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(%) Cause of lead failure:
Incidence of different causes of lead defects versus time after lead implantation
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SJM ICD Lead Insulation Abrasion

Complaints Plus Returns Analysis Data

Dec 2010 Communication
(Data through October 2010)

Nov 2011 Communication
(Data through Sep 2011)

BiREH BREH
2LThHELHD | Externalized | £ THFEFFD | Externalized
SJM Lead Family B ESR | Conductors | #iigEEFE | Conductors
Riata & Riata ST 0.47% 0.047% 0.63%** 0.10%**
Riata ST Optim & Durata 0.03%* 0.0% 0.04% 0.0%

* Data not provided in communication

** Product line phase-out completed in Dec. 2010
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PLI Daily Measurements with
Programmable Alerts
Daily measurements of all
independent HV vectors
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Can with programmable
alerts
EGM Storage 45 min
Noise/Oversensing Noise Reversion
Pacing Thresholds Daily
Diagnostics Heart Rate Histogram
Patient Alerting Vibratory

Remote Monitoring with

Patient Monitoring Programmable Alerts
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Daily PLI and HVLI

Daily Measurements with
Programmable Alerts

Daily Measurements of
System Impedance with
programmable alerts

28.5 min

RV Lead Noise
Discrimination, LIA
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Rate Histogram Report
Auditory

Remote Monitoring with
Programmable Alerts
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Daily Measurements with
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System Impedance with
programmable alerts
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Noise Response

Not Available
Heart Rate Histogram
Auditory

Remote Monitoring with
Programmable Alerts
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Riata Lead Evaluation Study
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Improved Abrasion Resistance & Protection Against Externalized Conductors
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