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Micra!Device!Features!

Size! 7mm!x!26mm,!2!grams!

Fixa2on! ni2nol!2nes!

Rate!Response! accelerometerWbased!

Capture!management! yes!(threshold!+0.5V!with!hourly!confirma2on)!

Communica2on! standard!programmer!(Medtronic!2090)!

MRI!compa2bility! yes!

Ba9ery! lithium!silver!vanadium!oxide/carbon!monoflouride!

Projected!Longevity! 12!years!
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Micra!Transcatheter!Pacing!Study!(TPS)!

•  Interna2onal!nonWrandomized!study!designed!to!
meet!regulatory!requirements!for!both!EU!and!USA!

•  Pa2ents!with!guideline!Class!I!or!II!indica2ons!for!
single!chamber!ventricular!pacing!included!

•  Pacemaker!dependence!(escape!rhythm!≤30!bpm)!
excluded!for!first!25!pa2ents!

•  Primary!safety!and!safety!goals!based!on!
performance!criteria!derived!from!recent!Medtronic!
transvenous!pacemaker!studies!



Micra!TPS!Overview!

Full!Study!
Popula2on!
N≈720!

CE!Mark!Cohort!
N=140! Completed!ajer!60!pa2ents!reached!!

3Wmonth!followWup!
•  Efficacy:!3Wmonth!pacing!threshold!
•  Safety:!USADEs!
•  Results!presented!May!2015!

•  Primary!Safety!and!Efficacy!
Assessed!at!6!Months!

•  Results!pending!!!





Pa2ent!Characteris2cs!

Micra#TPS:#CE#Mark#PopulaAon# N=140#

Age,!yrs! 77.0!±!10.2!

Male! 85!(60.7%)!

Pacing!Indica2on:!
AV!block!with!atrial!arrhythmia!
Sinus!node!dysfunc2on!
2ndW3rd!degree!AV!block!±!SND!

!
72!(51.4%)!
40!(28.6%)!
21!(15.0%)!

Syncope! 55!(39.3%)!

Heart!failure! 13!(9.3%)!

Ri9er!P!et!al.!European-Heart-Journal!doi:10.1093/eurheartj/ehv214!



Ri9er!P!et!al.!European-Heart-Journal!doi:10.1093/eurheartj/ehv214!

Posi2on!a9empts:!!
1!=!59%!
2!=!22%!
>2!=!19%!



Safety!Results!
•  No!USADEs!(CE!mark!end!point)!
•  30!adverse!events!in!26/140!(18.6%)!pa2ents!
•  4!cases!transient!AV!block,!3!managed!with!
temporary!pacing!wires!

•  11!access!site!complica2ons,!mostly!minor!
bleeding!

•  Two!serious!adverse!events!
–  1!psuedoaneurysm!managed!with!thrombin!injec2on!
–  1!significant!pericardial!effusion!with!drain!inserted!!
(90!year!old!female,!18!reposi2oning!of!device)!
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Pacing!Efficacy!(n=60)!
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6WMonth!Safety!End!Point:!Freedom!
From!Major!Complica2ons!

Major#complicaAon#is#defined#as#any#complicaAon#related#to#
the#Micra#system#or#procedure#that#results#in#death,#permanent#
loss#of#device#funcAon#due#to#a#mechanical#or#electrical#
malfuncAon,#hospitalizaAon,#prolongaAon#of#hospitalizaAon#
for#48#or#more#hours,#or#system#change!
!
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6WMonth!Effec2veness!

•  pacing!capture!threshold!of!≤2!V!at!0.24!ms!
without!increasing!by!more!than!1.5!V!from!
implant!

•  The!primary!efficacy!objec2ve!will!be!met!if!
the!percentage!of!subjects!mee2ng!this!
endpoint!is!significantly#>80%!(i.e.!lower!
boundary!of!the!twoWsided!confidence!interval!
must!be!>80%)!
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Projected!Longevity!
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Conclusions!
•  The!Micra!“leadless”!pacing!system!is!entering!
worldWwide!commercializa2on!
–  CE!Mark!granted!April!2015!
– US!registra2on!study!to!be!presented!Nov.!2015!

•  Early!results!show!high!procedural!success,!low!
rate!of!serious!complica2ons,!excellent!pacing!
efficacy!

•  This!and!other!systems!will!offer!an!alterna2ve!to!
tradi2onal!transvenous!singleWchamber!pacing!
!





The!Future?!
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