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Steerable Diagnostic

Ordering Information
7 F Duo-Decapolar catheter (1 unit per box) Note: Requires two catheter extension cables

Livewire™ Electrophysiology Catheters  
Duo-Decapolar (20 electrodes)
7 F

Product Highlights
 � Ergonomic handling 

 � Rotary dial designed for fine tip movements

 � Color-coded cables for convenience

 � 1 mm band electrodes

Reorder Number French Size Electrode Spacing (mm) Tip Electrode (mm) Distal Reach Usable Length (cm)

401904 7 2-10-2 2 Super Large Curl 95

401905 7 5-5-5 2 Super Large Curl 95

401914 7 2-5-2 2 Super Large Curl 95

401908 7 2-2-2 2 Medium Curl 115

Required Catheter Connecting Cables – Page 123

Reorder Number Color Connects these Catheters Usable Length (cm)

401972 Black Hexapolar, Octapolar and Decapolar 150

401977 Red Hexapolar, Octapolar and Decapolar 150

401976 Black Hexapolar, Octapolar and Decapolar 210

1



b
EC Design-Examination Certificate
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l.
By Royal Charter

Directive 93l42lEEC on Medical Devices, Annex II Section 4

No.

Issued To:

cE 544275

SL Jude uedical
14901 D€Veau Place
Minnebnka
Minnesota
55345-2126
usA

In respect of:

Livewire* Electrophysiology Catheter

BSI has performed a design examination on the above devices in accordance with the Council Directi\€ 93/42IEEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

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

C-r^^€--?1qcta
Gary E Slac& Senior vice President Medical Devices

First Issued: 2OO9-07-O1 Expiry Date: 202+05-26

...making excellence a habitl

Page 1 of 10

\blidity of this cedficate is conditional on the quality systern being maintiined to the requirements of the Uredive as dernonstrated through the rcquired
surveilhnce adivitj6 of the No*ifi€d 8ody.
This cert'fic.te ryds issued dedo.lEally and is bound by the condibons of the contrad-

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

Date: 2019-06-25
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bsi.
By Royal Charter

EC Design-Examination Ceftificate

Supplementary Information to CE 548275

Issued To: st. Jude Medical
14901 Deveau Place
tlinnetonka
Minnesota
55345-2126
usA

InEnded Purpose per IFU

The Livewire* Steerable Electrophysiology Gtheter can be used in the evaluation of a variety of cardiac arrhythmias from

endocardial and intravascular sites.

Model
Numbel

Size
(F)

Effie
spacing
(mm)

Tip
Electrode
Lengtjr
(mm)

Distal
Reach

Usable
l€nCffi
(crn)

classification

Liv€wire" EP

Bipolar
(2 electrodes)

7 2 2 l--arge Curl 80 Class uI

Wewire'" EP

Quadripolar
(4 electrods)

6 2-5-2 2 Medium
Sweep

115

401576 7 4 Small
Sweep

115

401.577 7 4 Medium
Sweep

115 dass III

401578 7 2-5-2 Large
Sweep

115 Class III

401586 2-5-2 4 Small Curl 115 Class III

401587 7 2-5-2 Medium
curl

115 Class III

401588 7 2-5-2 Large Curl 115 Oass III

401600 6 2-5-2 4 Medium
Sweep

115 class nI

401603 6 2-5-2 4 Medium
curl

115 Oass III

First Issued: 2OO9-07-O1 Date:2019-06-25 Expiry Date: 202+05-26

making excellence a habitl

Page 2 of 10

Validity of thb certificate is corldfional on the quality system being n€antained to the require6Ents of the DlrEctire 6 dernonsmed thmugh the Gquired

surveilhnce adivities of the Notified Body,
This certificate was issued eledronically and is bound by the conditions ofthe cont-dct.

Info nation and Contact: BSI, Say Buildlng, Joho M. lcynespleln 9, 1066 EP Anderdan, The Ne$erlands Td: + 31 20 3'16 079)
BSI Group The tl€t'Erhnds B.V registered in The €berlands under 33264284.
A mernber d BSI Goup of Co.np.nies.

Product

401786

401572 class III

2-5-2 Oass nI

2-5-2

4

7

4

4

3



bsi.
EC Design-Examination Certificate

Date: 2019-06-25 Expiry Date: 202+05-26

.making excellence a habitl

Page 3 of 10

Supplementary Information to CE 5.18275

Issued To: SL lude ]rledical
14901 [reveau Place
l,linnctonka
l,linnesota
55345-2126
USA

Product Model
Number

Size
(F)

ElecEode
Spacing
(mm)

Tip
Electrode
Length
(mm)

Distal
Reach

Usabl€
Lengffl
(cm)

classification

401606 6 2-s-2 2 Large
Sweep

r15 Oass III

5 5-5-5 2 Medium
Curl

115 Class Ill

401548 5 5-5-5 2 Large Curl 115 Oass UI

401649 5 2-5-2 Medium
Curl

Class UI

5 2 Medium
Sweep

115 Class nI

401781 5 5-5-5 2 Large
Sweep

115 Class III

401933 6 5-5-5 Medium
SweeD

115 Oass UI

401934 6 2 Large
Sweep

Oass nI

Livewirefl EP
Penbpolar (5
electrodes)

402019 5 5-5-5-175 2 Medium
Sweep

115 Class UI

402022 5 5-5-5-175 Large Curl
cRD-2r"

115 Class UI

First Issued: 2009-07-01

Validity of this ceftficate is cooditional on tie quality system being maintained to the requirements of the Diredive as d€rnonstrated through the requircd
err'/eillance adivities of the IoUfi€d Body.
This certificate was ls$ed el€donicany and is bound by the condiums of the cootrad.

Informaton and Contad: BSI, Say BuiHing, lohn M, lqn€splein 9, 1066 EP &rtua.n, The tkdErlands Td: + 31 20 3,16 0780
BSI Group The NetherLnds B.V registered in The Netherlands under 33264284.
A mernber of BSI Grcup of Cornpani6.

By Royal Charter

40t647

2 115

401780 5-5-5

2

5-5-5 115

2
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bsi.
EC Design-Examination Ceftificate

Issued To:

First Issued: 2009-07-01 Expiry Date: 202+05'26

Page 4 of 10

Validity of this cer0frcate is condifional on the quality system being maintained to the requirerner*s of the Diledive as detnon*ated throlgh the rcquired

sur,/€ilhnce a.tivities of the Notified Body.
This certificate was issued eledonically and is bound by the conditions of the contract

Info.mation and Contact: BSI, Say Building, John M. Kelnesplein 9, 10,65 EP An$erdam, The tletherlaods Tell + 31 20 346 0780

BSI Group The Nederlands B.V. reqistered in The Netherlands under 33264284
A mernber of BSI Group of Co.npani6.

Product Model
Number

Size
(F)

El€ctrode
Spacing
(mm)

TiP
Electrcde
Length
(mm)

Distal
Reach

Usable
L€ngth
(crn)

classification

Livewirefr EP

Hexapolar (6
electrodes)

7 2-s-2-5-2 Medium
Sweep

115 dass UI

401653 5 2-5-2-5-2 Medium
Sweep
cRF2*

115 Class UI

5 5-5-5-5-5 2 Medium
Svieep
cRD2*

115 Oass III

Wewiren EP

tupdar (8
electsodes)

401581 7 2-5-2-5-2-5-
2

2 Medium
Sweep

115

401652 2-2-2-2-2-2-
2

Medium
Sweep
cRD-2*

115 Oass uI

40t9t7 6 2-2-2-2-2-2-
2

Fledium
Sweep

115 Class III

401949 6 2-2-2-2-2-2-
2

2 Large
Sweep

115 Class nI

Livewire'" EP

Decapolar
(10
electrodes)

401575 6 2-s-2-5-2-5-
2-5-2

2 Medium
Sweep

115 dass III

7 2-5-2-5-2-5-
2-5-2

2 Medium
Sweep

115 Class III

By Royal Charter

Supplementary lnformauon to cE 548275

SL lude Mdicat
14901 t eveau Plac€
l,lannetonka
Itlinnesota
5534s-2125
USA

Date: 2019-06-25

...making excellence a habiti

401580 2

2

401654

Class Ui

2

2

401582

5



bsi.
EC Design-Examination Certificate

By Royal Charter

Expiry Date: 2lJ2+05.26

..making excellence a habitl

Page 5 of 10

Supplementary Informauon to CE 548275

Issued To: St tude tledical
14901 t eveau Place
l,linnetonka
l.linnesota
s5:t45-2126
usA

Product uodel
umber

Size
(F)

ElecEode
Spacing
(mm)

Tip
Electsode
LengEr
(mm)

Distal
Reach

Usable
Lngth
(dn)

classification

401655 5 2-5-2-5-2-5-
2-s-2

2 Extra Large
Cud

115 Class III

401915 6 2-S-2-5-2-5-
2-5-2

2 Extrd Large
curl

115 Oass III

401923 6 2-2-2-2-2-2-
2-2-2

2 Extrd Large
Curl

115

40t926 6 2-A-2-a-2-8-
2-8-2

2 Extra Large
Sweep
csl'i Bi-
Directional

115 Oass Ui

401935 7 2-5-2-5-2-5-
2-5-2

2 Extra LaG€
Sweep
csMTX

115 Oass trI

401938 5 5-5-5-5-5-5-
5-5-5

2 Medium
Sweep

115 Class trI

401939 5 2-2-2-2-2-2-
2-2-2

2 Medlum
Sweep

115

401940 2-5-2-5-2-5-
2-s-2

2 Medium
Sweep

115

First Issued: 2009-07-01

Validity of tnis certificate is cooditional on the quality system being maintained to the requirefients of tfie Diredi'/e as demonst-ated though the required
$rveilhnce activities of the Notified Body,
This cetjfiaate was isued electronically and is bound by the conditons of the contrdct.

Infomaton and Coota.t: BSI, Say Buildi.g, John M. l(eyre+leln 9, 1056 EP Anderdarn, The Nede.lands Tel: + 31 20 0780
&SI Group The Ne$erlan& B.V registered in The tl€d!€rlands under 33254284,
A m€rnber of BSI Group of Cqnpanies.

Date:2019-06-25

Class III

Oass IU

5 Class III
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bsi.

Supplementary Information to CE 548275

Issued To:

First Issued: 2OO9-O7-O1

By Royal Charter

Expiry Date: 202+05,'26

...making excellence a habitl

hge 6 of 10

sL Jud€ liledical
14901 Deveau PIac€
Minnetonka
Minnesota
5534s-2126
USA

Date:2019-06-25

valdey of this certificate is conditional on the qualtv slstem being maintalned to the requllefirents of the DirEctive 6 demonsded throlgh the requi.ed

irr'redhoce adh/t6,es of tlE Notifred Body.
This certficate wG issred declroalically and i5 bound by the conltitions of the cottraat.

tnfo.maticn and conta.t: BsI, say Buildinq, lohn M. lqnespl€in 9, 1066 EP &rEterdam, The Net,lerhnds Td: + 31 20 346 0780

BSI Grolp Th€ Netherla.ds B.V. registered in The Netherlands under 33264284.
A mgnber of BSI GrcuP of Co.npanies.

Product Model
Ilumber

size
(F)

ElecEode
Spacing
(mm)

Tip
Electrod€
Length
(mm)

Distal
Reach

usable
L€ng|tlr
(cn)

classification

401941, 5 2-*2-8-2-*
2-8-2

2 Extra Large
Curl

115 Oass IU

40t942 2-8-Z-A-2-a.
2-8-2

115 Class III

401990 5 2-2-2-2-2-2-
2-2-2

2 Effa Large
Curl

115 Oass trI

401991 5 2-s-2-5-2-5-
2-s-2

2 Extrd Large
Cud

115

402026 5 2-8-2-8-2-&
2-8-2

2 Large Curl
CSL

Oass IU

D402070 6 5-5-5-5-s-s-
s-5-175

2 Large Curl
CSLTI4

115 Class III

Livewire'" EP

Duo-
Decapolar
(20
electrodes)

401904 7 2-1tr2-1G
2-1G2-1&
2-LV2-lG'
2-1G2-1G
2-r0-2

Super
Large Curl

Class III

EC Design-Examination Ceftificate

6 2 Extra Large
cud

Oass UI

115

2 95

7



bsi.
EC Design-Examination Ceftificate

SL Iude Medical
14901 Deveau Place
Itlinnetonka
Minn6ota
55345-2126
usA

Date: 2019-06-25 Expiry Date: 2024-05-26

..making excellence a habitl

Supplementary Information to CE 548275

Issued To:

First Issued: 2009-07-01

Product lilodel
I{umber

Size
(F)

Eleclrode
Spacing
(mm)

TiP
Electrode
Lengtr
(mm)

Difil
Reach

Usabl€
Lengttr
(or)

Classification

401905 7 5-5-5-5-s-s-
5-5-5-5-s-s-
5-5-5-5-5-5-
5

2 Super
Large Curl

95 Class III

401908 7 2-2-2-2-2-2-
2-2-2-2-2-2-
2-2-2-2-2-2-
2

2 Medium
Curl

115 Class trI

401914 7 2-5-2-5-2-5-
2-5-2-5-2-5-
2-5-2-5-2-5-
2

2 Super
Larg€ Cud

95 Oass trI

401918 7 2-2G2-2-2-
2-2-2-2-2-2-
2-2-25-2-
25-2-2s-2

2 Super
Large Curl

Class UI

f
r.1!

Validity of thls certificate is condi$onal on the quallty sydern being malntalned to the requlrements of th€ Diredir€ as dernon*rdted through the requlred
surt/eilhnce adiviti.'s of d!€ Notifr€d 8ody.
This certificate was issued electmicaly and is bound by the conditonr of the @rEad.

Intormatirn and Contad: BSI, Say Building, John M. lcynesplcill 9, 1066 EP A.ntuan. The tLtrrerhnds Tel: + 31 20 346 0780
BSI Group The Nethedands B.V. reoistered in The N€tllerlands under 33264284.
A member of 8SI Group of Cornpani€s.

By Royal Charter

Page 7 of 10

95
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bsi.
By Royal Charter

EC Design-Examination Ceftificate

Supplementary Information to CE 548275

sL Jude Medical
14901 Deveau Place
!linnetonka
Minnesota
55345-2126
USA

First Issued: Z0O9-07-O1 Date:2019-06-25 Expiry Date: 202+05'26

.making excellence a habitl

Page I of 10

Validity of this certificate is conddonat ol1 the quality system being malntaaned to the requirem€its of the Dlredive as demonsHed though the tequlred

sunEilhnce adivites of the Notifu 8ody.
liis certfiGte lyas issred d€doikalty aM b bound by tne cooditions of the @rtract.

Infomation and contad: BsI, say Building, lohn M. lcynespkin 9, 1066 EP turdefdarn. The Nefieriands Tel: + 31 20 346 0780

BSI Group The Netherlands B.V. regi*ercd in The Netherlands under 33264284.

A mernber of BSI Group of Companies.

Product Itlodel
t{umber

Size
(F)

Electode
Spacing
(mm)

Tip
Electrode
L€ngth
(mm)

Distal
Reach

usable
Length
(c,n)

classification

401932 7 2-8-2-8-2-V
2-8-2&2-
8-2-92-8-2-
8-2

2 Super
Large Curl

95 Oass III

402032 6 2+2+2+
2+2+24-
24-2+24-
2

2 Large Curl 115 Class trI

Li\€wire, EP

Spiral HP-
Duo-
Decapohr
(20
electrodes)

401782 7 2-1.5-1-1.5-
1-1.5-1-1.5-
1-1.5-1-1.5-
1-1.5-1-1.5-
1-1.5-1

2 Medium
Sweep,
Spiral HP
15 mm

120 Oass trI

Issued To:

9
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By Royal Charter

Supplementary Information to CE 54a275

Issued To: SL Jude Medical
14901 Deveau Place
Minnetonka
Minnesota
5534s-2125
USA

First Issued: 2OO9-O7-OL Date: 2019-06-25 Expiry Date: 202+05-26

...making excellence a habit.

Page 9 of 10

Validity of thas certjficate is conditonal on the quality system being maintalned to the rcquirements of the Directive as dernonstrated through the required
s!^€illance adivitiE of the Notifi€d Body.
This certtficate was issued ele(fonically and is bound by the conditions of the coots_act.

Infornaton and Contact: BSI, Say &rllding, lohn M. Keynespbin 9, 1066 EP tunsterdam, The tl€drerhnds Tel: + 31 20 346 0780
BSI Group The NetherLnds B.V. registercd in The Nethedands under 33264284.
A member of BSI Grcup of cornpanies.

401783 7 2-2.5-t-2.5-
L-2.5-t-2.5-
1-2.5-1-2.5-
1-2.5-1-2.5-
1-2.5-1

2 Medium
Sweep,
Spiral HPn
18 mm

120 Oass Iu

Product Modd
umber

Size
(F)

ElecEode
spacing
(mm)

Tip
Elecfode
Length
(mm)

Distal
Reach

Usable
tength
(dn)

Classification

10



bsi.
By Royal Charter

EC Design-Examination Certificate

Supplementary Informauon to CE 544275

Issued To: SL lude Medical
14901 Ireveau Place
Minnetonka
l.linnesota
55345-2126
usA

Certificate History
Date

Reference
umber

Action

01 luty 2009 10104504 First issue - Transfer from another Notified Body

30 October 2009 10109161 Line otension to add Livewire PigtaiI Steerable Ebcroph)rsiology Catheter B+02051

06 June 2014 10146392

10lune 2015 10156225 ''l'ip shaft buckle force product specification change.

01 February 2016 10160623 Addition of Sterigenics Willowbroolq IL as a sterilizer.

19 June 2016 10163123 Changes to prcduct bmily catalogue numbers.

05 December 2016 10165171 Addition of St. lude Medical Plymouth as a physical manufacturing site.

05 March 2019 7780627 Traceable to NB 0086.

15 April 2019 9718016 Addition of Sterigenics US, [C, Saft Lake Gty, Utah fur ETO Ste.ilization

Current 9698762 Certificate Renewal and adminislrawe update to product table format per MDP 4500,

Appendix A.

First Issued: 2009-07-01 Date: 2019-06-25 Expiry Date: 202+05-26

...making excellence a habit.

Page 10 of 10

Validity of thts certficate is conditional on the quality syltem b€ing maintalned to the r€qulr€ments of the Dilt(dt€ as deronstrdted through the required

surreillane adivities of the Notified Body.
This cedificate sras issued electroflicaEy and is bound by the conditions of the cont'ad

InfonBtion and conbct: BsI, say Building, lohn M. Keyn@lein 9, 1066 EP Arffarn, The l,lethethnds Tel: + 31 20 346 0780

8SI Group The NedErlands B.v. regi*ered in The Netherlands under 33264284.

A me.nber of BSI Group of Cornpanies.

Certiflcate renewal

11



State: Released Oat6:2020.03.09 14:55 GMT

!3! sr. Iuor Mrorcnrttr

SJM Declaration of Conformity

Sl. Jude Medical (SJM) hereby declares thal the follo\ ing SJM facilrues and products corform to the applicable
provisions of Annex ll of the Medical Device Dircctive (MDD) 93/4ZEEC as amended by 2OOZ47IEC. A suipoaing
documentation is retained under the premises of SJM. We declare no application has b6€n lodged with any othei
notified body for the same products. This declaration is issued under the sole responsibility of the manufadurlr. This
declaration supersedes any dedaration issued previously for the same producl(s).

Manuracturcr*dress: 
il#BfirTifl,r*
Minnetonka, Minnesota 5534$21 26 USA

90135315 V6r G
Declaration of Cm ormity

European RepresontaUve:

Product Type:

Product Name(s):

Model Number(s):

Glassification:

Orlglnal CE Ma* Date:

Ce ificste l{o and explrltion datr:

Applicable Quality System Standarda:

Slgnature:

St. Jud€ Medical Coordinalion C€nter BVBA
Th6 Corporate Village
Da Mncilaan 1 I Box Fl
1935 Zaventem, B€lgium

Class lll, Rule 7 according to Annex lX of the MDD
93tAUEEC

216355 Cardiac mapping catheter, percutaneous, single-
use

0l Jul-2009

Ce ncata No: CE 548275
Expiratf on Date: 2S.May-2024

EN ISO 13485:2016

olAar Zozo
lssue Dat€: March 9, 2020

Page 1 o12

-1t #-
Blair Schwltz ,-- )
aesu)rts{efiad:rvc,rrtg{

This confrdential dounEnt is the yopeiy ot St. Jude Medical ard sllE,ll no! be reproduced,
distibuEd, disclosed or .rsed tMirhod th6 explsss witten @rcert of St. Jude Medical

GMDN Code{s):

Elecroph),|sidogy Catheter

Livewire ElectrophysiologyCathetar

401572,401575, 401576, 401577 , 401 578, 401580,
401581, 401582, 401586, ,rc1587, 401588, 401600,
40r 603, 40'r 606, 401 647, ll{)1 648, 401 649, 401 652,
401653, 401654, 401655, 401780, 4017a1, 4017A2,
401783,,101786, 401904, lo1905, 40't908, 4O1914,
40191 5, 401 91 7, lo191 8, /tol 923, 401 926, 401 932,
401933, 401934, 401935, 401938, 401939, 401940,
40'1941 , 401942, 401949, 401990, 401991, 402019,
442022, 402026, 402032, D402070

12



!3! sr.IuoE Mrorcru-rrl '

90135345 Ver c
Declaration of Conformity

Page 2 of 2

SJM Declaration of Gonformity

Notifled Body:

Notltiod Body Numbsr:

BSI Group The Netherlands B.V.
Say Building

John M. Kaynesplein 9
1066 EP Amsterdam
Ths Netherlands

2797 (Traceable NB number 0066, BSI Reference
7780,627)

Slgnatura:a\/-4#
at;rS#x-t€ " )
aeedf 6t6rrA,trairsM/anager

lssue Dale: March 9, 2020

This confidential docl)rnont is the prqetly ol SL Jude Medical aN shall nol b rcptdu@d,
di*ibuted, di!,losld or u*d without the exwss v,niften consend. ol g- Jude fuhdicd,

state: Released Dato: ?9?9jl!.9913:!!!!f

a1 i1a. ZoZo

13
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