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Table 1. Summary of Complication Rates, Model 2700
Isolated AVR Population DVR Population
% Event-Free % Event-Free
at Six Years at Six Years
Operative Postoperative (Standard Operative Postoperative (Standard
Complications % of Pts. % Per Pt. Yr. Error) % of Pts. % Per Pt. Yr. Error)
Death 4.7 4.6 73.5(2.0) 12.9 4.2 67.2 (6.5)
Explant 0 0.3 98.5(1.0) 0 0.8 NA *
Valve Related Reoperation 0.7 0.1 99.8 (0.4) 0 0 NA *
All Reoperation 224 1.8 75.4(1.8) 34.3 23 NA *
Valve Related Thromboembolism 3.1 1.5 91.4(1.1) 1.4 5.1 NA *
All Thromboembolism 5.0 24 84.9(1.6) 5.7 6.6 NA *
Endocarditis 0.6 0.8 95.8(0.9) 14 1.5 NA *
Valve Dysfunction 0.1 0.7 96.0 (1.1) 0 04 NA *
Perivalvular Leak 0.1 0.3 98.8 (0.5) 0 1.2 NA *
Hemorrhagic Anticoagulation 14 0.4 96.4 (1.1) 43 23 NA *
Complication
Hemolysis 0 0.2 99.1(0.4) 0 0.4 NA *
Valve Thrombosis 0 0 100.0 (0) 0 04 NA *
*NA = Not Applicable
« E2E T IU(HE AT Y Xt MESHtol M LIEE B 7|2 7(o]ct
Table 2. Postoperative Echocardiography Results, Model 2700
Valve Size
19 mm 21T mm 23 mm 25 mm 27 mm 29 mm Total
Total N 12 22 15 8 3 3 63
Avg. Months Postoperative 286+7.2 349+86 36.9+9.2 399+76 314+159 153+12.2 346+9.2
Velocity (M/sec)
mean £ S.D. 2.80+0.49 2.56+0.46 2.36+0.42 2.15+0.56 2.09+0.27 2.08+0.1 246 +0.50
n= 12 21 15 7 3 3 61
range 1.90 - 3.60 1.90-3.90 1.39-2.86 1.00 - 2.60 1.90-2.40 2.05-2.10 1.00 - 3.90
Peak Instantaneous
Gradient (mmHg)
mean = S.D. 3222+11.08 |27.04+1049 |23.00+7.30 19.50+8.16 17.60 +4.70 14.4 £ 0.58 25.67 +£10.14
n= 12 21 15 7 3 3 61
range 14.40-51.80 |[14.40-60.80 [7.70-32.70 4.00 - 27.00 14.40 - 23.00 13.95-15.06 |[4.00-60.80
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Table 3. Effectiveness Outcomes, Functional NYHA, Model 2700
Preoperative Postoperative
NYHA Functional Class NYHA Functional Class
1 I 1] v Expiration Not Available

| 18 19 9
Il 140 37 35 15
1] 181 48 4 1 72 24
v 43 16 2 53 2

Not Available 5 1 2 2
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Table 4. Summary of all Valve-Related Complication Rates (N = 267), Model 2700

Operative Period Postoperative Period
(<30 Days) (>30 Days)
% of Pts. % Per Pt. Year

Complication No. of Incidences % No. of Incidences %
Thromboembolism / Thrombus 8 3.0 31 1.45
Endocarditis 0 0 7 0.33
Valve Dysfunction 1 0.37 34 1.60
Perivalvular Leak 1 0.37 4 0.19
Hemorrhagic Anticoagulation Complication 4 1.50 8 0.38
Hemolysis 0 0 2 0.09
Reoperation / Explant 0 0 16 0.75
Reoperation - Other 3 112 1 0.05
Expiration 1 0.37 30 1.41
Totals 18 133
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