Van dé khéng phai 1a silicone
It's not about silicone
It's about design

Van de l|a thiét ké

Lead recalls Thu hdi day

S6 day silicone dwoc dang ky tai My Nha san xuét c6 day bj thu hoi vi day ddng 16i ra
U.S. silicone leads Manufacturers responsible for
Registered in manufacturers’ recall for externalized conductors

product performance reports.’?

9.1 million silicone leads St. Jude Medical 100%

BIOTRONIK 0%
Medtronic 0%
Boston Scientific 0%

Leads under recall for externalized

conductors® 222, 344 [~2%)

Day dién cuc bi thu hoi vi day dong 16i ra
222.344 (~2%)

Quick facts:

= Over 9 million silicone leads |mplanted in the U.S.12
Trong so 8 tnéu day silicone da duoc ca

= St. Jude leads are the only leads recalled
Chi cé day St. Jude la bj thu hi vi

for externalization/inside-out abrasion %4
day dong 10i ra / mon tir trong ra

= Silicone does not seem to be the root cause of the problem
Silicone dwéng nhw khéng phai la nguyén nhan chinh clia van dé

2> BIOTRONIK

excellence for life



Fundamental design difference between proven leads and St. Jude’s lead design.
Khac biét chinh gilva cac day da dwoc dung thanh cong va thiét ké day St Jude.

BIOTRONIK: Linox*™" 7.8F Boston Scientific: Endotak Reliance 8.2F* Medtronic: Sprint Quattro B.6F*®

None of these proven designs incorporate multiple conductors within a single lumen.
Trong cac thiét ké tirng trai nay, khéng cé bao gi¢ dung nhiéu cuon day ddng trong mét 6ng (lumen)

Céat ngang day St Jude Riata va Durata

Cross-sections of St. Jude’s Riata and Durata
éng qua khé day déng khéng bi kiém ché

Silicone Oversized Unrestrained 0.08mm Silicone
lead body lumen conductor Optim™ top coat’ T lead body
v6 Optim than day silicone

St. Jude Medical: Riata 7F St. Jude Medical: Durata 7F

Chi duy nhét cac day Riata va Durata v&i nhiéu day dong trong mét ng qua khd
Riata and Durata are the only leads with multiple conductors within oversized lumina,

which have been suggested as the cause of inside-out abrasion.?
nguyén nhan da dwoc néu ra dé giai thich sw kién mon ti trong ra.
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