
 
  

 

URGENT MEDICAL DEVICE CORRECTION 

              
                                                                                                                                                                           4100 Hamline Avenue North 
              St. Paul, MN 55112-5798 
              www.bostonscientific.com 
 
July, 2010 

 
Subject: Product Advisory -- Magnetic reed switch performance in CONTAK RENEWAL® 3 / 3 RF / 4 / 4 RF and 

VITALITY® HE implantable defibrillators  
 
Dear Doctor, 
 
This letter provides important patient management information regarding certain Boston Scientific CRT-Ds and ICDs 
manufactured between January 2006 and November 2007. In rare instances, application of a magnet (typically in a 
clinic/hospital environment) may cause a magnetic reed switch located within the device to become permanently stuck 
in a closed position and prevent delivery of programmed tachy therapy. No patient deaths or injuries beyond device 
replacement have been reported as a result of this issue. CRT-Ds and ICDs currently being distributed are not subject 
to this advisory. 
 
Description 
Some Boston Scientific defibrillators include a component referred to as a “magnetic reed switch,” designed to sense 
the presence of a magnet. If Enable Magnet Use is programmed to On (nominally On) and a magnet is applied in 
emergent situations or during a medical/surgical procedure, the switch is designed to close and temporarily prevent 
delivery of undesired tachy therapy. When the magnet is removed, the magnetic switch is designed to open and thereby 
restore ability to deliver programmed tachy therapy.  
 
Magnetic reed switch technology has historically demonstrated a very low but non-zero rate of failing to open upon 
magnet removal. However, certain Boston Scientific CRT-Ds and ICDs manufactured between January 2006 and 
November 2007 have exhibited a somewhat higher rate of magnetic reed switch failure. Approximately 34,000 of these 
devices remain actively implanted; no devices in this population are available for implant. Devices manufactured after 
November of 2007 have returned to historic performance rates and are not included in this advisory.   
 
The following device mitigations have typically facilitated rapid identification of a stuck reed switch:  

 R-wave synchronous tones/beeps are emitted from the device when the switch is closed. [NOTE: Beeping tones 
may be initiated for reasons other than a stuck switch.] 

 Upon programmer interrogation, a pop-up message indicates that a magnet is near the device even though a 
magnet is not in position.  

 Daily Measurements are not performed by the device if the reed switch is closed, and “N/R” (not reported) is 
displayed on the programmer screen and printout. [NOTE: Daily Measurements may be unavailable for reasons 
other than a stuck switch.] 

 
A rate of one failure per 670 devices (0.0015) has been observed to date in the advisory population (average implant 
time of 38 months). However, with rapid identification and reprogramming, the probability of patient harm (therapy not 
available when needed due to a stuck magnetic reed switch) is estimated to be less than one in one million for a        
60-month device service life. 
 
Clinical Implications 
No patient deaths or injuries have been reported as a result of this issue, although some devices have been replaced. 
Most devices with a magnetic reed switch confirmed to be stuck in a closed position have remained implanted after 
Enable Magnet Use was programmed to Off (see Recommendations). 
 
The impact of a stuck reed switch depends upon the current status of Enable Magnet Use: 

 If the Enable Magnet Use feature is programmed to On, (the nominal setting) and the magnetic reed switch 
becomes stuck in the closed position, programmed shock and/or anti-tachy pacing therapy will be unavailable. 
The device will emit R-wave synchronous beeping tones. 

 If the Enable Magnet Use feature is programmed to Off and the magnetic switch becomes stuck in the closed 
position, tachyarrhythmia therapy will be provided as programmed. Beeping tones will not be sounded. 

In Boston Scientific defibrillators, bradycardia pacing mode is not altered by magnet application and is therefore 
unaffected by a stuck switch. Elective replacement indicators, including audible tones (nominally On) remain intact. 



 
  

                
Recommendations 
Consistent with physician instructions for use and patient manual labeling, physicians should continue routine follow-up 
sessions and patients should be reminded to contact their clinic or go to the hospital emergency room immediately if 
they hear tones/beeps from their device. In addition, Boston Scientific recommends: 

1. In a hospital/clinic/surgery setting, if tones are heard upon magnet application but do not cease upon magnet 
removal, the device should be interrogated with a programmer and checked per normal standard of care. 

2. In the United States, use of the LATITUDE remote patient monitoring system may help identify loss of daily 
measurements and thereby facilitate timely detection of a stuck reed switch. [NOTE: A pop-up message and/or 
LATITUDE alert do not appear for missing Daily Measurements.] 

3. If a stuck magnetic switch is confirmed, program the Enable Magnet Use feature to Off, which ensures that 
programmed therapy will be provided to treat tachyarrhythmias. However, if Enable Magnet Use is 
programmed Off: 

 A magnet will no longer inhibit tachy therapy.  
 The Patient Triggered Monitor feature will no longer be available. 

 
Boston Scientific Technical Services (phone information below) can help physicians re-activate Daily 
Measurements for devices with a stuck magnetic switch. 

 
4. After consultation with our independent Patient Safety Advisory Board, Boston Scientific does not 

recommend prophylactic explant. We further advise that physicians do not routinely program Enable 
Magnet Use to Off in the absence of a confirmed stuck magnetic reed switch because the benefits of 
magnet use to disable tachy therapy in emergent situations outweigh the probability of patient harm associated 
with a stuck reed switch. 

 
Further Information 
Quarterly updates for all product advisories are provided in our CRM Product Performance Report, found at 
www.bostonscientific.com/ppr. A search tool is also available to determine if a specific device is affected by this issue.  
 
If you have any questions regarding this communication, please contact your local Boston Scientific representative, 
United States Technical Services at 1.800.CARDIAC (227.3422), or European Technical Services at +32 2 416 7222. 
 
Sincerely, 

Jeff Biggers 
Vice President, Quality Assurance  
Cardiology, Rhythm & Vascular 
Boston Scientific Corporation  
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
  

                

PHYSICIAN DEVICE ADVISORY NOTICE 

Advisory Date: July 2010 

 
 
 

Manufacturer Boston Scientific Corporation / Guidant 
Trade Name Model Number 

CONTAK RENEWAL® 3 CRT-D H170, H175, H177, H179 

CONTAK RENEWAL 3 RF CRT-D H210, H215, H217, H219 

CONTAK RENEWAL 4 CRT-D H190, H195, H197, H199, M170, M175, M177, M179 

CONTAK RENEWAL 4 RF CRT-D H230, H235, H239 

Product(s) 

VITALITY® DR HE ICD T180 

Manufactured (Date) between January 2006 and November 2007 

Performance Failure 
Application of a magnet (typically in a clinic/hospital environment) may cause 
a switch within the device to become permanently stuck in a closed position 
and prevent delivery of programmed tachy therapy. 

Root Cause (if known) 

In rare instances, a magnetic reed switch in the identified population may fail 
to open when a magnet is removed from device proximity. If this occurs 
when Enable Magnet Use is programmed On, tachy therapy would not be 
available. 

Date Manufacturer Corrected Product Available November 2007 

Has all affected product been retrieved? No devices in this population remain available for implant. CRT-Ds and ICDs 
currently being distributed are not subject to this advisory. 

FDA classification status pending 

 
 

CLINICAL ACUITY USA Worldwide 

a)  Total number of units currently implanted ~26,000 ~34,000 

b)  Estimated number of potentially affected devices of this mode 
distributed worldwide 

~39,000 ~52,000 

c)  Probability of this performance failure over 60-month device 
service life 

0.0029 0.0029 

d)  Observed rate of performance failure to date 0.0018 0.0015 

e)  Mean age of product in implanted population 38 months 38 months 

f)  Patient deaths reported 0 0 

g)  Patient deaths with probable relationship to device failure 0 0 

h) Probability of patient harm (therapy not available when needed due to a 
stuck magnetic reed switch) over 60-month device service life 

less than 1         
in 1 million 

less than 1       
in 1 million 

NOTE: The data analysis provided in this report was generated by the manufacturer and may be subject to change 
 
 



 
  

                
DEVICE COMPONENTS AT RISK OF PERFORMANCE FAILURE 

  Battery Failure   CRT (left ventricular pacing) 

  Diagnostic Data Failure   Lead Failure  

  Brady Therapies (lower rate pacing)   Hermeticity or internal component 

  Brady Therapies (runaway pacing)   EMI Susceptibility 

  Tachy Therapies (ATP)   Telemetry Failure  

  Tachy Therapies (shock)   Other (specify)  magnetic reed switch 

 
 

PATIENT MANAGEMENT RECOMMENDATIONS 
Verify normal device function (at normal follow-up interval)?   Yes   No 

Verify normal device function (as soon as possible)?   Yes   No 

Specific measures to assess: 

1) Consistent with physician instructions for use and patient manual labeling, physicians should continue routine follow-up sessions, 
and patients should be reminded to contact their clinic or go to the hospital emergency room immediately if they hear tones/beeps 
from their device. 

 
2) In a hospital/clinic/surgery setting, if tones are heard upon magnet application but do not cease upon magnet removal, the device 

should be interrogated with a programmer and checked per normal standard of care. 

3) In the United States, use of the LATITUDE remote patient monitoring system may help identify loss of daily measurements and 
thereby facilitate timely detection of a stuck reed switch. [NOTE 1: A pop-up message and/or LATITUDE alert do not appear for 
missing Daily Measurements. NOTE 2: Daily Measurements may be unavailable for reasons other than a stuck switch.]  

4) Prophylactic explant is NOT recommended. 
 

Programming changes:   Recommended if a stuck magnetic switch is confirmed 

If a stuck magnetic switch is confirmed, program the Enable Magnet Use feature to Off, which ensures that programmed therapy will 
be provided to treat tachyarrhythmias. However, if Enable Magnet Use is programmed Off: 

 A magnet will no longer inhibit tachy therapy.  
 The Patient Triggered Monitor feature will no longer be available. 

 
Do not routinely program Enable Magnet Use to Off in the absence of a confirmed stuck magnetic reed switch because the 
benefits of magnet use to disable tachy therapy in emergent situations outweigh the probability of patient harm associated with a 
stuck reed switch. 
 

Accelerated device follow-up?   Yes   No 

 

CONTACTS 
 

Boston Scientific Cardiac Rhythm Management  
4100 Hamline Avenue North 
St. Paul, MN  55112-5798 

Tel:  1.800.CARDIAC (227.3422) 
Tech.Services@bsci.com 

 

Boston Scientific Europe S.A. 
Green Square 

Lambroekstraat 5D 
1831 Diegem 

Belgium 
Tel:  +32 2 416 7222 

eurtechservice@bsci.com 

 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


