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Focus on Clinical Performance

Update on Riata™ Lead Performance
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Focus on Clinical Performance
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Flow Diagram of Insulation Abrasion Types and Mechanisms
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FREENEES

5\ B Hvi5 ) EEFE - External Abrasion

BERED, thDHEAA BT /INA R, TINARAKEK D) —F), BRAELI-ARBRZE E= (388, F-IEMBLOZEICLYRE
I HIRBRMEREG.

PI {8l hvi> O EEFE - Internal Abrasion

J—FREDERH . T DM DIEZHEBEZRNANSEFRL TRET HHBGHEERE.

MEA., DERIZE TIN5 DERE, ERE T L - Intravascular Abrasion — External

J—RA ., MERFIFDRIZEWTEEBMO T/ NA R, thD—F) . BIRIELI=ARRAZRE ET=IEMAH. - (XMt OEREIIEfd
HIEITKYRETHMBHEBEREG., 48, BEHEBEREGICLIEHRZBHEIRONLGL, RBFBITICKVEIEIND,
NEIOSDERF ., ELEEHFY -Externalized Conductors . External Source of Abrasion

J—RH, BB T/NA R, ') —F) . BIRALLI=RKRAZRE £ S8, E-XEMTMOZEICKYERLRE T H1EGHE
BIESIVERELH, RBBNICEIHESLIVBERKRERICEDIHE., BAICIRESNTFZ)—FRDOBRICKDHELED, R
BTSN GZNWT—XIZEWTIE, $HIE (XD R GEET SN —RESEIZLTHESIND,

)—R&ET I\ AR KB D EEFE - Lead—to—Can Abrasion

J—RETINARKRIK, R—ZA—F1, ICDFET=ILCRT-D)N EIEEAML TRET SR WEEIRG. REMBITICKVHIEIND,
3 E 1815 - Insulation Damage

EHBETIIY A, D) —FEONMLBERICK>TRET HIEE. RABHICKVEIESNS,

mEA., DEAICE TR DERE. BREEH L - Intravascular Abrasion . Inside Out

BREICEINEINSDMEZFMHEBREL. MERNEITDATRE, BH. EEHBEREGICEIEHEZHEIRONEGL, RBFEFTIZK
YHIESND,

REINSDEFR ., EEEEHFY -Externalized Conductors . Inside—Out

MERAFIEDRIZEWT)—FRENSERN, ZONADMRGHEBLEIET HEICIYFREL, ERFHLUTULDIKE, REfE
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Focus on Clinical Performance

B REINSOEFE. RVIAJILT -Internal Abrasion Short under RV Shock Coil
RVIOAIIL FTOZFBEENZEBLTLAERN, RANSOAIILTOV)a— 8 tGHBEFEREL. FRELTIVa—2 &KYS
-t T, BB ADIERZELTWAETFEO—T /2T 2K IRETRVOA L EEEEML . MR E - (T GEREMICKYERMIC
HBELTLVSIKEE, RMETICKVEIESND,

B REINSOEFE. SVCIAA LT “Internal Abrasion Short under SVC Shock Coil
SVCOA L T DigZHEBEARNZEBL TLSERL ., RAIMNLIMILTOI) 2—0 BigEGIREEEFEL. ?‘*%&L'C/U:I—/J:U%L
Hf-ET, -’a:ﬁ§1$®?ﬁ?-§’ébfb\éETFE:I—T'f/7 PRO-IKEETSVCOAILEEEEAL . BRI E ISR GREMICKYE
BIZHBLTLSIKEE, IRMEENTICKYVEIESNS,

BHEIMERN. DERIZETH2REINSDEREICEHDHEREIL. 2012 First Edition PPREYFTFzIZA b=,
T AEEREEES LR GBICEAREF AN L

Riata™ (8F) Riata ST™ (7F)
FEENEER BIERE Worldwide (WW)#4 R | Worldwide (WW) &4 R

(WWER5E = 156,308) (WWER5E = 70,665)
mMEAR., DRIZEITEMUNCDEF. ERT|HELS External (4%) 0.14% 0.12%
SMAMDSDERE ., BIRFEHA Y+ External (4+) 0.12% 0.05%
=R ET 734 RAAKRE D EE$E* External (4+) 0.43% 0.35%
R mEEx External (4}) 0.04% 0.03%
MER. DRICHFERAENSDERE., BREHEL Internal (FN) 0.17% 0.06%
REIMNSDERE. BRFBHEY** Internal () 0.92% 0.39%
RAEIHDSDEFE. RVIAILT* Internal () 0.05% 0.01%
REIMSDEFE, SVCOA L T* Internal (FN) 0.03% 0.003%
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Defibrillation Leads

Customer Reported Performance Data

] o
Riata
Models 1580 & 1581
US Regeiaiory Approval Mars 2002 Mallunctions aty. Rata
Registored FS Implants &5, 552 Conducior Fracium 1& 0.07%
Estimatad Acth LFS Implants 25,541 Clavicular Crush 2 COTE
Insulation Slcong I I8 Pockat 7 0.01%
Type andior Flxation Cuail Caoll, Active Istravascular T 0O01%
Fodarity Hipax Insulation Breach 35 0.63%
ferm— s Lead-in-Cam Conbact 225 0.37%
Humba o US Advizanes One Lead-in-Lend Comtact 8O 0.17%
[see pgs. ZAE-ZED) Clavicular Crush 7 0%
Extersalired Conduciors 51 007%
Rher 73 0.11%
Crimps, Welds & Bonds 3 ik A
Dy O 0.00%
Extrissic Faciores 2B 0.32%
Total 683 0.95%
Y
BO%
E
=2 B0%
2
i
g
= 40%
5
@
20%
0% 1 1 1 1 1 1 1 1 1
o 2 4 & 8 10 12 14 16 18 20

Years After Implant

Year 2 4 & 8 10 at 122 months.
Swrvival Probablliity cEog% 97.89% 96.34% 9356% B9.07% a3 07%
% 1 standard error O0a% 0.06% 0.09% 0.16% 042% D.50%
Sample Sle 58300 46100 3ET00 12100 1800 200
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Defibrillation Leads

Actively Monitored Study Data

- =
Riata®
Models 1580 & 1581
U5 Regeiaiory Approval March 2002 Qualifying Complications aly Rata Maifenc ticas. aty Fiaka
Humber of Dewicns Enmilked In Shedy 5EE Irsukxlios Braach 1 0.1E% Condecior Frachere 1 OLIEE
Cumelative Months o Fallow-up 15,508 Load D I nt 3 0.36% Chviceiar Cruss o . DO
Insutation Sllkcons In the Pocket 1 DUIEE
Type andior Flxation Cual Coll, Active Ingrawess uiar o . DOFE
Folarity Blpodar Inssiation Broacs 4 075
Sleroid L] Lo -So-Can Congact o . DOFE
Laad-fo-Load Contact 1 DVIES
Chvicwlar Crush o . OOFE
Exiernallznd Conduchors E] B
Oisar o 0. O0FE
Crimps, Woics & Bonds o . DO
Other o 0,007
Extrinsic Fachors 4 .35
Talal 9 LEZ%
100%
8%
=
g
I
]
3
@
2%
0% 1 1 1 1 1 1 1 1 1
(] 1 F 3 4 5 [ r B 9 10
Wears After Implant
Yiear 1 2 3 4
Survival Probabllity 09.A3% 99.63% 90.75% 95.25%
+ 1 standard error 1 7 076% DA6% DA
Sample Sk 510 400 ZG60 110
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Riata® ST
Models 7000 & 7001

Customer Reported Performance Data

Defibrillation Leads

US Regeiaiory Approval J=so 2005 Acute Obsereations Chrosic icatioes Mattusctions aty. Rak
Raglsharod U5 Implants 34,563 E';‘ mpeant. <2 aap) - e S Conducior Fracters 11 0osn
Estimzse Acihee U5 Implants 18,501 - Claicstar Crish z 1.01E
Insulation Scoan Earies Feroration = . = — In the Pocknt a 0.01%
Conceci Fracture o L.00% a0 0.11% =
Type ancior Flstion Duai Call, Activ T T s = BT = T Intraezscular & 007K
Pokarity Bipolx Failure in Capters P! 012% oz 0255 I5etalion Bt 123 L2
Steroid e Owersensing T Lll% 215 LE1% Lest o Gen Cantact a2 f.aT
Humbar of LS Acvizanes ane Failure lo Soesn T 07% m 0.D5%, e ——— = ke
lsz g 24 2600 Imsulation Broacs 1 0% 5 0.28% 'l’"'::l' D'::m ; EE::
Abnormal Facing Impedance E 0L02% an 0.0 ol -
Oteer 12 0.0T%
Abnormal Defibrillation Imperdasce 4 001% 16 0.0%%, P ; T
Exracarsiac Simealios 2 L0% z 0.01% e, TS =
DOther o 0.0
Ottver 1 .03% 31 o E— oo
Tolal 156 0.56% 559 1.71% ol acdars n; ;.m
Total Rohumed tor Amalysis 53 235 :
0%
&=
= GO
#
i
z
= 4%
5
wr
20%
o% 1 1 1 1 1 1 1 1
o 1 2 3 4 g B 7 =) 10
Years After Implant
Year 1 2 3 4 5 [ at 74 monkhs
Survival ProbabliFty Co.n5% SE51% S8.00% a7 55 OF HP% 95 52% 4541%
& 1 standard eror 0D5% 0.OT% DUDB% D09 011% OL1E% 0.35%
Sample Sime 34700 29700 26000 F2100 15700 G300 B0
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Deflbrillation Leads

Actively Monitored Study Data
Riata® ST
Models 7000 & 7001

US Reguiaiory Approval Jum: 2005 Qualifying Complications aty Rata Maifenc tioas aty Fiaka
Humber of Dewicns Enrolied In Shady 202 Irsutztion Brasch 1 0.50% Condecior Frachere o 0. DOFE,
Cumiaiive Months of Follow-up 5,412 Luad Dislodgamant z 0.39% Claviosiar Cruss [¥] 0. DOFE:
Insulation Sllicone In tha Pockot o DOFE
Typs: andior Flation Dual Caoll, Active I nErawesr ular o . DOFE,
Foiarity Blpotar Inseiation Breacs 4 1.56%
Sleroid e Liaad-S0-Can Contact z SN
Laad-So-Load Contact 1 0.5
Chwiowlar Crush o
Extornallzed Conduchors 1 0.5
Oisar o 0. OOF%,
Crimps, Wols & Bonds 1 0. 5O
Other o 0. OOF%,
Extrinsic Fachors ] 0. DO
Talal 5 48%
1007%
8%
=
3
'8
%
@
20°%
o 1 1 1 1 1 1 1 1 1
o 1 2 3 4 5 3 T B 9 10

Years After Implant

Year 1 2 3 at 47 meaths
Sunvival Probablirty 0o .40 SE.E0% 98.E0% 97 5B%
2 1 standard emor 0.51% 0.79% 0.79% 151%
Sample Skze 190 150 110 S0
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St. Jude Medical is focused on reducing risk by
continuously finding ways to put more control into
the hands of those who save and enhance lives.

IMPLANTABLE ELECTROMIC S¥STEMS CARDICVASCLLAR AND ABLATION TECHMOLOGIES
Global Headquarters Implantable Electronic 5t. Jude Medical AR U5, Division
One 5l Jude Medical Drive Systems Division Weddestavagen 19 £ Bee Cave Road
5t. Paul, Minne=ota EE117 15000 Valley View Court 175 B4 larfalla Building Twn, Suite 100
USA Syimar, Caliiornia 91342 S MNustin, Texas THTSE
+1 651 756 2000 LISA +46 8 47240 00 LISA
+1 BB T5E 3301 Fax +1 B18 362 6822 +465 8 TE0 95 42 Fax +1 B12 732 FADD

&1 E18 364 RE14 Fax +1 B12 732 M1E Fax
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