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Mean Hospital Syears survival 8 1o 10 years
Number of . Survival
. Follow-up Mortality Kaplan-Meyer
Mean Age Patients v Kaplan-Meyer
(years) (percent deaths) (percent surviving) (percent surviving)
Brown, et al. Mechanical Biologic MP BP MP BP MP BP MP
Vicchi, et al. Valve Valve
De Vincentiis, et al. 65.7 66.6 220 220 8.6 6.3 1.8 55 87 72 68 50
81.8 82.9 92 68 34 34 7.6 10.3 82 58 70 47
82 82 145 200 BISK 33* 6.2 75 70 * 55 * 40 * 30 *

* Values are estimates based on available data
MP=Mechanical prosetheses; BP=Biologic prostheses



BB ICH T 2 IR OIARERE. FDA BEREEIZE
BENZLE 2 —DfTbhhThwhhw ENEZSh, £,
MRECREERBEGELDET, 2R TERIND
FDA DREETIX. EHFO7ONI—/LICERL -E2EEE
NRES . AFOHETESNRERRERIE. BIE
REBEOWRERDET, ZDH. MITHELCPEEER
RERBLIOFTERZ KT BICiE. FDA BEEEDSE
NEYUTHBEEZSNET,

FDA SBEREEDLEBRSTICE D, £AXRFOANEEERE
EXBFLORTEHRHECEWI ENRBENE U, £z,
On-X ALDEF . RO APELRF ELHELU T
MITEBEL L OEEEREEXROETCEMNTH S I ENR
BEIh®xUk (77 1,23) 513, On-X AL EFFIE.
BIED FDABEBRD S 5 TROBEBNICHBEERLTWVWET,

5 1€ e
> 14
- 69.9
S 121 62.9 5.0 74.0
- 57.7 3.9 | = 5.1 70
9 101 1.0 61.0 1.2
5 8 R ] 7o
3 6 1.6 | 2.2
° 1 60.2
BN 2.2 ||
4
2 ||
0_‘ % % % o T \-\;(I T & T - T " T ® 7
2 02 5 2, %% % o% % %
T RR T R B R B R

727 2. KEIRS : linearized rate (%/ BEE) O ES/Z7) &
BE 15 £ FDA #ET—% . BMEROLLMEICET &8
ME, XFEARAELD3IH. EVRFEFIER. FVET
FFHERAB, FRICEEET—FbaEN 555,

70
1.8

% per patient year

WIRAA  EWAB  EWAC On-X EEACT EHAFC2  EBRE
N=2568 N=396 N=280 N=229 N=1247 N=172 N=365

727 3. {818F ! linearized rate (%/ BEE) O (BI>7) @
E15FEDFDARKET—% . BMERVLR LM ICET 2 SRR,
XIFFERAFBEELDSIH. BVWKFIFFEER. FLVWKFIEFY
BRI, EMICIIHEET —YDEEND 53.*FDA F—Flc &
SREREFEOEERRE. HWABEESUERMERT—YICEDE
H4,

RFEE

(' mERARTERTEHa

RIFWERRFTHEE

SRIEMBBRNSH o uimar

R -
FDA JRBRRHE D L BAREIHER
@ HMAEAMES & LB U T, EARFIEASES D
EERIFEL,
@ [RAREPIMTERDOT—F ICEWNWT, EEFIE,
BWAICHB I ENTEBEIND,
@ BX 15 FHICRES N2 TD FDA REREEZ
B U #ER. On-X ALDEFR F. ERIREES &
CIiTHREMEEDOE TRHEN T WS,

On-X* AL DA ZE> T, & D RFREFR, BnfcmfT
B ROEBEVAHERERZBRESAIEHRLIL &5,

References:
1. Brown ML, Schaff HV, Mullany CJ, et al. Aortic valve replacement in patients
aged 50 to 70 years: Improved outcome with mechanical versus biological
prostheses. J Thorac Cardiovasc Surg 2008;135:878-84
2. Vicchio M, Della Corte A, De Santo LS, et al. Tissue versus mechanical
prostheses: Quality of life in octogenarians. Ann Thorac Surg
2008;85:1290-95
3. de Vincentiis C, Kunki AB, Trimarchi S, et al. Aortic valve replacement in
octogenarians: Is biologic valve the unique solution? Ann Thorac Surg
2008;85:1296-1301
4. Jancin B for Elsevier Global Medical News. Consider mechanical valve,
anticoagulation in elderly. Thoracic Surgery News, the official newspaper of
the American Association for Thoracic Surgery. Jan/Feb 2006, page 17
5. SIM Regent® Valve. Clinical Study Summary (package insert)
6. CarboMedics® Prosthetic Heart Valve. Summary of Safety and Effectiveness
Data submitted to the United States Food and Drug Administration. PMA
P900060. Approval data April 13, 1993
7. ATS Open Pivot® Bileaflet Heart Valve. Summary of Safety and Effectiveness
Data submitted to the United States Food and Drug Administration. PMA
P990046. Approval data October 13, 2000
8. On-X® Prosthetic Heart Valve. Summary of Safety and Effectiveness Data
submitted to the United States Food and Drug Administration. PMA
PO0O0037. Approval date May 30, 2001 and October 11, 2002
9. Edwards Life Sciences Carpentier-Edwards Perimount Magna Pericardial
Bioprosthesis. Instruction for Use. Copyright 2003
10. Mitroflow Aortic Pericardial Heart Valve. Summary of Safety and
Effectiveness Data submitted to the United States Food and Drug
Administration. PMA PO60038. Approval date October 23, 2007

11. SJM Biocor® valve and SIM Biocor® Supra Valve. Summary of Safety and
Effectiveness Data submitted to the United States Food and Drug
Administration. PMA P040021. Approval date August 5, 2005

12. Medtronic Freestyle® Aortic Root Prosthesis. Summary of Safety and
Effectiveness Data submitted to the United States Food and Drug
Administration. PMA P970031. Approval date November 26, 1997

13. Mosaic Heart Valve. Summary of Safety and Effectiveness Data submitted
to the United States Food and Drug Administration. PMA P990064.
Approval date July 14, 2000

14, Emery RW, et al. The St. Jude Medical cardiac valve prosthesis: A 25-year
experience with single valve replacement. Ann Thorac Surg
2005;79:776-83

On-X ATDEFIE. KEIARFA. {EIEFHEIC FDA DHEER
ZRRLTWVWEY,

0
SMEMSGIAERERIS & OMX Ll techmologin, inel™

ON-X Life Technologies, Inc.



