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Left atrial appendage occlusion with the LAmbre device:
early experience in an Argentine hospital

Cierre de orejuela auricular izquierda con dispositivo LAmbre.
Experiencia inicial en un centro argentino

Pablo D. Liva (ORCID: 0000-0003-4508-8280)', Marcelo A. Agiiero’, Jorge A. Baccaro?, Santiago Manzolillo?, Walter Garcia®,
Gustavo A. L. Campanher', Matias Arévalo', Esteban Villegas', Gastén Pozzi'

ABSTRACT

Left atrial appendage occlusion is an increasingly common practice worldwide.
Two devices have given us enough evidence and experience regarding their effi-
cacy and safety profile. The varied anatomy of the appendage cannot always be
succesfully overcome by these devices. For this reason, we wanted to present the
first 10 case reports with a new device in Argentina.

Keywords: percutaneous left atrial appendage close, left atrial appendage closure,struc-
tural heart disease.

RESUMEN

La oclusién de orejuela auricular izquierda es una préctica cada vez més frecuen-
te. Distintos dispositivos son utilizados en el mundo con los cuales existe sufi-
ciente experiencia y evidencia. Las dificultades anatémicas que plantea la ore-
juela no siempre pueden ser abordadas con éxito por ellos, por lo cual hemos
querido presentar los primeros 10 casos con un nuevo dispositivo existente en
la Argentina.

Palabras clave: cierre de orejuela izquierda percutdneo, cierre de orejuela izquierda, car-
diopatia estructural.
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INTRODUCTION

Percutancous eft atrial appendage (LAA) occlusion has
become a therapeutic alternative of embolic prevention
for patients with non-valvular atrial fibrillation (NVAF)
with a contraindication for long-term oral anticoagu-
lation"?. Also, 2 landmark studies and 1 meta-analy-
sis that combined both studies showed that the percuta-
neous LAA occlusion with the Watchman device (Bos-
ton Scientific Corporation, Malborough, MA, United
States) is non-inferior and, in some aspects, even superior
to warfarin therapy in patients eligible to receive long-
term DOAC therapy®®.

The 2 most widely used devices today are the Watchman
(Boston Scientific Corporation, Malborough, MA, Uni-
ted States) and the Amulet (Abbott Vascular, Santa Cla-
ra, CA, United States). The former is mainly used in the
United States. The latter is mostly used in Europe, Asia,
and Latin America. The rates of success are increasingly hi-
gher, and the rates of complication are increasingly lower,
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especially since the appearance and later approval by the
FDA of the second-generation Watchman device, the Wat-
chman Flex, available in our country since April 2022. It
overcomes certain anatomical limitations in the morpho-
logy of the LAA that made successful implantation with
previous devices challenging as the Pinnacle clinical trial
confirmed®.

The LAmbre device (Lifetech Scientific Shenzhen Co Ltd) is
available in our country since June 2020 prior to the arrival
of the Watchman Flex. Its design characteristics could turn
it into an additional option to overcome such limitations.”
As far as we know, to this date, we still don’t have safety
and effectiveness data on LAA closures with such device in
Argentina.

MATERIAL AND METHOD

The main characteristics of the LAmbre device [Lifetech
Scientific (Shenzhen) Co. Ltd, Unifarma (Argentina)] are:
8-Fr and 10-Fr delivery sheath with a double distal curve of
45° x 30°, and a 45° single curve (unlike the 12-Fr and 14-
Fr of the Amulet, and the 14-Fr of the Watchman) (Figu-
re 1a), different disc sizes for the same umbrella sizes (called
special measurements for conical morphologies), and a dou-
ble stabilization mechanism with hooks that attach to the
wall and U-shaped anchors, atraumatic, that eventually be-
come trapped in the pectineus muscles and their trabecula-
tions (Figures 1b, 1c, 1d).

In Argentina, between August 2021 and May 2022, we im-
planted 10 devices in 10 consecutive patients that are the
ones included in the study.

Procedures were performed under general anesthesia with
orotracheal intubation and under transesophageal echocar-
diography (TEE) guidance following the routine technique
for this kind of procedures.
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TABLE 1. Baseline characteristics.

TABLE 2. Indications for closure.

Sex Men, 70% Digestive hemorrhage 5
Age 77 £ 5 years Recurring hematuria 2
AHT 90% Cerebral hemorrhage 2
DBT 40% Vitreous hemorrhage 1
DLP 50%

PreviousAnti Vit K 60%

Previous DOAC 40%

Typeof AF

- Paroxysmal 40%

- Permanent 60%

- Persistent 0%

LAVI 455+8

EF 57,9% + 6

Ischemic stroke 50%

Flg 1a

TABLE 3. Left atrial appendage morphology. -

“Chickenwing” morphology with an early bend 5 "

Windsock 3 I

Cauliflower 2 Eie 1‘,':\

Success 100% Q_

Complications 0%

Post-implantation therapy

- DAPT 7

- SAPT 3

- DOAC 0

DAPT: dual antiplatelet therapy.
SAPT: single antiplatelet therapy.
DOAC: direct oral anticoagulant drugs.

RESULTS

The baseline characteristics of the population and the co-
rresponding indication are shown on Table 1 and Table 2.
Implantation was successfully performed in all the patients.
No complications were reported despite the complex (“chic-
ken wing” morphology in 5 patients, all with an carly bend),
and conical anatomies seen in 3 patients understanding as
conical anatomy a difference in diameter of > 10 mm be-
tween ostium and landing zone. The remaining 2 patients
had cauliflower-type morphologies that, however, did not
jeopardize implantation with other devices. No immediate
complications were reported either or at the follow-up TEE
performed the next day. At discharge treatment consisted of
double or simple antiplatelet therapy (DAPT, SAPT). None
of the patients were anticoagulated after hospital discharge
(Table 3).

One of the patients was implanted through 1 patent fora-
men ovale without a transseptal puncture and after seeing
that the guidewire was aiming directly at the LAA throu-
ghit.

The conical morphologies of 1 of the 3 implants perfor-
med was particularly pronounced, with a difference in dia-
meter between ostium and landing zone of 14 mm, which
is why it was decided to use the special measurement of 22
mm x 34 mm to achieve successful implantation and com-
plete sealing.

DISCUSSION

The carly clinical trials that triggered the FDA approval of
the LAA closure with Watchman device implantation® *
achieved non-inferiority in primary endpoints and superio-
rity in secondary endpoints. These trials included patients

Figure 1. a. Delivery sheath. b. Device with stabilization hooks. Tc. U-shaped
anchors. d. Configuration of the device in place.

with high risk of stroke and systemic embolism according
to CHADS scores > 2, and low risk of bleeding to receive
oral anticoagulation with warfarin. Although non-inferiori-
ty in efficacy endpoints was achieved in the Protect AF trial,
safety endpoints, particularly greater tolerance to ischemic
strokes in the implantation group generated doubts that
eventually triggered an FDA request to the authors: to sub-
mit additional studies (the Prevail trial) that did meet the
safety endpoints. A meta-analysis of these additional studies
was added to assess non-inferiority in the efficacy endpoints
of stroke/systemic embolism, and superiority in endpoints
such as hemorrhagic stroke/cardiovascular mortality (P =
.04 and P =.006, respectively).’ Therefore, in 2015, the FDA
approved the LAA occlusion with the Watchman device
for patients with low-risk of bleeding with warfarin. This
increased the number of implantation procedures perfor-
med in the United States dramatically. This procedure en-
ded up replacing DOAC in patients of Medicare and Medi-
caid. Patients just needed to say they wanted to undergo the
new procedure even in the age of new oral anticoagulants
as first-line therapy.” Issues regarding the cost-benefit ratio
allow such indications in the United States (elevated cost of
hospital stay per day due to bleeding caused by DOAC, cost
of hemoderivatives, etc.) In the rest of the world and in our
country in particular, procedures and interventions are pre-
tty much indicated and reimbursed by the social security
systems for high-risk populations or with contraindication
for DOAC. Evidence in this population group comes from
a randomized clinical trial® that demonstrated the non-in-
feriority of the procedure compared to new anticoagulants
(predominantly apixaban). Also, from registries and case se-
ries that proved the non-inferiority and even superiority of
the procedure of the Watchman, and Amplatzer Amulet de-
vices compared to warfarin.'® ' > However, some anatomi-
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Figure 2 a. Bi-lobulated morphology. b and c. “Chicken wing” morphology with an early bendand device configuration after implantation. d. Large sized left atrial
appendage. e and f. Conical morphology and device configuration after implantation. g. Multilobulated large sized morphology.

cal morphologies of the LAA make implantation with the-
se 2 devices challenging and pose some limitations to achie-
ve successful implantations. The FDA recently approved the
second-generation Watchman device—Watchman Flex—
whose design will allow us to overcome some of these limi-
tations. This device has just become available in our country.
Such anatomical morphologies are bi- or multilobulated (Fi-
gure 2a), not too deep (Figures 2b, 2¢) extreme sized, very
small or very large (Figure 2d), conical left atrial appenda-
ges (Figures 2e, 2f) or a combination of all (Figure 2g). Even
implantation with the presence of thrombus deep inside the
left atrial appendage would be an absolute contraindication
with the former generation of Watchman devices since a
deeper intubation of the delivery sheath would be required.
However, this procedure is feasible with the LAmbre device
given its ability to enter the ostium from the outside without
having to selectively introduce the delivery sheath inside the
LAA (the so-called non-touch technique). Our own expe-
rienced with LAA closure procedures may explain the good
results obtained. Anyways, the design of the LAmbre devi-
ce can play an important role thanks to its sheath of a sma-
ller diameter that would cause fewer vascular complications,
and the special measurements we used to implant 4 patients
(3 conical and 1 “chicken wing” morphologies with very car-
ly bend). (Figure 2 b, cand 2 ¢, f).

The main limitations of this report are that it was a sin-
gle-center, observational trial with a reduced number of
patients, and no mid- or long-term follow-up. Therefo-
re, these limitations do not allow us to compare the effi-
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