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Six month outcomes after leadless pacemaker implantation and comparison

with a historical cohort: a single center study
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Background/Introduction: Despite a wealth of experience, cardiac pacemakers are

associated with a substantial number of complications. Recently approved leadless

cardiac pacemakers (LCP) are fashioned to avoid lead and pocket-related complica-

tions while providing single chamber ventricular pacing.

Purpose: Evaluation of six-month safety and efficacy after LCP implantation, as well

as comparison of complication rate with Standard Pacemaker (SPM) recipients using

propensity score matching.

Methods: New LCP recipients were followed in a single center. Patients received

both currently available LCP systems. Single or dual chamber pacemaker recipients

were identified before the first LCP implantation. Propensity score matching was used

to pair LCP and SPM recipients with regards to sex, age, weight, renal failure class,

history of diabetes, usual medication with anticoagulants and indication for pacing as

covariates.

Results: There were 79 LCP implantation attempts in 78 patients, and 76 were suc-

cessfully delivered (96,2%). Mean procedural time was 46,12635,4 minutes. There

were 5 device or procedure related serious adverse events (6,462,8%). 73 LCP

recipients reached 6 months of follow-up and 95,562,5% of them reached a com-

bined efficiency endpoint of low capture threshold (�2 Volts) and acceptable R-wave

sensing (�4 mVolts). 166 SPM recipients were enrolled as controls, and 72 of them

were matched with 72 leadless pacemaker recipients who reached 6 months of fol-

low-up. Absolute standardized mean differences of the selected covariates were less

than 0,20 after matching, suggesting balance between groups. There were 5 versus 7

severe procedure or device related complications at 6 months in the propensity

matched LCP and SPM groups respectively. The 6-month complication ratio differ-

ence with 90% confidence intervals was -2,8 [-10,3; 4,8]% thus LCP met our criterion

for noninferiority versus SPM regarding complications at 6 months. Kaplan Meier sur-

vival curves showed a trend toward a lower complications rate after LCP implantation

but the results did not reach statistical significance (Figure 1).

Conclusion: Our results confirm the safety and efficacy of LCP as well as a trend

towards lower complications when comparing with SPM. To the best of our knowl-

edge, this study is the first to include both the 2 leadless systems available to date.

Further studies are needed to clarify the specific risks associated and to assess the

retrievablility and the lifespan of these systems in the long run.
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Background: Leadless pacemakers (LP) were developed to avoid complications

related to pacemaker’s pocket zone. The MicraTM LP has been shown to have an

excellent implant success rate of 99.2%, with stable pacing capture thresholds and a

low rate (4.0%) of major complications up to 6 months. At 12 months, the perform-

ance remains consistent with the previous reported data.

Purpose: The aim of this study is to evaluate the safety and efficacy of the MicraTM

LP at implant and electrical performance through 24 months.

Methods: This single-centre prospective observational include patients underwent to

implantation of a LP from February 2014 till October 2017, all patients met class I or II

ESC guideline recommendations for ventricular pacing. The primary safety endpoint

was the incidence of major adverse complications related either to the procedure or to

the system failure. The primary efficacy endpoint was stability of electrical parameters

of the device from the implant to the 24-month follow-up.

Results: We included 88 patients, the device was successfully implanted in 87

(98.9%) patients were successfully implanted. The mean age was 79.6 6 9.1years,

42 (47.7%) patients were males, 38 (43.2%) of the patients had a history of atrial

fibrillation; 9 (10.2%) were pacemaker dependent and 9 (10.2%) didn’t have a suitable

subclavian or axial vascular access (Table 1). The overall mean follow-up was 24.3 6

13 months, 50 patients had a 24 months follow-up. During the follow-up 11 (12.5%)

patients died, there were no deaths related to implant or to system. We had 2 proce-

dure-related complications: one patient had a pericardial effusion not requiring drain-

age and other one developed a partial right saphenous vein thrombosis at 3 days

after implant. Mean hospital admission time was 1.3 6 1.6 days. Intra-operative

device parameters were satisfactory, with a pacing threshold of 0.57 6 0.31 V at 0.24

msec, a mean R-wave sensing of 11.3 6 5.1 mV, and a mean impedance of 839 6

243 ohms. All the parameters remain stable during the follow-up (Figure 1).

Conclusions: In our experience, MicraTM LP implant is safe, with low rate of implant

and post-implant complications. Intra-operative device parameters were satisfactory

and long-term performance remains consistent, with certain parameters having even

improved at follow-up.
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With anticoagulation 36 (40.9%)

AV block 27 (30.7%)

Atrial fibrillation and bradycardia 22 (25.0%)

Sick Sinus Syndrom Tachy-Brady 26 (29.5%)
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Introduction: Leadless pacemakers have emerged as alternative to conventional

pacemakers. Early studies showed a high rate of implantation success and low rate of

complications in the procedure. The long-term performance of these devices remains

uncertain.

Objective: To evaluate the efficacy and safety of a series of consecutive patients

submitted to implantation of leadless pacemaker.

Methods: Prospective observational registry from two centers including 51 consecu-

tive patients undergoing implantation of leadless pacemaker Micra TM between June

2015 and June 2017. The endpoints were the effectiveness and safety of the proce-

dure, as well as the electrical performance in the implantation and follow-up.

Results: The population had a mean age of 77 6 9 years and 73% were male. The

main indication for implantation was bradycardia associated with atrial fibrillation

(77%), followed by complete atrioventricular block and sinus node disease. The Micra

pacemaker was successfully implanted in all patients. During the first 30 days, the

complication rate was low (1.9%) with only one femoral pseudo-aneurysm requiring

surgical correction; there was no pericardial effusion or displacement of the device.

The parameters remained stable over the mean follow-up of 7 months (Table).

Conclusions: In our experience, implantation of Micra was an effective and safe pro-

cedure and the parameters remained stable over time.
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Implantation Follow-up

Threshold 0,5960,25 @ 0,24 ms 0,6060,49 @ 0,24 ms

Impedance 7176144 ohms 5906105 ohms

Sensing 10,764,7 mV 13,965,1 mV

Poster Session 1 i75
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