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Meletec S-ICD

Table |I. Overview of different subcutaneous implantable cardioverter defibrillator trials

Author Patients, Age, years Primary/secondary Ischemic Dilated Other Follow-up, Adequate episodes Inappropriate
number indication cardiomyopathy cardiomyopathy indications months episodes

Bardy et al. [10] 55 56+ 13 43/12 37 10 9 101 12 (3 patients) 0

(2010)

Dabiri et al. [18] 3l 53t 16 21110 18 4 9 10 I'l (4 patients) 5

(2011)

Jarman et al. [17] 16 20 - - 16 8 (3 patients) 10 (25%)

(2012)

Aydin et al. [26] 40 42+ 15 17/23 9 9 22 Bté6 21 (4 patients) 4 (5%)

(2012)

Kobe et al (2013) 69 45 % |6 41/28 | 25 34 7+5 23 (3 patients) 3 (5%)

[25]

Olde Nordkamp 118 50 71/47 45 22 52 187 45 (8 patients) 33 (13%)

et al. [24] (2012)

Lambiase et al. [14] 472 49 282 167 166 43 236 18 93 (33 patients) 73 (7%)

(2014)
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ORIGINAL ARTICLE

Percutaneous Implantation of an Entirely Intracardiac
Leadless Pacemaker

Vivek Y. Reddy, M.D., Derek V. Exner, M.D., M.P.H., Daniel J. Cantillen, M.D., Rahul Doshi, M.D., T. Jared Bunch, M.D_
Gery F. Tomassoni, M.D., Paul A. Friedman, M.D., M.A Mark Estes, Ill, M.D., John Ip, M.D., Imran Miazi, M.D., Kenneth
Plunkitt, M.D., Rajesh Banker, M.D., James Porterfield, M.D., James E. Ip, M.D., and Srinivas R. Dukkipati, M.D. for the

LEADLESS Il Study Investigators

N EnglJ Med 2015; 373:1125-1135 | September 17, 2015 | DOI: 10.1056/MEJMoa1507192



MICRA Transcatheter Pacing Study Group
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ORIGIMAL ARTICLE ©MLINE FIR 5T

[ .

0 @) MEETING OF THE AMERICAN HEART
':ﬁ-§ S0 | ASSOCIATION
1}’%’ A Teadless Transcatheter

Pacemaler

Movember 9, 2015 | D. Reynolds and Cthers

(DO 10.1056/MEJMoa1511643)

A series of 725 patients underwent attempted implantation
of a leadless transcatheter pacemaker. At 6 months,
96.0% of patients had no major device-related
complications, and 98.3% had a low and stable pacing
capture threshold.
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Cardiac Resynchronization Therapy

Units per million inhabitants/year
140
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Cryoballoon Versus Open Irrigated Radiofrequency Ablation
= in Patients With Paroxysmal Atrial Fibrillation

The Prospective, Randomized, Controlled, Noninferiority FreezeAF Study

Armin Luik, MD; Andrea Radzewitz, PsyD; Meinhard Kieser, ScD; Marlene Walter;
Peter Bramlage, MD; Patrick Hormann, MD; Kerstin Schmidt, MD; Nicolas Horn, MD;
Maria Brinkmeier-Theofanopoulou, MD; Kevin Kunzmann, MSc; Tobias Riexinger, MD;

Gerhard Schymik, MD; Matthias Merkel, MD; Claus Schmitt, MD

RF CB RD (95% ClI)* PValue*
ITT population
At 6 mo Combined end pointt 99/157 (0.631) 98/153 (0.641) 0.010 (-0.097 t0 0.116) 0.002
At 12 mo Combined end pointf 104/147 (0.707) 106/144 (0.736) 0.029 (-0.074 10 0.132) <0.001
Only single procedure 90/147 (0.612) 87/144 (0.604)
PP population
At 6 mo Combined end point 99/154 (0.643) 98/150 (0.653) 0.010 (-0.096 t0 0.117) 0.002

At12 mo Combined end point 103/141 (0.730) 105/141 (0.745) 0.014 (-0.089 t0 0.117) <0.001



Table 7. Number of Patients with Periprocedural Complications During the Index Procedure

Total RF CB
(n=315), n (%) (n=159), n (%) (n=156), n (%) PValue
Vascular 13 (4.1) 5(3.1) 8(5.1) 0.372
Major events 9 3 6
Minor events 4 2 2
Pericardial effusion 5(1.6) 3(1.9) 2(1.3) 0.683
Major events 2 0 2
Minor events 3 3 0
PV stenosis 0 0 0 NA
Major events 0 0 0
Minor events 0 0 0
Phrenic nerve palsy 9(2.9) 0(0) 9(5.8) 0.002
Major events 3 0 3
Minor events 6 0 6
TIA/stroke 0 0 0 NA
Total 27 (8.6) 0.022
Major events 14 (4.4) 3(1.9) 11(7.1)
Minor events 13(4.1) 5(3.1) 8(5.1)
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ldarucizumab N Engl J Med 2015

Idarucizumab for Dabigatran Reversal

Charles V. Pollack, Jr., M.D_, Paul A. Reilly, Ph.D_, John Eikelboom, M.B_, B.S_, Stephan Glund, Ph.D., Peter
Verhamme, M.D., Richard A. Bemnstein, M.D., Ph.D., Robert Dubiel, Pharm.D_, Menno V. Huisman, M.D., Ph.D_,
Elaine M. Hylek, M.D._, Pieter W. Kamphuisen, M.D., Ph.D., Jorg Kreuzer, M.D., Jerrold H. Levy, M.D., Frank V.
Sellke, M.D., Joachim Stangier, Ph.D., Thorsten Steiner, M.D., M.M_E_, Bushi Wang, Ph.D_, Chak-Wah Kam, M.D |
and Jefirey |. Weitz, M.D._

N Engl J Med 2015; 373:511-520 | August 6, 2015 | DOI: 10.1056/NEJMoa1502000



FDA Approves Praxbind

FDA Approves Praxbind (idarucizumab) as a Reversal Agent for the Anticoagulant Pradaxa

G« |ea s W Tweet | 47

October 16, 2015 -- The U.S. Food and Drug Administration today granted accelerated & approval to Praxbind
(idarucizumab) for use in patients who are taking the anticoagulant Pradaxa (dabigatran) during emergency
situations when there is a need to reverse Pradaxa’s blood-thinning effects.

EMA Recommends Approval of Idarucizumab
(Fraxbind), a Dabigatran-Specific Antidote

Michael O'Ricrdan

Disclosures | September 25 2015
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First Primary Endpoint
Acute (7-day) Procedural Safety

b=
22%
ES 2617%
+ t }
2.0% 25% 3.0%
\ Percent of patients experiencing an event /

« 6 events in device group = 2.2% (6/269)
* Pre-specified criterion met for first primary endpoint (95% Upper
confidence bound < 2.67%)
+ 95% Cl = 2.618%

e, Results are prelamunary. final vaiidation not yet complete
Death, ischemic stroke, SE and procedure or device related

compications reqQuiFing magx CV of endovast intervention



Second Primary Endpoint
Composite 18-month Efficacy
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\ 18-month Rate Ratio /

« Similar 18-month event rates in both control and device
groups = 0.064

* Upper 95% Cl bound slightly higher than allowed to meet

success criterion (<1.75)
Limited number of patients with follow-up through 18 months
thus far (Control = 30 pts, Device = 58 pts)

Results are prelimenary. final vahdation not yet complete
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2. Long QT Syndrome (LQTS) Expert Consensus Recommendations on LQTS Diagnosis

1. LQTS is diagnosed:
a. In the presence of an LQTS risk score >3.5 in the absence of a secondary cause for QT prolongation and/or

b. In the

presence of an unequivocally pathogenic mutation in one of the LQTS genes or

4. Catecholaminergic Polymorphic Ventricular Tachycardia (CPVT) Expert Consensus Recommendations on

CPVT Diagnosis

1. CPVT is diagnosed in the presence of a structurally normal heart, normal ECG, and unexplained exercise or
catecholamine-induced bidirectional VT or polymorphic ventricular premature beats or VT in an individual < 40 years

of age.

2. CPVT is diagnosed in patients (index case or family member) who have a pathogenic mutation.

5. Short QT Syndrome (SQTS) Expert Consensus Recommendations on Short QT Syndrome Diagnosis

1. SQTS is diagnosed in the presence of a QTc <330 ms.
2. SQTS can be diagnosed in the presence of a QTc <360 ms and one or more of the following: a pathogenic mutation, family
history of SQTS, family history of sudden death at age <40, survival of a VT/VF episode in the absence of heart disease.

Expert Consensus Recommendations on Idiopathic Ventricular Fibrillation Evaluation

Class IIa

ClassI

Class I1a

1. Genetic testing in IVF can be useful when there is a suspicion of a specific genetic disease following clinical evaluation

of the IVF patient and/or family members.
Expert Consensus Recommendations on Sudden Unexplained Death Syndrome Evaluation

1.
2.

£

It is recommended that personal/family history and circumstances of the sudden death are collected for all SUDS victims.
It is recommended that all sudden death victims diagnosed as SUDS undergo expert cardiac pathology to rule out the
presence of microscopic indicators of structural heart disease.

. Collection of blood and/or suitable tissue for molecular autopsy/postmortem genetic testing is recommended in all SUDS victims.
. An arrhythmia syndrome focused molecular autopsy/postmortem genetic testing can be useful for all SUDS victims.
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