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Stimulacni elektrody a zavadeci systemy

SelectSecure™
Model 3830
Lumenless Lead




The First Lead Specifically Developed and Approved for LBBAP!

BIOTRONIK BIOTRONIK Medtronic Abbott
Solia CSP S Solia S LBBAP Select Secure 3830 UltiPace
Stylet-driven lead Yes Yes X Yes
Bipolar brady lead Yes Yes Yes Yes
Screw type Fixed W Extendable Fixed Extendable
Screw length 22mm W 1.8 mm 1.8 mm 2.0 mm
Lead diameter 56 mm W 5.6 mm 41 mm 5.7 mm
Available lead length 53 /60 cm 53 /60 cm 59 /69 /74 cm 46 /52 /58 /65 cm
Sharp screw tip Yes w X X X
Electrically active area of helix 5.0 mm2 W 4.5 mm? 3.6 mm? 7.0 mm?
Steroid | Collar Collar Coating Plug
Othiar 15t approved lead specifically 1t approved stylet-driven 1t lead approved for CSP st FDA-approved stylet-driven

hysician's lead manual; Abbott UltiPace user's

designed for LBBAP

SP S technical manual; Medtronic SelectSecure 3830 technical manual;

manual

lead for LBBAP

lead for LBBAP



Why Solia CSP S?
An Enhanced Evolution of the Proven Solia Lead Design

Solia CSP S
Lead body diameter 1.8mm (5.6 F)
Length 53cm, 60cm
Stylet support Yes - 2 stylet options
Screw type Fixed screw
Screw length 2.2mm
Screw pitch 1.3mm
Screw cut Optimized double cut
MR Conditional 1.5T and 3.0 T full-body scan

Lead handling preparation

Locking tool for fixation

Not required

Not required

X-ray window

Not required

3.6 mm deeper
insertion of stylet

Solia S

1.8mm (5.6 F) Lead body diameter
53cm, 60 cm Length
Yes Stylet support
Extendable/retractable screw Screw type

1.8 mm Screw length
0.9 mm Screw pitch
Double cut Screw cut
1.5Tand 3.0 T full-body scan MR Conditional

Yes Lead handling preparation
Yes Locking tool for fixation
Yes X-ray window




Prozatim jedina elektroda kombinujici vyhody “fixed
screw” a “stylet-driven” elektrod. '

Vyvinuta s cilem zajistit snadnéjsi, kontrolovany a
hladky priunik elektrody do svaloviny komorového
septa?:

~ Nejmensi prumér SDL elektrody - diameter 5.6 F

1

«~ Nejdelsi fixacni “helix” u CSP dedikovanych elektrod 2.2 mm

~/ Prodlouzeny “screw pitch” na 1.3 mm

~ Ostreny hrot fixaCni Sroubovice

/ Optimalizovany distalni konec styletu v tele elektrody

1. BIOTRONIK Solia CSP S technical manual; Medtronic SelectSecure 3830 technical manual; < O >

Boston Scientific INGEVITY+ physician's lead manual; Abbott UltiPace user’s manual.
2. BIO[MASTER.CSP Interim Clinical Analysis Report. Data on file.




Inovativni fixacni sroubovice

¢ Fixni Sroubovice

+ Nejdelsi fixacni Sroubovice u dostupnych elektrod 2.2 mm’ -
* Prodlouzena rozteC Sroubovice na 1.3 mm

Solia CSP S je konstruovana speciélné pro * Inovativni aeometrie Sroubovice s dvojitym sefiznuti a

stimulaci prevodniho systému s inovativnim e

dizajnem s cilem kontrolovaného a hladkého geny

pruniku elektrody do septa a jeji jednoduché

; 2
repozice.
Dvojit&brouseny
hrot fixacni
Sroubovice
1. BIOTRONIK Solia CSP S technical manual; Medtronic SelectSecure 3830 technical < Q >

manual; Boston Scientific INGEVITY+ physician's lead manual; Abbott UltiPace user’s
manual. 2. BIO[MASTER.CSP Interim Clinical Analysis Report. Data on file.



Jednodussi implantace

* Solia CSP S je konstruovana s cilem udélat
stimulaci prevodniho systému dostupnéjsi

SirSimu spektru operatéru a tim i pacientu,

« Kombinuje vyhody “fixed screw” a

“stylet-driven” elektrod v jedné elektrodé

DelSi dosah Sroubovice

Jednodussi fixace v tkani komorového septa
ZlepSena manevrovatelnost

Kontinualni méfeni

Vysoka ucinnost rotace

C L L K KX




Odolnost elektrody -
testovani

Solia CSP S ma optimalizovanou konstrukci
distalniho konce elektrody pro vysokou pevnost
zatimco flexibilita “tipu” elektrody snizuje riziko
perforace elektrody.*

v~/ Solia CSP S prokazuje schopnost vydrzet
Sestinasobné vysSi zatizeni nez je oCekavane.

Ovéreno laboratornimi zkouskami a
dlouhodobym modelovanim vykonu (400
milionu cykll), coz pfedstavuje 10 let
Zivotnosti.3

3. BIOTRONIK Internal Test. Date on file. 4. BIOTRONIK Internal Test. Data on file. 5. BIOTRONIK
Internal Investigation Report. Data on file.

400 milionu
cyklu

6ti nasobné vetsi
mechanicka odolnost
nez ocekavana
kalkulovana Zivotnost
elektrody



Vysoka uspéesnost a bezpecnost @OIMASTER D

implantace a dosazeni CSP

/\/\

LBBAP Ize bezpe€né a efektivné dosahnout

ouzitim elektrody Solia CSP S. 0) 0)
P g 97% 100%
Solia CSP S méla 97% uspésnost implantace v

LBBAP pozici 2 a vyjimeény bezpecnostni profil,
LBBAP implant SADE*-free

bez periproceduralnich komplikaci.?
perip P success rate rate

Prospective, international, multicenter, non-randomized
study (n=152 in 14 centers)

< O >

2. BIO[MASTER.CSP Interim Clinical Analysis Report (n=85). Data on file.
* Severe adverse device-related events.



Podporeno excelentnim
hodnocenim
implantujicich lékafi

Pozitivni hodn oceni az u 95% uzivatelu
Solia CSP S u CSP stimulace.?

117 samostatnych implantaci, hodnoceni
subjektivnino  vnimani u  jednotlivych

implantujicich lékaru.

2. BIO[MASTER.CSP Interim Clinical Analysis Report. Data on file.

BIDIMASTER.CD

Positive Ratings (n=117)°

Overall handling

Screw length

Lead handling during fixation

Stylet support during implantation

Torque transmission during fixation

Mapping performance

| | |
20 40 60 80 100
Percent

o =

@ \Very good ® Good

95
%

94%
95%
93%
96%

94%



Questionaire about the handling of the Solia CSP S lead (PMO phase) I I I ( I ( F N 0 I
]

Please send the survey after implant to klaus.wilhelm@biotronik.com

Which Solia CSP S was used ?

- Average values (n =

What Selectra 3D was used ?

© Selectra 3D-40-39
2

PN — e E|1 gamber of lead body turns: 4,75 4_

g3
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etk 30 = A Handling during screw-in: Very good 100%

S —— soe [ Torque transmission: Very good 75% Good
===== — 25%

H
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Fixation of the lead: Very good 75%. Good
- 25%

= = Stylet stiffness: Soft 25% Standard 75%
Preshaped stylet: No 75% Yes 25%

How do you rate the handling of the Solia CSP S lead during Single choice
the repositioning? KV good

Was it necessary to exchange the guiding catheter during the | Single choice
implantation? o Yes

Please specify the criteria used to determine the capture
type g to MELOS criteria

Impedance change Single choice

Reposition necessity: 50% Yes 50% No
Handling reposition: 75% Ve ood 25% Good

QRS width Single choice
o'No




100% kompatibilita s Selectra
3D Lead Delivery Systémem

Siroka  skala katetru pro
individualni anatomii jednotlivych
pacientt

v Selectra 3D system umoznuje 9
ruznych  moznosti pro ruzné
anatomické poméry pacientu.

v/ 3 zahnuti a tfi délky katetrd

65 mm

55 mm

40 mm

Catheter Selectra 3D
Shaft Diameter, Inner 24 mm (7.3 F)
Shaft Diameter, Outer 2.9 mm (8.7 F)

Working Length

32 cm, 39 cm, 42 cm

Proximal Radius

40 mm, 55 mm, 65 mm




Solia CSP S 60, Selectra 3D 42/55




MRI kompatibilita

MR  Conditional technologie
umoznuje pacientum S

/ Kkardiostimulatorem bezpecneé
MRI vySetreni

Zahrivani elektrod je minimalizovano
diky kombinaci peclivé vybranych
materiall a optimalizovanému
designu elektrod

100%

1.5& Full-Body
3 Tesla MRI

6. BIOTRONIK Solia CSP S technical manual; BIOTRONIK Amvia technical manual; Medtronic
SelectSecure 3830 technical manual; Medtronic Azure XT DR MRI SureScan™ manual; Boston
Scientific INGEVITY+ physician's lead manual; Boston Scientific Accolade MRI™ technical
manual; Abbott UltiPace user’s manual; Abbott Assurity MRI™ user’s manual; MicroPort
Alizea™ implant manual.

Solia CSP
S

MR
Conditional

Pouze
kompletni

systém je

MR Conditional
pro LBBAP®




Solia CSP S - shrnuti
Kombinace vyhod LLL a

Zjednodussi penetrace endokardem PK

septa

Entrapment elektrody nebyl pozorovan
Zjednodusena manipulace s elektrodou,
moznost pouziti rizné tvrdosti styletu.

N
MRI kompatibilita - samozrejmost
O

: Dlouhodobé stabilni parametry sensing
a
o nizkého stimulacniho prahu.
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