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First Concepts
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Nanostim (St. Jude Medical)
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94% (31/33) free of complications

Pacing Indication, n (%)

Permanent AF with AY block (including AF with 3 slow veniricular

eSponse)

Sinus rithm with 2nd/ 3rd degree AV block and significant

comorbeaties
implant success rale, n (%
Procadure duration, min
Time 1o hospital dscharge. h

Hepositioning attampts (20 achieve final implant position), n (%)

Rehospitalized within 90 days. n (%)

Complicabon-free rate

Reddy, Circulation 2014;129:1466-71
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LEADLESS-Trial: Complications

1 cardiac tamponade with hemodynamic collapse after

repositioning of the LCP + manipulation of the delivery

catheter in the RV apex

 pericardial drainage, sternotomy on cardiopulmonary
bypass, surgical repair of perforation of the RV apex

« on day 5 hemiplegia due to ischemic infarct, progressive

cerebral edema, died on postprocedure day 18

* 1 inadvertent LV positioning via a patent foramen ovale,

« Retrieval by a trilooped snare through the patent foramen
ovale, new device implanted in the RV apex. Retrieval took
6 minutes

Reddy, Circulation 2014;129:1466-71
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LEADLESS Trial: 1 year Data

Two patiants (6%, 2 of 33) had
periprocedurdl compiications
Daring further follow-up mo
CompUcations occumed

Knops, J Am Coll Cardiol 2015;65:1497-504
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526 Patients were enrolled in the study
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51;(5 Were in N- group of intia ‘ 226 Were in :‘e-:"‘?‘{‘i g | 9580/0

consecutve patents enrolled enroliment group

300 Underwent implantatior
altempl attempt
289 Had successiul attempt 215 Had successiul attemplt

1 Had unsuccessful attermpt 11 Mad unsuccessful stempt

1
|
|
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215 Underwent folow-up
ssessment befoee hospita assessments for <6 mo
discharge and at 2 wi, & wk, : —7
and S mo
30 Underwent Holter moni
torng at 3 mo

Y - '

) A | Continued Were inchuded in the total
300 Were included in the primary i Were inciuded in the tota
. ONOw-up

cohort 3t 6 mo of follow-up malade. cohort and were assessed for

and were assessed for primary device.-related and non-device

efficacy and safety end ponts related serious adverse events

Reddy, New Engl J Med 2015;73:1125-35
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Primary Cohort Total Cohort
Characteristic (N =300} (N =526)

Procedural characteristics
Duration of implantation
I'I.J '\:'30‘ 0:" !".0.".1"? 1 %30 removy
Procedure; insertion of dels catheter to removal
f Aluorose opy —
Device repositioning
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Reddy, New Engl J Med 2015;73:1125-35
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LEADLESS Il Trial

Primary Cohort Total Cohort
(N «300) (N«526)

Reddy, New Engl J Med 2015;73:1125-35
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LEADLESS Il Trial

Primary Cohort Total Cohort
(N «300) (N«526)

2 procedure-related
deaths (groin
hematoma,
perforation)

Reddy,
New Engl J Med 2015;
73:1125-35
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Micra (Medtronic)

Active Fixation

“Tines”

Anode (27mm?)

Cathode (2.5mm?)
CapSure Sense steroid
eluting

Size
— 0.8cm? 20g
— Length: 25.9 mm
— Outer diameter: 6.7 mm
Bipolar sensing/pacing
Fixation mechanism: Nitinol tines
Battery
— Lithium silver vanadium oxide/
Carbon monoflouride
— Longevity: 7.4/10.1 year (2.0/1.5V
output, 60 bpm, 100% paced)
Capabilities
— WIR
— RV capture management
— Sensing assurance
— Diagnostics
Deactivated to OOO at EoL
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27 French outer diameter introducer
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Micra (Medtronic)
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Micra (Medtronic)

Device retracted
within the
delivery system

) Device deployed
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First Data from Micra®

Implant attempted (n = 140)
Received TPS (n = 140)

Did not receive TPS (n=10)

Follow-up
Death I)
Lost to follow-up (n=0)

Discontinued intervention (n=10)

l

Analysed for early performance
objectives

Safety (n = 140)

L foacy o Ee
[hree-month efficacy SRR  Ritter, Eur Heart J 2015:36:2510-9
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First Data from Micra®

\pical placement Mid-septal placement RVOT placement

Ritter, Eur Heart J 2015;36:2510-9
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30 total related adverse events
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re-operation, or
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Total event rate, n ('N)
30 (26 patients, 18.6%)

Ritter, Eur Heart J 2015;36:2510-9
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First Data from Micra®
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Micra Study

+ Single-arm, multi-center global clinical trial
¢ Up to 780 patients
¢ At ~50 centers

¢ Primary Outcomes at 6 months:

- Safety: Major complication-free rate

- Efficacy: Low and stable pacing capture thresholds
+ Initial results Expected:

- First 60 patients followed to 3 months

- Expected in 2™ half of 2014
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LEADLESS-Trial
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% Pacing | 500 £ Load \ 600 ©2 Load

100% 8.4yr 9.3 yr
75% 10.0 yr 11.0 yr

Impedance (Ohms.)_

50% 124 yr 13.5yr

250/0 16.3 yr 17.2 yr Reddy, Circulation 2014;129:1466-71
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First Data from Micra®

mean. 126
range: 86~14.4

e Median estimated 'ongeviy
90% Monte~Cario Cl
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Ritter, Eur Heart J 2015;36:2510-9
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Thank you very
much for your
attention!



