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The Global Leader in Heart valve Devices™

Right from the start, the St. Jude Medical mechanical heart valve set the standard
in innovative design, hemodynamic performance and clinical results. Today, three
decades later, St. Jude Medical valves are stil] the standard, thanks to our unique
proprietary pivot guard design—only from St. Tude Medical.

| ?No“tal Qeg,'g,} |

The key design features of the St. Jude Medical mechanical
heart valve haven’t changed since 1977, when it was introduced
as the world’s first bileaflet heart valve. Since then, more

than 70 different mechanical heart valve designs have
been introduced, but none has stood the test of time
like the St. Jude Medical valve.! Why? Because it works.

, Passive and active washing? of pivet recesses
reduces the potential for thromboembolic
complications

33

l 85° apening angle’ provides near laminar flow
under any physiologic flow conditions, minimizing
turbulence and stasis

I Pivot guards suspend the leaflets within the housing,
providing the lowest working profile mechanical heart
valve available in both the sortic and mitral positions

‘ Multiple cuff configurations match the
characteristics of the patient’s anatomy with
the surgical needs of the physician

All St. Jude Medical mechanical heart valves are ‘ n mp ﬂ(
manufactured with pyrolytic carbon and undergo

extensive quality-assurance checks, including:

3 100% proof-testing
T 100% leak-testing? 36 .42

2 Over 500 operational
quality-assurance checks!
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The umque pwot guards and 85° opemng angle of the St. Jude Medical
mechanical heart valve provide unmatched hemodynamic performance—
max:mumg cardnc output wzthout increasing cardiac workload.

St Jude Medxczd S unique p1vot guard design allows proximal 3 .%
placement of the pivot point of the leqﬂets relative to the
7 This optimizes

lable for blood flow and leads to;

the area avs

O Minimal pressure gradients
O Larger effective orifice areas
C Near Jaminar blood flow

O Reduced turbulence and stasis

v
ogareingie

O Low risk of thromboembolism

O Minimized potential for patient-prosthesis mismatch™

| ot otal R@SQ;&\

For three decades, the St. Jude Medical mechanical heart valve has consistently demonstrated
excellent results with low complication rates in the aortic and mitral positions!

© The most-implanted prosthetic heart valve an 1.6 million implants worldwide

O The most-studied prosthetic heart valve—more than 1,000 peer-reviewed clinical papers

The St. Jude Medical mechanical heart valve is the only
valve with a Grade 1A Recommendation from the
American College of Chest Physicians (ACCP) based on the

results from randomized controlled trials associated with
mechanical heart valves.’

Long-term data over 23 years demonstrates

low rates of thromboembolic events for Linearized Rates

patients undergoing valve replacement.' When Weighted  Background
evaluating the safety of heart valves based on AVR*  MVR*  Average™  Incidence
TE rates, it is important to note that in the Thromboembolism 19 28 177 0.08 to 2.2
general population there is a background level Valve thrombosis 0.06 018 0.11 —

of embaolic events and strokes. {This background Bleeding 2.7 2.7 2.14 —

incidence level can range from 0.08% to 2.2%
* Valve-related events over 25 years (“olprpy).

for ages 45 ta greater than 85.%)
* - ** Long-term studies of St. Jude Medical valve ranging from 16-25 yaars of follow-up.
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Recognized around the world for quality, in tegrity and reliability, the
complete family of St. Jude Medical mechanical heart valves is uniquely
positioned to meet the widest range of needs for physicians and patients.

St. Jude Medical
HP Series Valve

The enhanced sewing cuff
altows for placement above

. the annulus, irprovin .
St Jude Medical hemodynamic perg)rma‘?@' St. Jude Medical
Standard Valve SIM Regent® Valve
The first bileaflet vaive to The largest
feature St. Jude Medical's orifice to annulus ratio in St. Jude Medical
revolutionary design. a mechanical heart valve, t. Jude Medica

Mitral Valve

Lowest warking profile for
optimized implantability in
the mitral position.
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VISIT OUR WEBSITE AT www.sjm.com ﬂ Mf% ,
some devices may not be available in alf countries, Flease see your local St Jude Medical represenative.
CAUTION: FEDERAL LAW RESTRICTS THESE DEVICES TO SALE BY OR ON THE ORDER OF A PHYSICIAN OR PROPERLY LICENSED PRACTITIONER. Refer to the

physiciin’s manual provided with each device for detailed instructions for use, warnings, precautions and possible adverse device effects.

St fude Medical prosthictic heart valves are indicated for vse o5 replacement valves in patients with 4 diseased, damnaged or malfunctioning native or prosthetic
valve, Possible side elfects for ail valvular implants include, but are not timited to: regurgitation, thromboembolic phenomena, resistance to flow, infection,
hemolysis, dysrhythmias, and prosthesis deliiscence or £

ailure. Anticoagulation is recommended for patients with mechanical valve implants.

Corporate Headquarters St. fude Medical, Inc., One Litlchei Plaza, St Paul, Minnesota 55117 USA 24-Hour Technical/Professional Consultation {80) 328~
9634 (USA} (6317 483-2000 Fax: (5513 482-8318 Customer Service (8007 544-1664 (USA) (651) 490-4410 Fax: (651) 481-7702 European Headquarters
St Jude Medical Europe, Inc., The Corporate Village, Avenue Da Vinel taan, 11-Box L, B-1933, Zaventem, Belgium Customer Service Tel: 32-2-774-68-11 Fax:
32-2-772-83-84 Asian Headquarters St. Jude Medical Hang Kong Limited, Room 2705-2708, China Merchants Tower, Shun Tak Centre, 168-200 Connaught
Road, Ceneral, | lony Kong Tel: (852) 2996-7688 Fax: (832) 2956-0622

SIM, St Tude Medical and §7M Regent arc vegistered trademarks of St Jude Medical, Ine. The Global Leader in Hearr Valve Devices is a trademark of St Jude

Medical, lne, St Jude Medical Cardiac 5&11‘;;51‘), D206 5t. Jude Medical, Inc. All rights reserved, Printed in the USA. ITEM2015/ 11033M/EN/SIM
A A
1’; i"eﬁ""{f/ ,f,f, ’
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The SJM" Masters Series mechanical heart valve offers superior
implantability while maintaining St. Jude Medical’s proprietary
pivot-guard design—the market-leading standard in performance
and reliability that has been the subject of more than 1,000
peer-reviewed clinical studies.

The SJM® Masters Series valve features a controlled-
torque rotation mechanism that allows for easy rotation
and intraoperative adjustment. In the aortic position,
the SJM" Masters Series provides the physician the
versatility to rotate the valve to optimize performance,
while in the mitral position, the leaflets can be oriented to
maximize clearance from sub-valvular structures.

————-———| Implantability |
(0 Rotation mechanism simplifies intra-operative
adjustment
) Sewing cuff contains additional suture markers
for more accurate placement

AAAAAAAAAAA ] Durability j

> Meets St. Jude Medical’s standards for structural integrity
and durability in seven broad categories

| Visibility |

31 O Compatible with MRI imaging'

Radiopaque for improved visualization
during X-ray and cinefluoroscopy

Proven Design
Enhanced for Implantability

Annulus
Diameter

Quter —!
Diameter

ST JUDE MEDICAL
Mechanical Heart Valves



SIM® Masters Series Mechanical Heart Valve

Aortic Valve Models and Reference Dimensions

size Standard E ded Standa;:sue Annulys  Orifice tnner ‘GOA' EOA" . Standard E ded HemOdynamic o l('fs{:)eii;ﬁ:s Qiifice Inner (3 OA’ EOA" ‘
o t‘?uf?r X%anf]f'e PIFE Di?n%m "*?«2?«?{"' fod} o) aCuff( X%Z?f'e FlexCuff™ Dim‘ ¢ D‘?;T‘;f T ) fem)
17 : 17AHPIS05 - 17 AEHPI-505 17 AFHPJ-505 17 148 18 1.2

18 19 A4J-501 19 AECS-502 19 ATS-503 19 14.8 1.6 1.2 19AHPI-505 1S AEHPS-S05 19 ARHPJ-505 19 16.7 2.1 1.5

21 21 A5 21 AEC)-502 21 ATL-503 21 16.7 2.1 15 21 AHPI-505 21 AEHPS-505 21 AFHPI-505 il 186 26 2.0

23 23 A1501 23 AECJ-502 23 ATL-503 23 18.6 2.6 2.0 23AHPI-50S  23AEHPI-S0S 23 AFHPL50S 23 20.4 3.1 26

23 25A1501 25 AECS-502 25 AT)-503 25 204 3.1 26 25AHPI-505 25 AEHPL505 25 AFHPI-505 25 2.5 38 3

27 27 Al501 27 AEC)-502 27 AjL-503 27 225 38 3.1 27 AHPI-S05 27 AGHPE-S0S 27 AFHPI-505 27 4.2 4.4 37

28 29A1-501 29 AECJ-502 29 ATI-503 29 24.2 4.4 MR

N 31 ARSO1 31 AEC-502 31 ATI-503 3t 26.1 S.t HR

Mitral Valve Madels and Reference Dimensions

s , Standard ‘ o Hemodynamic Plus (HP) Series
T Pm e e | RET R O Ov | Tag [ T o o7
7 17 MHPJ-505 17 4.3 16 1.0
19 18501 19 MECI502 19 MTI503 19 METH-504 19 14.8 L6 1.0 19 MHPJ-505 19 16.7 2.1 1.3
21 21 ME501 21 MECH-502 21 MT-503 21 MET)-504 21 16,7 PR 13 21 MHPJ-505 21 18.6 2.8 1.7
23 2IMI501T 23 MECKS02  23310-503 23 MET)-504 23 18.6 2.6 1.7 23 MHPJ-505 23 20.4 39 24
L5 '25 M50t 25 MECS02 25 MTI-503 25 METS-504 25 20.4 31 24 25 MHPJ-505 25 22.5 38 2.8
"27 I 27 Pvﬂ-SOI 27 MECI-SG2 27 MTJ-503 77 MET)-504 27 228 3.8 2.8 27 MHPJ-505 2 24.2 44 32
29 2IMIS0T 29MECIB02 29 MTI503 29 METI504 29 28,2 4.4 32
31 JTMIB0T 3TMECHS0Z 3 MESS03 30 METHS04 31 26.1 5.1 38
23] CIIMESON JIMECHSO?  I3MTISO3 33 METRSOM 33 26.1 5.1 36
35 35 MI-501 35 26.1 5.1 3.6
37 37 MJ-501 37 261 5.1 38
“The expanded zortic wuff has approximately 25% mote culf material than the ssandard sortic cuff, " Effective orifice aren. Source Walker DY, Brenczel AM, Scatien M. The new St jude Medicat Regent®
“The expanded PTEE cuff has aprosimately 16%% more culf material than the standard PIFE cuff mechanical heart vafve: laoratory measurements of Iydradynamic pesfarrmance. / Hear; Vitve [,
"The expandad HP Senes cull bas approximalely 15% more culf material than the standard HP Saries cuft . 1939:8:687-696, . i N
‘&%,[,,!5,,%2"t:eﬂfrr;%eﬁ;,;d,ﬁg[‘e,ﬂﬂf; n,aa::“t e standard cuft "' %iz(g;i:r%ligama{:’l 'c(SI'F h:: Ya;‘u‘iz?;‘xlrxe)«ra'sn‘l’/d%“o o el matesial than the standard aoriic et
HR = Not regorted,
Reference

' MRI Safety Document - St. Jude Medical Valves and Annuloplasty Rings During MRI. Available on St. Jude Medical Web site at hrrp:./,’Mvw,sjm.comldncuments/resources;/safctydmingmri.pdf.

Mechanical Valve Sizer Sets and Accessories

Model Description

905 Universal Sizer Set contains 17mm-33mm valve sizers and valve holder handle model 905-HH

905-35 35mm SIM® Masters Series valve sizer

905-37 37mm SIM® Masters Series valve sizar

905-MHH Mitral valve holder handle

905-RHH Rigid valve holder handle

A-RHR Contains sizes 19mm-31mm acrtic SIM® Masters Series holder/rotators

M-RHR Contains sizes 19mm-37mm mitral SJM® Masters Series holder/rotators

AHP-RHR Contains sizes 17mm-27mm SIM® Masters Seres Hemodynamic Plus holder/rotators : [i N/}/g )
001 Mechanical valve leaflet tester

Some devices may not be available in all countries. Please see your local $t. Jude Medical representative,

VISIT OUR WEBSITE AT ww.sjm.com

CAUTION: FEDERAL LAW RESTRICTS THESE DEVICES T0 SALE BY OR ON THE ORDER OF A PHYSICIAN OR PROPERLY LICENSED PRACTITIONER. Refer to the physician’s manval provided with each device for

dictailed instructons for use, warnings, precautions and possible wdverse device effects,

St Jude Medical prosthetic beart valves ase indicated for use as replacesment valves in patients with & diseased, damaged or malfunctioning native or prosthetic valve, Possible side effects for all valvular implants
include, but are not limited te: regurgitation, thrombocrmbotic phenomena, resistance 10 Jow, infection, hemolysis, dysehythmins, and prosthesis dehiscence or Tailure, Anticoagolation is recomimended for patients
with mechanical valve implaots.

Corpurate Headquarters St jude Medical, Ine, One Litlehe! Plaza, 51, Paul, Minnesota 33117 USA 24-Hour Technical/Professional Cousultation (800) 328-9634 (USA) (631 483.2000 Fax: (6513 482-8313
Customer Service [501) 544-1 AT65]) 490-4410 {431} 481-7702 Furopean Headquarters St Jude Medical Europe, Ine., The Corporate Viflage, Avenue Da Vinei faan. 11-Boy FI, R-1933, Zavenlern,
Belgium Customer Sexvice T -68-11 Fax 3-84 Asian Headquarters St jude Medica) Hong Kong Limited, Room 2705-2708, China Merchants Tower, Shun Tak Centre, 168. 200 Connaught
Roud, Central, Hong Kong Tel: {832} 2996.7688 Fax: (852] 2956.0622 .

Sidfand St Jude Medical are registera trademarks of St. Jude Medicad, Inc. The Glabal Leader in Feart Valve Devices and FlexCuff arg trademarks of St Jude Medical, lne. $t. Jude Medical Cardiae Surgery, 22006
S fude Medical, T, All rights reserved. Printed in the USA. FTEM201771 LORIMIENS|M
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