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We are very happy to launch our first Micra™ Newsletter for the
Europe, Middle East and Africa (EMEA) Region. The newsletter
will be issued quarterly and will include content about Micra™
adoption, latest clinical evidence, reimbursement milestones,
and highlights from recent events.
We would also like to put the spotlight on a special Micra™
case in every issue.
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>1,200

It has been more than 4 years since
Micra™ launched commercially in EMEA.
A substantial set of clinical data has
been collected, many great publications
have come out, over 13,000 patients have
been treated in our region, and this is just
the beginning.
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We would like to share the latest clinical data on leadless pacing. In this issue, we will
address publications on Systemic infection, AV Node ablation and the results from
the first Marvel study. Keep an eye out for our series of monthly clinical podcasts.
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INCIDENCE AND OUTCOMES OF SYSTEMIC INFECTIONS IN
PATIENTS WITH LEADLESS PACEMAKERS

The article “Incidence and outcomes of
Systemic infections in patients with leadless
pacemakers” by Mikhael El-Chami, was
published in PACE, advance access on
June 24, 2019.
It addresses the concern that some physicians
have raised about the need for Micra™ removal in
patients with endocarditis or bacteremia.
For this analysis, 16 patients from the Micra™ IDE
study were identified who developed a serious
infectious event (bacteremia or endocarditis) an
average of 4.8 months after Micra™ implant and
were then followed for 13 months.
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14 out of the 16 patients responded to
antibiotics and did not require Micra™ removal.
Concerning the other 2 cases: one developed
prosthetic aortic valve endocarditis and aortic
root abscess requiring surgery resulting in
death. The other patient developed aortic
valve endocarditis, declined surgery and died of
endocarditis complications.
A recurrent infection in 4 patients was caused
by a different bacterium than the original
one and all responded well to antibiotics, not
requiring Micra™ removal.

of infections that start within the pocket. In
addition, the devices have a smaller surface area
and may be encapsulated, making them more
resistant to bacterial seeding.
In conclusion, Micra™ may have unique
characteristics that make it more resistant to
bacterial seeding in the setting of bacteremia
than conventional pacemakers.

LINK TO ABSTRACT >

Leadless pacemakers have the advantage of
eliminating the pocket and thereby the risk

ACCELEROMETER-BASED ATRIOVENTRICULAR SYNCHRONOUS PACING
WITH A VENTRICULAR LEADLESS PACEMAKER: RESULTS FROM THE MICRA
ATRIOVENTRICULAR FEASIBILITY STUDIES

The article “Accelerometer-based atrioventricular synchronous pacing with
a ventricular leadless pacemaker: Results from the Micra™ atrioventricular
feasibility studies” by Larry Chinitz was published in
Heart Rhythm, September 2018.
It summarizes 3 studies that were conducted to develop and evaluate a novel
downloadable algorithm in existing Micra’s to obtain AV synchrony using the
3-axis accelerometer detecting the atrial contraction.
Feasibility to detect atrial contraction using the accelerometer was tested in
the MASS 1 and 2 studies and an AV synchronous algorithm was developed
which was tested in the MARVEL study.
In the MARVEL study, investigational software with an AV synchronous
algorithm was downloaded into Micra™ pacemakers which were implanted
on average a year earlier.

THIS IS JUST THE BEGINNING.
THERE’S NO TURNING BACK.

64 out of the 70 patients which enrolled in
the MARVEL study had usable Holter recordings
and were included in the analysis. 52% of
patients had 2nd or 3rd degree AV block while
the remainder had intrinsic conduction.
Primary endpoint was the percentage of AV
synchrony during a 30-minute resting period,
comparing VVI pacing with the AV synchronous
algorithm. In AV block patients the percentage
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AV synchrony significantly increased from
37.5% to 80%, whereas in patients with intrinsic
conduction it went from 91.4% to 94.4%.
In 31 of these patients an echo was performed
which showed a significantly higher LVOT VTI
when using the algorithm.

In conclusion, accelerometer-based atrial
sensing is feasible and significantly improves
AV synchrony in AV block patients and a
leadless VVI pacemaker.

LINK TO ABSTRACT >

Reasons for low AV synchrony were a lowamplitude A4 signal (needed for the algorithm),
sinus brady- or tachycardia and frequent PVCs.

ACUTE AND LONG-TERM OUTCOMES OF SIMULTANEOUS ATRIOVENTRICULAR
NODE ABLATION AND LEADLESS PACEMAKER IMPLANTATION

The article “Acute and long-term outcomes of
simultaneous atrioventricular node ablation and
leadless pacemaker implantation” by José Luis
Martinez-Sandé, was published in PACE,
November 2018.

drainage and two venous access related
complications. None of these complications
were solely attributable to the added AV nodal
ablation. There was no dislodgement and no
electromagnetic interference took place.

Implantation of a leadless pacemaker with
subsequent AV nodal ablation using the same
femoral access is an attractive therapeutic
option.

In conclusion, AV nodal ablation can be
safely performed immediately following
implantation of a leadless pacemaker, while
obviating the need for additional vascular
access and optimizing comfort for patients
and health-care providers.

In this study, 137 patients received Micra™ and
AV nodal ablation; 27 of them received the AV
nodal ablation directly after Micra™ implantation
using the Micra™ sheath, while the others
received the ablation at a later stage.

LINK TO ABSTRACT >

All Micra™ implantations were successful. There
were 3 complications in the group receiving
the two procedures at the same time: one
pericardial tamponade requiring pericardial

MICRA RECEIVES
REIMBURSEMENT
IN FRANCE
The French Health Technology Assessment body, the
‘Haute Autorité de Santé’ (HAS) has assessed the
clinical value of Micra™ and concluded:
Micra is a substantial improvement over conventional single
· chamber
pacemakers for various patient groups.
™

Micra is recommended in patients with occluded venous
· access,
history of endocarditis or septicemia (substantial
™

improvement) as well as previous lead complications, and for
patients with the need to preserve venous access for other
therapies (moderate improvement).
Based on the HAS assessment, Micra™ obtained reimbursement
in March 2019 for specific patient populations.

THIS IS JUST THE BEGINNING.
THERE’S NO TURNING BACK.
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SAFETY AND USEFULNESS OF A
SECOND MICRA TRANSCATHETER
PACEMAKER IMPLANTATION AFTER
BATTERY DEPLETION
Paula Sanchez, Jose Apolo, Rodolfo San Antonio, Eduard
Guasch, Lluıs Mont, and Jose´ Marıa Tolosana*

This issue will focus on The Heart Rhythm
Society congress which took place last May.
Techniques to manage the end of life of the Micra™ transcatheter
pacing system (Medtronic Micra™ TPS) are not well standardized.
It has been suggested that the best option is to leave the old device
in the heart and implant a new one. Nevertheless, to date no double
implant has successfully been reported in humans.
The authors present the case of a 78-year-old man who had
reached the elective replacement time of the pacemaker after
having received a Micra™ TPS in 2014 due to atrioventricular block.
Reasons for early battery depletion were high right ventricular
pacing threshold and 100% right ventricle (RV) pacing. A new
Micra™ TPS was implanted through right femoral vein access.
The new pacemaker was placed in the mid-septum of the RV,
distant from the first pacemaker (Figure). The parameters of the
new device (sensing, impedance, and threshold) were achieving
within acceptable limits. No interactions were observed between
the two devices. An echocardiography ruled out a negative impact
of RV function by the implantation of the two devices.
* Corresponding author. Tel: 1 34 93 2271778
Fax: 1 34 93 4513095 E-mail address: tolosana@clinic.cat

“Leadless Pacemakers are Entering the Mainstream: The implantable
devices buzz this year was around leadless pacemakers and defibrillators.
Most importantly, they are no longer considered a technical curiosity,
but rather are entering the mainstream as a serious alternative to
leaded devices.”
David Prutchi, My take from HRS: Leadless Pacemakers are
Entering the Mainstream, May 13, 2019
http://www.implantable-device.com/2019/05/13/my-take-fromhrs-leadless-pacemakers-are-entering-the-mainstream/

Session/Poster highlights at HRS: Micra™ AR in 12 Sheep
ow and stable thresholds, successful retrieval and
· Lre-implant
after 6 months.

HRS 2019 – Poster S-PO05-069. Chronic Retrieval of Atrial Micra™
in Sheep. Pierce J.. Vatterott, MD, et all.

QRS Duration And Device Performance After Apical
Versus Non-apical Leadless Pacemaker (Micra™ TPS)
Implantation
after apical vs non-apical implant
· QinRS133Duration
patients: QRS RVOT < septal < apical
at the septal locations led to the reduction
· Iofmplants
complications
· Pacing QRS is determined by the site of pacing

		 - Risk of cardiovascular death increases by widening of QRS
Study compared three groups (apical n=30, septal n=58, RVOT
=45) – similar basic characteristics
The narrowest paced QRS complex is achieved with RVOT pacing
Micra™ implant in RVOT feasible

·
·
·

HRS 2019 – Poster S-AB06-06. QRS Duration And Device
Performance After Apical Versus Non-apical Leadless Pacemaker
(Micra™ TPS) Implantation. Christophe Garweg, M.D.

Dra. Sánchez and Dr. Tolosana

See the device manual for detailed information regarding the instructions for use, the implant procedure, indications, contraindications, warnings, precautions,
and potential adverse events. If using an MRI SureScan® device, see the MRI SureScan® technical manual before performing an MRI. For further information,
contact your local Medtronic representative and/or consult the Medtronic website at medtronic.eu.
For applicable products, consult instructions for use on www.medtronic.com/manuals. Manuals can be viewed using a current version of any major internet browser.
For best results, use Adobe Acrobat® Reader with the browser.
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