI® 45 12.4%
Cerebrovascular Disease 36 9.9%
Other 234 64.5%
Valve Size (mm) 25 22 6.1%
27 110 30.3%
29 137 37.7%
31 81 22.3%
33 13 3.6%

Notes:

1. n=number of patients in each category; N = total number of study patients

2. May be more than one per patient

3. CABG = Coronary Artery Bypass Graft

4. Permanent or temporary
5. CAD = Coronary Artery Disease
6. MI=Myocardial Infarction

H 6: Operative Patient Demographics (Model 6900P)

Study Characteristics (N = 209; 873.18 total pt-yrs.)

Variable Category n % (n/N)’

Etiology? Calcified 38 18.2%
Congenital 1 0.5%
Degenerative 105 50.2%
Endocarditis Remote 10 4.8%
Ischemic 12 5.7%
Rheumatic 64 30.6%
Other 36 17.2%




Study Characteristics (N = 209; 873.18 total pt-yrs.)

Variable Category n % (n/N)?
Concomitant Procedures? None 91 43.5%
Aortic Valve/Annulus Repair 3 1.4%
CABG? 58 27.8%
Permanent Pacemaker 1 0.5%
Tricuspid Valve/Annulus Repair 21 10.0%
Other 78 37.3%
Pre-existing Conditions? None 17 8.1%
Arrhythmias 95 45.5%
CAD* 85 40.7%
Cardiomyopathy 13 6.2%
Congestive Heart Failure 66 31.6%
Endocarditis 14 6.7%
Myocardial Infarction 21 10.0%
Peripheral Vascular Disease 9 4.3%
Pulmonary Hypertension 66 31.6%
Rheumatic Fever 16 7.7%
Systemic Hypertension 49 23.4%
TIAS/CVAS 24 11.5%
Other 35 16.7%
Valve Size (mm) 25 28 13.4%
27 37 17.7%
29 84 40.2%
31 43 20.6%
33 17 8.1%

Notes:

1. n=number of patients in each category; N = total number of study patients

2. May be more than one per patient

3. CABG = Coronary Artery Bypass Graft

4. CAD = Coronary Artery Disease
5. TIA =Transient Ischemic Attack
6. CVA =Cerebral Vascular Accident
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¥ 7: Effectiveness Outcomes, Function NYHA (Model 6900)

Postoperative Assessments
NYHA Functional Preoperative Assessment 1to 2 Year 5Year
Class n/N’ % n/N % n/N %

| 11/363 3.0 120/268 44.8 40/129 31.0

I 73/363 20.1 90/268 336 25/129 194

1] 192/363 529 15/268 5.6 1/129 0.8

v 84/363 23.1 0/268 0.0 0/129 0.0

Not Available 3/363 0.8 43/268 16.0 63/129 48.8

Note:

1. n=number of patients in each category; N = total number of study patients.
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JE 8: Effectiveness Outcomes, Function NYHA (Model 6900P)

Postoperative Assessments
NYHA Functional Preoperative Assessment 1Year 5Year
Class n/N' % n/N % n/N %
| 6/209 29 86/187 46.0 30/96 313
I 27/209 129 68/187 36.4 33/96 34.4
1] 121/209 579 8/187 4.3 6/96 6.3
\% 55/209 26.3 1/187 0.5 0/96 0.0
Not Available 0/209 0.0 24/187 12.8 27/96 28.1
Note:
1. n=number of patients in each category; N = total number of study patients.
E 9: Effective Outcomes, Hemodynamic Results’ (Model 6900)
Hemodynamic Results By Valve Size
Parameter 25 mm 27 mm 29 mm 31 mm 33mm
Discharge/Early Post-Implant (n = 130, 109 MVR? and 21 DVR?3)
Mean gradient* n=3 n=23 n=36 n=23 n=3
. mean + sd 57+12 42+17 42+17 36+1.0 75+58
« min, max 57 2,9 1,8 2,5 3,14
EOA> n=1 n=17 n=22 n=25 =5
. mean +sd 15 29+09 3.1+09 25+0.7 30£1.2
« min, max 15,15 1.3,4.1 14,42 15,38 16,49
Regurgitation® n=3 n=28 n=>51 n =40 n=8
0 3/3 (100%) 22/28 (79%) 36/51(71%) 30/40 (75%) 4/8 (50%)
1+ 0/3 (0%) 5/28 (18%) 13/51 (25%) 7/40 (18%) 4/8 (50%)
2+ 0/3 (0%) 0/28 (0%) 1/51 (2%) 3/40 (7%) 0/8 (0%)
3+ 0/3 (0%) 0/28 (0%) 1/51 (2%) 0/40 (0%) 0/8 (0%)
4+ 0/3 (0%) 0/28 (0%) 0/51 (0%) 0/40 (0%) 0/8 (0%)
Not available 0/3 (0%) 1/28 (3%) 0/51 (0%) 0/40 (0%) 0/8 (0%)
3 to 6 Months Post-Implant Interval (n = 49, 42 MVR2 and 7 DVR3)
Mean gradient* n=>5 n=19 n=15 n=>5 n=2
. mean + sd 64+1.7 53+5 34+12 4+19 4+0
« min, max 59 2,25 2,6 2,7 4,4
EOA>® n=>5 n=18 n=13 n=>5 n=2
. mean + sd 29+08 26+07 2.8+0.6 29+03 26+1
« min, max 1.8,3.6 15,5 2,38 24,33 2,33
Regurgitation® n=>5 n=21 n=15 n=6 n=2
0 3/5 (60%) 17/21 (81%) 6/15 (40%) 4/6 (67%) 1/2 (50%)
1+ 0/5 (0%) 4/21 (19%) 8/15 (53%) 2/6 (33%) 0/2 (0%)
2+ 1/5 (20%) 0/21 (0%) 1/15 (7%) 0/6 (0%) 1/2 (50%)
3+ 0/5 (0%) 0/21 (0%) 0/15 (0%) 0/6 (0%) 0/2 (0%)
4+ 1/5 (20%) 0/21 (0%) 0/15 (0%) 0/6 (0%) 0/2 (0%)
Not available 0/5 (0%) 0/21 (0%) 0/15 (0%) 0/6 (0%) 0/2 (0%)
1 to 2 Year Post-Implant Interval (n = 131, 114 MVR? and 17 DVR3)
Mean gradient* n=3 n =40 n=47 n=27 n=4
. mean + sd 52+07 41+16 35+18 3.1+14 21405
« min, max 47,6 1,7 1,10 1,7 15,27
EOA® n=2 n=35 n=46 n=29 n=>5
« mean +sd 1.8+04 23+06 26+05 26+0.7 25+05
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Hemodynamic Results By Valve Size

Parameter 25 mm 27 mm 29 mm 31 mm 33mm
« min, max 1.5,2.0 12,35 1.1,3.7 11,37 2.1,3.2
Regurgitation® n=4 n=42 n=>51 n=29 n=>5

0 2/4 (50%) 31/42 (74%) 36/51 (71%) 17/29 (59%) 3/5 (60%)
1+ 1/4 (25%) 9/42 (21%) 11/51 (21%) 8/29 (27%) 1/5 (20%)
2+ 1/4 (25%) 2/42 (5%) 4/51 (8%) 2/29 (7%) 1/5 (20%)
3+ 0/4 (0%) 0/42 (0%) 0/51 (0%) 2/29 (7%) 0/5 (0%)
4+ 0/4 (0%) 0/42 (0%) 0/51 (0%) 0/29 (0%) 0/5 (0%)
Not available 0/4 (0%) 0/42 (0%) 0/51 (0%) 0/29 (0%) 0/5 (0%)
5 Year Post-Implant Interval (n = 11, 9 MVR2 and 2 DVR3)

Mean gradient* n=0 n=6 n=>5 n=0 n=0

. mean +sd N/A 88+8.1 51+23 N/A N/A

« min, max N/A 4,25 3,8 N/A N/A
EOA> n=0 n=2 n=4 n=0 n=0
. mean +sd N/A 2015 29+06 N/A N/A

« min, max N/A 1.0,3.1 21,35 N/A N/A
Regurgitation® n=0 n=6 n=>5 n=0 n=0
0 0/0 (0%) 4/6 (66%) 2/5 (40%) 0/0 (0%) 0/0 (0%)
1+ 0/0 (0%) 1/6 (17%) 3/5 (60%) 0/0 (0%) 0/0 (0%)
2+ 0/0 (0%) 1/6 (17%) 0/5 (0%) 0/0 (0%) 0/0 (0%)
3+ 0/0 (0%) 0/6 (0%) 0/5 (0%) 0/0 (0%) 0/0 (0%)
4+ 0/0 (0%) 0/6 (0%) 0/5 (0%) 0/0 (0%) 0/0 (0%)
Not available 0/0 (0%) 0/6 (0%) 0/5 (0%) 0/0 (0%) 0/0 (0%)
Notes:

1. Hemodynamic evaluations were performed using transthoracic echocardiography (TTE) and in some cases, transesophageal echocardiography (TEE).

2. MVR = mitral valve replacement
3. DVR=double valve replacement

4. Mean gradientin mmHg

5. EOA: Effective Orifice Area, cm?
6. Regurgitation = none, 0; mild, 1+; moderate, 2+; moderate/severe, 3+; severe, 4+

E 10: Effectiveness Outcomes, Hemodynamic Results (Model 6900P)"

Hemodynamic Results By Valve Size

Parameter 25mm 27 mm 29 mm 31 mm 33mm
Discharge/Early Post-Implant

Mean gradient? n=24 n=35 n=83 n=42 n=16
. mean + sd 6.4+ 1.87 444152 3.4+147 3.3+1.20 40+1.38
« min, max 3,10 1.96,8 14,9 1,7 1.5,6.91
EOA3 n=8 n=27 n=77 n=41 n=16
. mean + sd 2.7 +0.87 2.8+0.58 2.9+0.93 254067 24+052
« min, max 1.46,4.4 15,39 1.58,6 132,42 1.55,3.31
Regurgitation® n=27 n=37 n=83 n=43 n=17
Trivial/None 19/27 (70%) 29/37 (78%) 76/83 (92%) 39/43 (91%) 15/17 (88%)
1+ Mild 6/27 (22%) 7/37 (19%) 7/83 (8%) 4/43 (9%) 1/17 (6%)
2+ Moderate 1/27 (4%) 1/37 (3%) 0/83 (0%) 0/43 (0%) 0/17 (0%)
3+ Moderate/Severe 0/27 (0%) 0/37 (0%) 0/83 (0%) 0/43 (0%) 1/17 (6%)
4+ Severe 0/27 (0%) 0/37 (0%) 0/83 (0%) 0/43 (0%) 0/17 (0%)
Not available 1/27 (4%) 0/37 (0%) 0/83 (0%) 0/43 (0%) 0/17 (0%)
3 to 6 Months Post-Implant Interval

Mean gradient? n=0 n=4 n=3 n=2 n=0
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Hemodynamic Results By Valve Size
Parameter 25 mm 27 mm 29 mm 31 mm 33mm
. mean + sd 0+0 44+225 2.3+0.89 6.6+2.05 0+0
« min, max 0,0 25,75 13,3 5.1,8 0,0
EOA3 =0 n=3 n=3 n=1 n=1
. mean +sd 0+0 24+0.74 3.2+0.88 2.5+0.00 1.2+0.00
« min, max 0,0 16,3 2.3,4.05 247,247 1.22,1.22
Regurgitation® n=0 n=>5 n=3 n=2 n=2
Trivial/None 0 3/5 (60%) 2/3 (67%) 2/2 (100%) 2/2 (100%)
1+ Mild 0 1/5 (20%) 1/3 (33%) 0/2 (0%) 0/2 (0%)
2+ Moderate 0 1/5 (20%) 0/3 (0%) 0/2 (0%) 0/2 (0%)
3+ Moderate/Severe 0 0/5 (0%) 0/3 (0%) 0/2 (0%) 0/2 (0%)
4+ Severe 0 0/5 (0%) 0/3 (0%) 0/2 (0%) 0/2 (0%)
Not available 0 0/5 (0%) 0/3 (0%) 0/2 (0%) 0/2 (0%)
1 Year Post-Implant Interval
Mean gradient? n=16 n=27 n=63 n=34 n=15
. mean + sd 59+236 40+1.45 3.0+ 161 3.3+1.26 344125
« min, max 3,12 2,7 1,12 15,7 19,63
EOA3 n=3 n=21 n=59 n=32 n=15
. mean + sd 23+0.16 24+076 2,6 +0.74 254067 23+083
« min, max 2.09, 2.4 127,476 1.5,5.7 15,4 12,38
Regurgitation® n=20 n=28 n=65 n=34 n=16
Trivial/None 17/20 (85%) 24/28 (86%) 53/65 (82%) 29/34 (85%) 13/16 (81%)
1+ Mild 3/20 (15%) 3/28 (11%) 6/65 (9%) 3/34 (9%) 3/16 (19%)
2+ Moderate 0/20 (0%) 0/28 (0%) 3/65 (5%) 2/34 (6%) 0/16 (0%)
3+ Moderate/Severe 0/20 (0%) 0/28 (0%) 1/65 (2%) 0/34 (0%) 0/16 (0%)
4+ Severe 0/20 (0%) 0/28 (0%) 0/65 (0%) 0/34 (0%) 0/16 (0%)
Not available 0/20 (0%) 1/28 (4%) 2/65 (3%) 0/34 (0%) 0/16 (0%)
Notes:

1. Hemodynamic evaluations were performed using transthoracic echocardiography (TTE) and in some cases, transesophageal echocardiography (TEE).
2. Mean gradient in mmHg

3. EOA: Effective Orifice Area, cm?
4. Regurgitation = Trivial/none, 0; mild, 1+; moderate, 2+; moderate/severe, 3+; severe, 4+
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