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. Efficacy & Safety
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n (%) TPV22 (N = 44) mTPV25 (N = 45) cTPV25* (N = 19) All Patients (N = 108)
SREFTE 0 (0%) 0 (0%) 0 (0%) 0 (0%)
TPVE#R 0 (0%) 0 (0%) 2 (10.5%) 2 (1.9%)
DRRRK 0 (0%) 0 (0%) 0 (0%) 0 (0%)
EEXTV MR 1(2.3%) 0 (0%) 0 (0%) 1 (0.9%)
TPVIItE 0 (0%) 1(2.2%) 0 (0%) 1(0.9%)
DA EE 0 (0%) 0 (0%) 0 (0%) 0 (0%)
i mAE AR AE 0 (0%) 0 (0%) 0 (0%) 0 (0%)
RGeS 2 1(2.3%) 0 (0%) 0 (0%) 1(0.9%)
TEE A 7 (15.9%) 16 (35.6%) 8 (42.1%) 31(28.7%)
ek NG 2 (4.5%) 5 (11.1%) 2 (10.5%) 9 (8.3%)
IDE SRR * 3 (6.8%) 11 (24.4%) 5(26.3%) 19(17.6%)
gt 0 (0%) 0 (0%) 0 (0%) 0 (0%)
FEREEIE 3 (6.8%) 11 (24.4%) 5(26.3%) 19(17.6%)
PIEEMTEE D 1(2.3%) 1(2.2%) 0 (0%) 2 (1.9%)
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. Support & Training
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Product profile

Harmony TPV 22
22 mm Valve

Model Number:
HARMONY-22

32mm

| 22mm |

55mm

41mm

Delivery catheter system
Harmony DCS

Model Number:
HARMONY-DCS

Harmony TPV 25
25 mm Valve

Model Number:
HARMONY-25

43mm

25mm |

5Tmm

54mm
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? Medtronic data on file. Design Verification Test Report for Harmony TPV 22 Hydrodynamic Performance - D00266155. Design Verification Test Report for Hydrodynamic Performance of
Harmony Modified TPV 25 - D00064319. Bench testing may not be representative of clinical performance (n = 6). Bench testing performed in a nonanatomical test fixture.
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