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What is the price of life?
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Recently, the St. Jude Medical (SJM) notified that its
records indicate that patients who have an implantable device,
automatic implantable cardioverter defibrillators (ICD’s) [1]
and implantable resynchronizing defibrillators (CRT-D’s) [2]
manufactured before May 2015 may be subject to problems.
The company claims that the likelihood that this will impact the
health of each patient is low since the vast majority of devices
do not present premature battery depletion. Currently, out of
a total of 398,740 devices sold worldwide that are subject to
this release, 841 devices (0.21%) have returned to SJM with
premature battery wear. Note that, in general, the complaints
made to SJM are sometimes underestimated and that this
rate may change. The cause of premature battery depletion is
attributed to the formation of lithium agglomerates (deposits)
inside the battery, causing a dead short. There is a possibility
that affected devices may lose battery power within days. So far,
there have been two deaths and ten major events (syncope) that
may have been associated with premature battery depletion.

From the top of my estate, based on logical reasoning and in
my opinion from Professor Doctor and Specialist in Artificial
Cardiac Stimulation, SJM is playing with patients’ lives. In
view of the facts presented in the communiqué presented by
the aforementioned company, I request that the device of
each patient be changed in an emergency by a device with the
same functions, but from another manufacturer. Besides, who
guarantees us that there is only one defective lot? For in the
face of an act of such bad faith, all things are possible. I propose
THREE hypothetical scenarios:

1. A patient with sinus dysfunction and an implantable
cardioverter defibrillator (ICD) presented 10% atrial pacing
(AP = 10%) and <1% ventricular pacing (VP <1%), with
battery longevity of 5 years, without arrhythmic events. And
your next review is scheduled for 3 or 4 months from now.
If during this interval premature battery drainage occurs
and the patient requires the functions of “anti-tachycardia
pacing” (ATP) or shock, there will not be enough battery to
perform these functions, leading to death;

2. A patient with a total atrioventricular block and an
implantable cardioverter-defibrillator (ICD) presented 5%
atrial pacing (AP = 5%) and> 99% ventricular pacing (VP>
99%), with battery longevity of 5.3 years, without arrhythmic
events. And your next review is scheduled for 3 or 4 months
from now. If during this interval premature battery drainage
occurs, the patient may experience syncope and dyspnea,
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even prolongation of the QT interval, triggering episodes
of sustained ventricular tachycardia “Torsades de Pointes,”
degenerating to ventricular fibrillation and sudden death.
If due to the same or another ventricular tachyarrhythmia,
there is a need for anti-tachycardia pacing (ATP) or shock,
there will not be enough battery to perform these functions,
leading to death;

3. A patient with sinus dysfunction and distal block (96 ms HV
interval) with implantable cardioverter defibrillator (ICD)
presented 55% atrial pacing (AP = 55%) and 68% pacing
Ventricular pacing “(VP = 68%), with a battery longevity
of 4.7 years, without arrhythmic events. And your next
review is scheduled for 3 or 4 months from now. If during
this interval premature battery drainage occurs, the patient
may experience syncope and dyspnea, even prolongation of
the QT interval, triggering episodes of sustained ventricular
tachycardia “Torsades de Pointes,” degenerating to
ventricular fibrillation and sudden death. If due to the same
or another ventricular tachyarrhythmia, there is a need for
anti-tachycardia pacing (ATP) or shock, there will not be
enough battery to perform these functions, leading to death.
There is also the hypothesis that a short circuit is generated
from the system, generating, for example, 83 inappropriate
shocks leading to acute battery exhaustion and myocardial
stunning, due to the cumulative joules of each shock, leading
to death.

In addition to these three hypothetical scenarios, there are
many others that lead to death. We could spend a day reporting
such. It is worth noting that the vast majority of these patients
have a low left ventricular ejection fraction, have ischemic
coronary artery disease, and have a myocardial infarction,
hypertrophic cardiomyopathy, Brugada syndrome, among other
serious conditions. I can state everything I write categorically
because I am one of the doctors with the largest number of St.
Jude Medical ICD’s and CRT-D’s implanted in Brazil. However,
when the problem appears we should solve it and not “push it
down the carpet.” Everything is time, time is nothing, nothing is
everything, and time is everything. How much does a life cost?
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