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AL06-14          June 28, 2006 
 

 
Item:   Boston Scientific Corporation is recalling a specific subset of devices 

that includes INSIGNIA and NEXUS pacemakers, CONTAK 
RENEWAL TR/TR2 cardiac resynchronization therapy (CRT) 
pacemakers, and VENTAK PRIZM 2, VITALITY, and VITALITY 2 
implantable cardioverter defibrillators (ICDs). These products are 
manufactured by the Company's Cardiac Rhythm Management 
(CRM) Group, formerly Guidant's CRM business. Boston Scientific 
acquired Guidant on April 21, 2006. 

 
Specific Incident: Boston Scientific/Guidant has recently confirmed five (5) reports of 

device malfunction associated with the failure of a low voltage 
capacitor. This may lead to a device malfunction, including intermittent 
or permanent loss of therapy, or premature battery depletion. 

 
 The following models are affected: 

Device family Model Numbers 
INSIGNIA 0482, 0484, 0485, 0882, 0982, 0985, 

0986, 1190, 1192, 1194, 1195, 1198, 
1290, 1291, 1292, 1294, 1295, 1296, 
1297, 1298 

NEXUS 1325, 1326, 1328, 1390, 1392, 1394, 
1395, 1398, 1426, 1428, 1432, 1466, 
1467, 1468, 1490, 1491, 1492, 1494, 
1495 

CONTAK RENEWAL TR H120, H125 
CONTAK RENEWAL TR 2 H140, H145 
VENTAK PRIZM 2 1860, 1861 
VITALITY 1870, 1871, T125, T127, T135 
VITALITY 2 T195, T167, T175, T177 

 
 
Action:   1. By COB, July 14, 2006, electrophysiology/cardiology staff or other 

appropriate caregivers must identify all affected patients by 
implementing each of the following steps a through d. It is important 
that ALL INFORMATION sources be reviewed to insure that patients 
will not be missed, as they may be found on one list and not on 
another. 
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 a) Review the manufacturers letters, attached.  

 b) Review the patient list posted on the VA National ICD Surveillance 
Center intranet web site https://icd.sanfrancisco.med.va.gov  

 c) Review the patient list posted on the VA National Pacemaker web 
site https://pacemaker.sanfrancisco.med.va.gov. 

 d) Review your patient records for all patients with implanted Boston 
Scientific/Guidant devices affected by this recall. 

 
 2. By COB, July 21, 2006 contact affected patients to schedule an 

exam. During the exam pay close attention to the following device 
behaviors that may be indicative of capacitor malfunction: 

o premature battery depletion 
o intermittent or permanent loss of therapy or telemetry 
o fault codes 
o pacing or sensing abnormalities 
o loss of daily measurements 

 
 3. Return all non-implanted inventory identified in this Alert to Boston 

Scientific/Guidant.  
 
Addl Information: As the manufacturer continues to investigate this issue additional 

communications may be forthcoming; VA will provide further Alert 
notifications as warranted. 

 
Source: Manufacturer and FDA 
 
Contact: Boston Scientific/Guidant at (800)-227-3422 
  
 Dr. Edmund Keung at VA National ICD Surveillance Center at  

(415)-221-4810 Ext 3182  

Ron Jones at the VA National Registry, Washington VAMC at  
(202)-754-8504 

 












