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3 MILLION PATIENTS

1,000
PEER-REVIEWED

FIND OUT MORE
ON ABBOTT
MHY DESIGN



2017 ESC/EACTS GUIDELINES

PATIENT AGE Target INR for mechanical prostheses
@ s I Patient-related factors®

thrombogenicity m >| risk factor
' b
MECHANICAL VALVE TISSUE VALVE Low 2.5 30

Prosthesis

BLEEDING VALVE Medium* 30 35
EVENTS REINTERVENTION .
Highd 35 40
INR = international normalized ratio; LVEF = left ventricular ejection fraction.
* Mitral or tricuspid valve replacement; previous thromboembolism; atrial
fibrillation; mitral stenosis of any degree; LVEF <35%.
< 40 45 50 55 60 65 70 75 > b Carbomedics, Medtronic Hall, ATS, Medtronic Open-Pivot, St Jude Medical,

OnX, Sorin Bicarbon.

¢ Other bileaflet valves with insufficient data.
MECHANICAL EITHER VALVES TISSUE ¢ Lillehei-Kaster, Omniscience, Starr-Edwards (ball-cage), Bjorik-Shiley and

. D . other tilting-disc valves.

OPERATE
WITH THE FACTS

ABBOTT MECHANICAL HEART VALVES
SHOW LOWER THROMBOEMBOLISM, THROMBOSIS
AND BLEEDING EVEN AT A LOW INR RANGE

Randomized Study 197 patients implanted* (44 with Abbott valves, 153 with LivaNova valves), 5 years
Thromboembolism 0.09%/pt-year

Thrombosis 0%/pt-year

Bleeding Events 0.56%/pt-year

Randomized Study 1137 patients** (all Abbott valves), 2 years
Thromboembolism  0%/pt-year, 0.58%/pt-year***
Bleeding Events 0.58%/pt-year, 1.07%/pt-yeart

Randomized Study 375 patients (all On-X Valves), 3 years

Thromboembolism 2.67%/pt-year
Bleeding Events 2.677%/pt-year




A BROAD RANGE OF SOLUTIONS TO TAILOR
THE IMPLANTATION TO EVERY PATIENT

AORTIC VALVE Regent
EXCEPTIONAL HEMODYNAMICS

INTHE AORTIC POSITION IN SMALL
AORTIC ROOT PATIENTS

847

‘ E Orifice to Annulus Ratio E ‘
REGENT™ AL : Masters HP
‘ HEMODYNAMICS MEETS
e IMPLATABILITY IN BOTH THE
I AORTIC AND MITRAL POSITION,

NOW AVAILABLE ALSO FOR BABIES
AND NEWBORNS

MASTERS HP*

e Quter Masters

| OPTIMAL IMPLANTABILITY IN BOTH
s »

THE AORTIC AND MITRAL POSITION

MASTERS

Valve Size 19

with the worlds’s smallest
mechanical heart valves




SIZE (MM)

REGENT™ VALVE

FLEXCUFF™*

MASTERS HP Series

EXPANDED CUFF *?

MASTERS Series

EXPANDED CUFF '?

15 15AHPJ-505

17 17AGN-751 17AGFN-756 17AHPJ-505 17AEHPJ-505

19 19AGN-751 19AGFN-756 19AHPJ-505 19AEHPJ-505 19AJ-501 19AECJ-502 19ATJ-503
21 21AGN-751 21AGFN-756 21AHPJ-505 21AEHPJ-505 21AJ-501 21AECJ-502 21ATJ-503
23 23AGN-751 23AGFN-756 23AHPJ-505 23AEHPJ-505 23AJ-501 23AECJ-502 23ATJ-503
25 25AGN-751 25AGFN-756 25AHPJ-505 25AEHPJ-505 25AJ-501 25AECJ-502 25ATJ-503
27 27AGN-751 27AGFN-756 27AHPJ-505 27AEHPJ-505 27AJ-501 27AECJ-502 27ATJ-503
29 29AGN-751 29AGFN-756 29AJ-501 29AECJ-502 29ATJ-503
31 31AJ-501 31AECJ-502 31ATJ-503

MASTE.RS sl MASTERS Series
Series
SIZE (MM) EXPANDED CUFF *# EXPANDED PTFE 2

15 15MHPJ-505
% 17MHPJ-505
19 19MHPJ-505 19MJ-501 19MECJ-502 19MTJ-503 19METJ-504
21 2IMHPJ-505 21MJ-501 2IMECJ-502 2IMTJ-503 2IMETJ-504
23 23MHPJ-505 23MJ-501 23MECJ-502 23MTJ-503 23METJ-504
25 25MHPJ-505 25MJ-501 25MECJ-502 25MTJ-503 25METJ-504
27 27MHPJ-505 27MJ-501 27MECJ-502 27MTJI-503 27METJ-504
29 29MJ-501 20MECJ-502 29MTJ-503 29METJ-504
3l 3IMJ-501 3IMECJ-502 3IMTJI-503 3IMETJ-504
3 33MJ-501 33MECJ-502 33MTJ-503 33METJ-504
35 35MJ-501
37 37MJ-501




DESCRIPTION

Universal Sizer Set contains 17-33 mm valve sizers

905 and valve holder handle model 905-HH.

905-15 Mitral and Aortic Double-Ended Sizer for Masters HP 15 mm.
905-35 35mm Masters Series valve sizer.

905-37 37mm Masters Series valve sizer.

905-MHH Mitral valve holder handle.

905-RHH Rigid valve holder handle.

Regent Sizer Set contains 17-29mm valve sizers and valve

907 holder handle model 905-HH.

A-RHR Contains sizes 19mm-31mm aortic Masters Series holder/rotators.

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

Contains sizes 17mm-27mm Masters Series Hemodynamic

AHP-RHR
Plus holder/rotators.

AG-RHR Contains sizes 17mm-29mm RegentTM holder/rotators.

LT100 Mechanical valve leaflet tester.




Mechanical Heart Valves

Masters Series Mechanical Heart Valve
(Page 1 of 3)

Mitral Valves

Product Highlights

= Pyrolytic carbon leaflets and orifice ring offer exceptional durability
and increased thromboresistance!”

= 85 degree leaflet opening angle offers improved laminar flow
and reduces turbulence®*

= Controlled torque rotation mechanism allows for easy rotation
and intraoperative adjustment

= St. Jude Medical heart valves are MR conditional®

Ordering Information
Contents: Mitral Valve (1 unit per box)

Model/Reorder Tissue Annulus Valve Orifice Inner Geometric Orifice

Number Diameter (mm) Diameter (mm) Area (cm?) Cuff Style
19MJ-501 19 14.8 1.63 Standard
21MJ-501 21 16.7 2.06 Standard
23MJ-501 23 18.6 2.55 Standard
25MJ-501 25 20.4 3.09 Standard
27MJ-501 27 22.5 3.67 Standard
29MJ-501 29 242 441 Standard
31MJ-501 31 26.1 5.18 Standard
33MJ-501 33 26.1 5.18 Standard
35MJ-501 35 26.1 5.18 Standard
37MJ-501 37 26.1 5.18 Standard

Product referenced is approved for CE Mark.

HEN : Cardiac Surgery International Catalogue
msE ST. JUDE MEDICAL GMCSDI76EN (June 2010)
L L] MORE CONTROL LESS RISK. Page MH8 ©2010 St. Jude Medical. All Rights Reserved.



Mechanical Heart Valves

Masters Series Mechanical Heart Valve
(Page 2 of 3)

Mitral Valves

Product Highlights

= Pyrolytic carbon leaflets and orifice ring offer exceptional durability
and increased thromboresistance!©

= 85 degree leaflet opening angle offers improved laminar flow
and reduces turbulence®*

= Controlled torque rotation mechanism allows for easy rotation
and intraoperative adjustment

= The expanded mitral cuff has approximately 25% more cuff than
the standard mitral cuff

= St. Jude Medical heart valves are MR conditional®

Ordering Information
Contents: Mitral Valve (1 unit per box)

Model/Reorder Tissue Annulus Valve Orifice Inner Geometric Orifice

Number Diameter (mm) Diameter (mm) Area (cm?) Cuff Style
19MECJ-502 19 14.8 1.63 Expanded
21MECJ-502 21 16.7 2.06 Expanded
23MECJ-502 23 18.6 2.55 Expanded
25MECJ-502 25 20.4 3.09 Expanded
27MECJ-502 27 22.5 3.67 Expanded
29MECJ-502 29 24.2 441 Expanded
31MECJ-502 31 26.1 5.18 Expanded
33MECJ-502 33 26.1 5.18 Expanded

Product referenced is approved for CE Mark.

Cardiac Surgery International Catalogue

HER
GMCSD176EN (June 2010) men ST. ]UDE MEDICAL
©2010 St. Jude Medical. All Rights Reserved. Page MH9 L MORE CONTROL. LESS RISK.
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=== ST’ JUDE MED[CAL& Declaration of Conformity

SJM Declaration of Conformity
Mechanical Heart Valves and Valved Grafts

St. Jude Medical (SJM) hereby declares that the following SIM facilities and products conform to the applicable
provisions of Annex Il of the Medical Device Directive (MDD) 93/42/EEC as amended by 2007/47/EC. Valved Graft
products containing bovine material conform to Regulation 722/2012. All supporting documentation is retained under
the premises of SIJM. We declare no application has been lodged with any other notified body for the same products.
This declaration is issued under the sole responsibility of the manufacturer. This declaration supersedes any
declaration issued previously for the same product(s).

Manufacturer Address: St. Jude Medical
177 County Road B East
St. Paul, Minnesota 55117 USA

European Representative: St. Jude Medical Coordination Center BVBA
The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

Product Type: Mechanical Heart Valves
Valved Grafts
Annuloplasty Rings

Product Name(s): SJM Masters Series (Rotatable)
SJM Regent Valve (Rotatable)
SIM™ Masters Series Aortic Valved Graft with
Hemashield™ graft technology
SJIM Masters HP™ Valved Graft with Gelweave
Valsalva™ Technology
Rigid Saddle Ring
St. Jude Medical Seguin Annuloplasty Ring
Tailor Annuloplasty Ring
Tailor Annuloplasty Band

Model Number(s): See attached.
Classification: Mechanical Heart Valves: Class Ill per MDD, Annex IX,
rule 8

Valved Grafts: Class Il per MDD, Annex IX, rule 17
Annuloplasty Rings: Class Ill per MDD, Annex IV, rule 8

GMDN Code(s): Mechanical Heart Valves:
e Aortic — 60240
¢ Mitral - 60241
Valved Grafts:
e Aortic - 60423
Annuloplasty Rings:
e Mitral - 45577
e Mitral/Tricuspid - 45578

86480 SJM Declaration of Conformity Template Rev B Page 1 of 2

This confidential document is the property of St. Jude Medical and shall not be reproduced,
distributed, disclosed or used without the express written consent of St. Jude Medical.
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=== ST. ]U DE MEDICAL Declaration of Conformity

SJM Declaration of Conformity
Mechanical Heart Valves and Valved Grafts

Original CE Mark Date: See attached.

FQA Certificate No and expiration date: Certificate No: CE 578287
Expiration Date: 26 May 2024

Annex Il DE Certificate No and expiration See attached.

date:

Applicable Quality System Standards: ISO 13485: 2016

Notified Body: BSI Group The Netherlands B.V.
Say Building

John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

Notified Body Number: 2797

Manufacturing Facilities: St. Jude Medical
177 County Road B East
St. Paul, Minnesota 55117 USA

St. Jude Medical Puerto Rico LLC Lot 20-B Street
Caguas West Industrial Park Caguas, Puerto Rico 00725

Signature:
Digitally signed by

- / Angie Riascos
~ Date: 2020.05.20

08:56:59 -05'00" 20 May, 2020

Angie Riascos Issue Date
Manager, Regulatory Affairs

86480 SJIM Declaration of Conformity Template Rev B Page 2 of 2

This confidential document is the property of St. Jude Medical and shall not be reproduced,
distributed, disclosed or used without the express written consent of St. Jude Medical.



90453899 Rev. N
Attachment 1

Mechanical Valve Products

SJIM Masters Series (Rotatable)
EC Certificate No.: CE 578290
Expiration Date: 17 February 2024

Aortic Hemodynamic Plus (HP), Size 15MM ..., AHPJ-505

Original CE Mark Date: 21 Aug 2019

Mitral Hemodynamic Plus (HP), SIZe& 15MIM ..o MHPJ-505

Original CE Mark Date: 21 Aug 2019

Aortic Hemodynamic Plus (HP), SIZ€S 17-27MM .........cuieiiiieeeeeeeiiii e e e e e AHPJ-505
Original CE Mark Date: 13 Sep 1995

Aortic Standard Cuff-Polyester, SizeS 19-31MIM .........uuuuuiuuuruiniiiieiiiieieeeieeieeeieeeeeeeeeeeeeeeeeeeees AJ-501
Mitral Standard Cuff-Polyester, SizeS 19-33MmM ..., MJ-501
Aortic Expanded Cuff-Polyester, sizes 19-31mMmM .........cceviieiiiiiiiiiiieeeeeee e, AECJ-502
Mitral Expanded Cuff-Polyester, Sizes 19-33mMm...........ooooiiiiiiii e, MECJ-502
Mitral Hemodynamic Plus (HP), SizeS 17-27MM ......cooieiiiiiii e MHPJ-505
Aortic Expanded Hemodynamic Plus (HP), SizeS 17-27MM............uuuvieeimmeremnenieneneeennnns AEHPJ-505
Original CE Mark Date: 30 Jan 1996

Mitral Standard Cuff-Polyester, Sizes 35-37mMmM ..., MJ-501

Original CE Mark Date: 02 Nov 1998

Aortic Standard PTFE CUff, SIZ€S 19-3LMIM ......ccuiiiiiiiiiiiiiieie e ee e ATJ-503
Mitral Standard PTFE CUSf, SIZES 19-33MIM .. vnii ittt ettt e e e e e enaas MTJ-503
Mitral Expanded PTFE cuff, SIZ€S 19-33MIM.........uuuuiiiiiiiiiiiiiieieeeieieieieieeeeeeeeeeeeeeeeeeeeeeeees METJ-504

Original CE Mark Date: 31 Jul 1997

SJIM Regent Valve (Rotatable)
EC Certificate No.: CE 578290
Expiration Date: 17 February 2024

Aortic standard cuff - polyester, SizeS 17 - 29MM........oueiiiiiiiiiiiiiieirieeeeee e AGN-751
Aortic flex cuff - polyester, SIZeS 17-29MM ......o.ouiiiiiiiiiiiiieiiiieeee e AGFN-756
Original CE Mark Date: 27 Dec 1999

Valve Repair Products

Rigid Saddle Ring

EC Certificate No.: CE 578289
Expiration Date: 30 March 2024

Rigid Saddle RiNg, SIiZ€S 24 — 3AMM ......uvuuiiiiiiiiiiiieereieeeiereiereeeereer e RSAR-(size)
Original CE Mark Date: 24 Feb 2005

Page 1 of 2



90453899 Rev. K
Attachment 1

St. Jude Medical Sequin Annuloplasty Ring

EC Certificate No.: CE 578288
Expiration Date: 14 May 2024

St. Jude Medical Seguin Annuloplasty Ring, sizes 24-40mMm .........ccccccvvvvieeeeeereennn. SARP-(size)
Original CE Mark Date: 28 Jan 2002

Tailor Annuloplasty Ring

EC Certificate No.: CE 578289
Expiration Date: 30 March 2024

Tailor Annuloplasty RiNg, SiZ€S 25-35MIM........uuuuiuiuiiiiiiiiiiiiiueeineeieeeneeeneeeeeeneeeneeeneeeneee TARP-(size)
Original CE Mark Date: 28 Jan 2002

Tailor Annuloplasty Band
EC Certificate No.: CE 578289
Expiration Date: 30 March 2024

Tailor Annuloplasty Band, SiZ€S 25-35MM.........cuiiiiiiiiiiiiiiiieiieieeeeeeeeeieee e e e ee e eeaeee e TAB-(size)
Original CE Mark Date: 24 Oct 2002

Valved Grafts?

SIM™ Masters Series Aortic Valved Graft with Hemashield™ graft technology

EC Certificate No.: CE 578292
Expiration Date: 26 May 2024

SIM™ Masters Series Aortic Valved Graft with Hemashield™ graft technology
SIZES 19 — BB ..t e e e aaaan CAVGJ-514 00
Original CE Mark Date: 04 May 2001

SJIM Masters HP™ Valved Graft with Gelweave Valsalva™ Technology
EC Certificate No. : CE 578291
Expiration Date: 26 May 2024

SJM Masters HP™ Valved Graft with Gelweave Valsalva™ Technology
SIZES 19— 29MIM ittt e e e snree e e s snnae e s snnneeessnnnneessnnnneennnnnns VAVGJ-515
Original CE Mark Date: 19 Aug 2005

Page 2 of 2

1 These products containing bovine material conform to Regulation 722/2012



b .
Sl.
By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

In respect of:

Design and manufacture of Mechanical and Tissue Heart Valves, Transcatheter Heart Valves,
Valved Grafts, Annuloplasty Rings and Related Accessories.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

(on C ol

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit’
Page 1 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi. S
EC Certificate - Full Quality Assurance S?gﬁé%t

Supplementary Information to CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

Number Device Name Intended Purpose per IFU

Class II1

« Masters Series Mechanical Heart Valve — Mechanical Heart See CE 578290
Valves

+ Masters Series Mechanical Heart Valve with Expanded
Polyester Sewing Cuff — Mechanical Heart Valves

« Masters Series Mechanical Heart Valve with PTFE Sewing
Cuff — Mechanical Heart Valves

* Masters Series Mechanical Heart Valve with Expanded PTFE
Sewing Cuff — Mechanical Heart Valves

* Masters Series Mechanical Heart Valve with Hemodynamic
Plus (HP) Sewing Cuff — Mechanical Heart Valves

« Masters Series Mechanical Heart Valve with Expanded
Hemodynamic Plus (HP) Sewing Cuff — Mechanical Heart
Valves

« Regent Heart Valve — Mechanical Heart Valves
« Regent Heart Valve with FlexCuff — Mechanical
Heart Valves

First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit’
Page 2 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi. S
EC Certificate - Full Quality Assurance S?gﬁé%t

Supplementary Information to CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

Number Device Name Intended Purpose per IFU

Class III

Masters HP Valved Graft with Gelweave Valsalva Technology See CE 578291
(VAVG)) — Valved Grafts

Masters Valved Graft with Hemashield Graft Technology (CAVG]) | See CE 578292
— Valved Grafts

Tailor Annuloplasty Ring and Tailor Annuloplasty Band — See CE 578289
Annuloplasty Rings

Rigid Saddle Ring Annuloplasty Ring — Annuloplasty Rings

Seguin Annuloplasty Ring — Annuloplasty Rings See CE 578288
Portico Transcatheter Aortic Heart Valve System — Transcatheter | See CE 585003
Heart Valves
Trifecta and Trifecta GT — Tissue Heart Valves See CE 617862
Biocor, Epic and Epic Supra — Tissue Heart Valves See CE 617865
First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit’
Page 3 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi. S
EC Certificate - Full Quality Assurance 5@)’5'?{’5}'{{

Supplementary Information to CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Number Device Name Intended Purpose per IFU
Class IIa
MDO0106, Mechanical Heart Valve Leaflet Tester — Related Accessories | ---
MDS7006
MD0106 + Masters Series Mechanical Heart Valve Replacement ---

Holder/Rotators — Related Accessories

* Masters Series Hemodynamic Plus (HP) Mechanical Heart
Valve Replacement Holder/Rotators — Related Accessories

+ Regent Mechanical Heart Valve Replacement
Holder/Rotators — Related Accessories

« Rigid Saddle Ring Annuloplasty Sizer Set — Related
Accessories

« Tailor Annuloplasty Ring Sizer Set— Related Accessories

« Tailor Ring Robotic Sizer Set — Related Accessories

« Seguin Annuloplasty Ring Sizer Set — Related Accessories

« Mechanical Heart Valve Sizer — Related Accessories

* Regent Mechanical Heart Valve Sizer Set- Related
Accessories

« Trifecta Valve Series Sizer Set — Related Accessories

» Bioprosthetic Heart Valve Sizer Set — Related Accessories

First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit’
Page 4 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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