
Advisories & Safety Alerts



230

Model Identification Advisory Follow-up Recommendations at Time of Advisory

The following table summarizes recalls, advisories and safety alerts regarding St. Jude Medical implantable devices since 1999. These advisories have been previously communicated to 
physicians. Advisories associated with non-implantable devices such as catheters are not included in the table. For more information please contact St. Jude Medical Technical Services at 
1-800-722-3774.

Advisories & Safety Alerts

Epic® ICDs
(Models V-197, V-235, V-337,
V-338, V-339),
Epic® + ICDs
(Models V-196, V-233, V-236,
V-239, V-350)
Epic® II ICDs
(Models V-158, V-255, V-258,
V-355, V-356, V-357)
Atlas® + ICDs
(Model V-340, V-341, V-343,
V-193, V-242, V-243)
Atlas® II ICDs
(Models V-168, V-265, V-268,
V-365, V-366, V-367)

Identity® SR (5172)
Identity® DR (5370)
Identity® XL DR (5376)

Photon™ DR (V-230HV) (certain serial 
numbers), Photon™ Micro VR/DR 
(Models V-194/V-232), Atlas® VR/DR  
(Models V-199/V-240)

01/16/08
Class II
A very rare condition (incidence of eight in 143,000 devices 
worldwide; six in the US and two outside the US) that could 
lead to a ventricular sensing anomaly in Epic® and Atlas® 
family of implantable cardioverter defibrillators (ICDs) has been 
identified. A loss of ventricular sensing would prevent an ICD 
from being able to detect an arrhythmia. The loss of ventricular 
sensing anomaly can only occur when the device’s software 
writes to a particular memory location and only if there is a 
precise alignment of two timing parameters that normally do 
not coincide during routine operation of the device. The precise 
alignment requires the software write to occur at the exact time 
that a comparison is made during a specific 61 microsecond 
(µsec) window.

10/12/06
Class II
A programmer software anomaly can lead to incorrect reporting 
of battery voltage, expected battery longevity and elective 
replacement indicator (ERI) status in St. Jude Medical® 
Identity® pacemakers. The anomaly does not affect the device’s 
actual battery voltage, longevity or functionality, but could 
result in inaccurate reporting of the status of these measured 
data parameters. This software anomaly can appear in the 
St. Jude Medical® Identity® family of pacemakers when 
programmed by the St. Jude Medical APS™ III Model 3500/3510 
or Merlin® Patient Care System Model 3650 programmers. 

10/7/05
Class II
A particular vendor-supplied memory chip can be affected at a 
low frequency rate by background levels of atmospheric ionizing 
cosmic radiation (“background cosmic radiation”). The anomaly 
can trigger a temporary loss of pacing function and permanent 
loss of defibrillation support.

A simple programmer software/device firmware upgrade will resolve the issue and prevent a future occurrence. Patients who are 
followed on a routine basis with scheduled follow-up visits every three to six months should continue with their scheduled visit. Upon 
interrogation of one of the subject devices, the Merlin® Patient Care System and Model 3510 programmers with the newly provided 
software will automatically identify a device that can benefit from a firmware upgrade and will instruct the clinician that an upgrade is 
available.

St. Jude Medical, along with our independent Medical Advisory Board members, has determined that no other action is recommended.

Current Status (June 30, 2009): At the time of the advisory, there were 8 worldwide (6 U.S.) devices confirmed to have been 
affected by this issue. As of June 30, 2009 there have been no additional devices confirmed to have this issue since the time of the 
advisory.

No follow-up is recommended at the time of advisory. Devices do not need to be replaced. A programmer software update, pending 
FDA and other regulatory agency approval, will mitigate this anomaly when the device is interrogated. Before the programmer software 
update is available, any subsequent measured data update that is performed during the session would be valid and the device 
operating magnet rate would be up-to-date. After the programmer software update is available, any device affected by this issue will be 
automatically corrected via the normal interrogation process.
 
Current Status (June 30, 2009): At the time of the advisory, there were 53 worldwide (50 U.S.) devices confirmed to have been 
affected by this issue. As of June 30, 2009 there were an additional 78 worldwide (65 U.S.) devices confirmed with this issue, all prior to 
the distribution of the software fix.

In the unlikely event that a device chip is affected by background cosmic radiation, the high current drain condition will deplete the 
battery voltage rapidly. This can result in loss of output for a period up to approximately 48 hours. During this period, the patient would 
be without pacing or defibrillation therapy. After this initial period, the battery will reach a voltage level at which the device will enter 
its “Hardware Reset Mode.” This safety mode is designed to preserve the device’s ability to provide VVI pacing support. A device that 
has been reset to the Hardware Reset Mode will operate in the VVI mode at 60 ppm, but will not be capable of providing tachycardia 
detection or therapy. This will be noted by a warning message on the programmer screen upon device interrogation.

To assist in your patient care and following discussions with our independent Medical Advisory Board, St. Jude Medical recommends:
If it is not already your current practice, physicians should perform routine device monitoring every three months for patients with the 
affected models listed above.
In determining whether additional patient management or follow up may be needed, consider the low failure rate for the anomaly and 
the unique medical needs and situation of each individual patient, including whether the patient is pacemaker dependent or at high 
risk for life-threatening arrhythmias.
If a patient’s device is found in the Hardware Reset Mode, you should arrange for device replacement as soon as possible.You should 
continue to provide patients with the usual admonitions to keep scheduled appointments and to report all changes in symptoms.

Current Status (June 30, 2009): At the time of the advisory, there were 60 worldwide (38 U.S.) devices confirmed to have been 
affected by this issue. As of June 30, 2009 there were an additional 42 worldwide (28 U.S.) devices confirmed with this issue. This is 
within the 95% confidence interval prediction made at the time of the advisory. There have been no reports of serious injury or death. 




