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the European Unton, and ts financed independently with public
funds, free from any nvolvement of the pharmaceutical and
medical device industry.
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Dear patient and family members,

In this iInformation brochure, you will find tinformation about
how a heart attack and associlated severe heart fallure can
potentially lead to sudden cardiac death. |t also gives an
overview of current treatment options and new strategtles to
prevent sudden cardiac death after a heart attack.

SUDDEN CARDIAC DEATH

After a heart attack, patients may experience heart fatlure, which
1s characterized by reduced heart pumping function. Alongside
physical symptoms like chest pain or shortness of breath, there
1s also a small risk of sudden cardiac death. Sudden cardiac
death 1s the unexpected, rapld loss of heart tunction, typically
caused by a life-threatening heart rhythm abnormality resulting
Inimmediate loss of consclousness and, 1f not treated promptly,
death within minutes. Sudden cardiac death 1s one of the most
common causes of death worldwide.

PREVENTIVE TREATMENTS

Patients with severe heart failure after a heart attack are
assumed to have a higher rnisk of sudden cardiac death than
patients whose heart pumping function 1s not impatred. [ he use
of a medical device called an tmplantable cardioverter
defibrillator (ICD) - or "defibrillator” - 1s the current suggested
solution for the prevention ot sudden cardiac death in patients
with severe heart fallure after a heart attack. In case of the

occurrence of dangerous cardiac arrhythmias a prompt
ICD device. These treatment

treatment 1s gilven by the
recommendations (known as guidelines) were developed more
than 20 years ago, before the use of modem medications for the
treatment of severe heart fatlure. Therefore, the use of an [CD
device as a preventive treatment might be [tmtited by the fact
that these recommendations are based on old information that

do not reflect moderm medical care.
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NEW INSIGHTS URGENTLY NEEDED

Over the last 20 years, the risk of sudden cardiac death in
patients with severe heart failure after a heart attack has
decreased substantially. This trend 1s likely due to improved
medications for heart fatlure. At the same time, there 1s concern
that ICD device timplantations are assoclated with infections
and unnecessary defibrillation shocks. Nowadays it 1s much less
clear whether patients will beneftt from an [CD device
implantation to prevent sudden cardiac death.
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Fig. 1: An ICD device delivers one or more shocks to normalise the heart rhythm
In the event of a life-threatening arrhythmia. [Source: www.gesundheitsinformation.de,

translated into English]

Therefore, it 1s important that robust scientific evidence is
provided about how it should be taken care for patients with
severe heart failure after a heart attack.
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THE PROFID EHRA TRIAL

The PROFID EHRA trtal has been tunded to work out tf
implantation of an |CD device 1s still needed 1n patients with
severe heart fallure after a heart attack. The researchers would
like to provide strong scilentific evidence to ensure that [CD
devices will only be used as standard treatment for those
ICD device.

patients who really need an In this way,

unnecessary risks for other patients could be avolded.

The PROFID EHRA trial 1s being conducted in 180

cardiology clinicsin 13 countries in Europe and Israel. It
1s expected that 3,600 patients will participate in the
study.

STUDY DIRECTORS OF THE PROFID EHRA TRIAL

Prof. Gerhard Hindricks, MD

Deutsches Herzzentrum der Charité
(DHZC)

Nikolaos Dagres, MD

Deutsches Herzzentrum der Charité
(DHZC)

NATIONAL COORDINATOR PROFID EHRA TRIAL UK

Prof. Chris P. Gale, MD

University of Leeds

>> Contact: iInfo(@profid-project.eu
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TREATMENT OPTIONS IN THE PROFID EHRA TRIAL

>> All participants in thts trial will be offered the best possible
medications avatlable today to treat thetr heart fatlure, as
recommended by guldelines. Thits 1s called optimal
medtical therapy (OMT ).

>> |n addittion, all participants will be randomly assigned to
ettherrecetve an |CD device 1n accordance with the current
guildelines or not recetve an |CD device.

>> There will be a 50:50 chance of recetving an |ICD device 1n
the PROFID EHRA trial.
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Fig 2: Treatment options in the PROFID EHRA trial

>> |Inthe tnal, the medications and the |ICD devices used have
already been approved by regulators. Participants in the
PROFID EHRAtrial are therefore not expected to be exposed
to any other risks from the medications and the [CD device
other than those assoclated with routine clinical

treatment outside the trial.

>> |The trial 1s expected to last about 2.5 years. During this

time, there will be annual check-ups at the hospttal, which
are also carrted out during the routine clintcal treatment
outside the trial.
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X PROFID EHRA

If you are interested in participating in the PROFID EHRA trial, your

doctor can provide you with more information and let you know 1f

vou are eligible to participate. You can find more information about

the project and the trial at: www.profid-project.eu.

If you are interested, please contact:

The sponsor, Chartte - Untversitatsmedizin Berlin, 1s responsible

for the intttation and organtsation of the PROFID EHRA trnal

The

-uropean Heart Rhythm Assoctlation (EHRA] 1s a leading

network ot 4,100 cardiologtists and other professional members

-HRA as supporting tts mission, which 1s to [imtt tF

e erl

from around the world. The PROFID EHRA trial 1s recognised by

ects of

cardiac arrhythmtas, tmproving the quality of [t
affected and reducing sudden cardiac death.
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