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Investment highlights

Novel 

Technology: 

WISE®

• WiSE® is the world’s smallest inside-the heart wireless cardiac pacing device

• WiSE® is the only way to provide leadless Cardiac Resynchronization Therapy (CRT)

• EBR’s patent portfolio, which includes 53 issued US patents and 44 issued patents outside the US (OUS), provides strong competitive 

protection for EBR’s WiSE® system

Large 

Addressable 

Market

• EBR is initially targeting patients who cannot receive CRT from existing devices, or are at high risk for conventional upgrades, which 

represents an addressable market of ~US$2.1 billion

• The WiSE® technology platform can be leveraged and extended into other patient groups, expanding EBR’s market opportunity to 

~US$7.1bn.

Excellent, 

reproducible 

clinical results

• 94% of patients who failed conventional CRT achieved cardiac resynchronization at 6-months with WiSE® in earlier trials

• WiSE® is currently in the final stage of a pivotal clinical trial (SOLVE) which will complete enrolment in H1 2022

• Previous studies have exceeded the Performance Goals (Endpoints) set for the SOLVE trial

Rapid path to 

commercialisation

• WiSE® has been awarded FDA Breakthrough Device Designation which provides greater access to the FDA and initial multi-year 

payment coverage

• EBR is targeting FDA approval and US commercial launch in H2 2023 with initial adoption from sites participating in the clinical trial for 

currently untreatable patients

• Established relationships and increased adoption of leadless CRT expected to drive rapid commercialisation in the US and OUS 

following FDA approval
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EBR has a leadless solution for heart failure patients

CO-IMPLANT 

DEVICE

RECEIVER 

ELECTRODE

BATTERY

TRANSMITTER

• Heart failure is a major medical and economic problem

• Many patients with heart failure require CRT 

treatment (Cardiac Resynchronisation Therapy)

• CRT uses cardiac pacing devices to coordinate the 

beating of the left and right sides of the heart

• CRT has been shown to significantly improve the health 

and quality of life for heart failure patients

• However, many patients are unable to receive CRT 

because their anatomy or disease condition prevents 

placing a lead to stimulate the left side of their heart

• EBR’s wireless WiSE® can be used in these patients to 

stimulate the left side of the heart and, in conjunction 

with a right-side pacer, deliver CRT



4

C
O

N
F

ID
E

N
T

IA
L

WiSE® technology overview



5

C
O

N
F

ID
E

N
T

IA
L

Cardiac rhythm management is going leadless

Medtronic

Micra®

Abbott 

Aveir®

Boston Scientific 

Empower®

Dr. Jeffrey Alison, Monash Hospital, Melbourne

Micra on the left, WiSE® held by tweezers on the right.

EBR Systems 

WiSE®

Major players have introduced leadless pacing technology 

• Medtronic reported US$400m annual sales run rate for Micra® for the 

March Quarter 2021

• Micra® grew a further 30%-35% in the June Quarter 2021

However, the size of leadless pacemakers restricts use to right 

ventricle (RV) and right atrium (RA) bradycardia pacing

• Too large to completely endothelialise (0.80-1.0cc)

• Interference with valves if placed basally

• Risk of blood clots and size prohibit LV placement

WiSE® is the only leadless solution for LV pacing including CRT and 

only leadless conduction system pacing (CSP):

• 0.05cc in volume (5% to 6% the volume of other leadless pacemakers)

WiSE® is the only leadless solution for left ventricle pacing and CRT

LV PacingRV Pacing only
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SOLVE-CRT Roll-in Study = 31 pts 

SOLVE-CRT Pivotal Study = 128 pts 

Post-CE Mark Registry & SAS > 170 pts 

CE Study: SELECT-LV = 35 pts 

Human Feasibility: WiSE CRT = 13 pts

Extensive clinical experience in multiple trials

>350

Total human 

experience to date

patients
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SELECT-LV | WiSE® benefits in failed conventional CRT

RV Only

Intrinsic

BiV

94% OF PATIENTS WHO FAILED CONVENTIONAL CRT ACHIEVED CARDIAC RESYNCHRONISATION AT 6-MONTHS1

1 Cardiac Resynchronization Therapy With Wireless Left Ventricular Endocardial Pacing, V.Y. Reddy et al (2017), J. Amer. Coll. Cardiol. 17:2119-29

LV Ejection Fraction
Baseline and 6m

+7.1 ± 8.0%, p = 0.001

Proportion of blood which 

is pumped out of heart -

efficiency

End Systolic Volume
Baseline and 6m

-26.8 ± 45.1 ml, p = 0.007

Volume of blood in heart 

after a contraction –

ability of heart to pump 

End Diastolic Volume
Baseline and 6m
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-20.6 ± 41.5 ml, p = 0.02 

Volume of blood in heart 

before a contraction –

extent of enlargement 

QRS Duration
Baseline and 6m

SELECT-LV: QRS decrease of 51 ms

(180 to 129 ms or 28% reduction. N=20)

Timing between different 

parts of the contraction 

process
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Data from 90-patients in the European WiSE® Post Market Surveillance Registry1

1 Real-world experience of leadless left ventricular endocardial cardiac resynchronization therapy: A multicenter international registry of the WiSE-CRT pacing system, 

B.J. Sieniewicz et al (2020) Heart Rhythm 8:1291-1297

“Our results suggest that 

endocardial CRT pacing 

with this novel pacing 

system is an effective 

treatment for a high-risk 

group of patients with heart 

failure…”1

90 PATIENTS 14 CENTERS 94.4% BIVENTRICULAR 

PACING AT 6 MONTHS

30.9%

36.2%
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Baseline & 6m (n=43) 

Registry | Improves heart function in real world setting

Proportion of blood which is pumped 

out of heart - efficiency

Volume of blood in heart after a 

contraction – ability of heart to pump 
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1 Leadless left ventricular stimulation with WiSE-CRT System – Initial experience and results from phase I of SOLVE-CRT Study (nonrandomized, roll-in phase), T. 

Okabe et al (2021), Heart Rhythm, doi.org/10.1016/j.hrthm.2021.06.1195

SOLVE Roll-in Study | Evidence of cardiac remodeling
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-23.7 ± 31.7 ml, p = 0.004 -20.5 ± 31.9 ml, p = 0.0017+5.3 ± 5.8%, p < 0.001 -25.1 ± 30.0 ms, p = 0.0002

Data from 31-patients in the Roll-in study for the pivotal SOLVE clinical trial1

Proportion of blood which is pumped 

out of heart - efficiency

Volume of blood in heart after a 

contraction – ability of heart to pump 

Volume of blood in heart before a 

contraction – extent of enlargement 

Timing between different parts of the 

contraction process

LV Ejection Fraction
Baseline and 6m

End Systolic Volume
Baseline and 6m

End Diastolic Volume
Baseline and 6m

QRS Duration
Baseline and 6m
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1 Modified design of Stimulation Of the Left Ventricular Endocardium for Cardiac Resynchronization Therapy (SOLVE-CRT) in non-responders, previously untreatable 

and high-risk upgrade patients trial, J.P. Singh et al (2021), Am. Heart J. 235:158-162

Randomised Phase

n = 108
Single-arm Phase

n =75

COMPLETED ENROLLING

Complete enrolment H1 2022

FDA submission H1 2023

Purpose: Assess the safety and effectiveness of the WiSE® System

Design: International, multi-center study following initial 31-patient US roll-in study (completed and published)1

Population: Acute lead failures, chronic lead failures, high risk upgrades

Single-arm Phase: single arm, open label targeting enrolment complete H1 2022 and headline data H2 2022

Primary Efficacy Endpoint: >9.3% improvement in heart function measured by reduction in left ventricular end systolic volume 

Primary Safety Endpoint: <30% patients with device or procedure-related complications 

SOLVE Pivotal Study | Currently underway
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SOLVE Pivotal Study | Endpoints achieved previously

Efficacy Lead Failures & High-Risk 

Upgrades
(patients in subgroup)

End Systolic Volume1

(% chg in subgroup)

Select-LV 18 / 35 -19.9%

Post Market Surveillance Registry 47 / 90 -20.9%

SOLVE Roll-in study 15 / 31 -18.5%

Combined Clinical Trials 80 / 156 -20.2%

SOLVE Trial Performance Goal -9.3%

Safety Freedom from Type I Complications Rate

SOLVE Roll-in (N = 31 all patient relevant for safety evaluation) 90.3% (28/31)

SOLVE Trial Performance Goal 70.0%

Previous studies have exceeded the pre-specified Performance Goals (Endpoints) set for the SOLVE trial

1 Sub-group analysis conducted by EBR on relevant patients (i.e., acute lead failures, chronic lead failures and high-risk upgrade patients) that will be assessed in the 

SOLVE clinical trial for the US PMA application
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$267m

$1,068m

$801m

Market expansion opportunity

New Patient Groups, 

Indications & Geographies

• First-line CRT treatment

• De novo implants for 

bradycardia and chronic 

atrial fibrillation

• International expansion

Note: Expanding into any additional clinical indications and/or patient groups may require supporting data from clinical studies, additional regulatory approvals, and 

establishing payment coverage or reimbursement. 

Initial Addressable Market

Strong market growth for 

leadless CRM Devices

Expansion Opportunity

US$2.1 

billion
US$7.1 

billion

Additional Clinical Applications

The WiSE ® technology platform can be expanded into other patient groups, increasing EBR’s market 

opportunity and driving sales growth

Acute Lead 

Failure High Risk

Upgrades

Chronic Lead 

Failure
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Pre-Commercial

2021 & 2022

Initial Commercial

Late 2023

Expansion

2024 & beyond

• Complete SOLVE IDE pivotal 

trial enrolment in H1 2022

• Continue to support clinical sites 

and patient implants

• Presentations at high profile 

cardiology conferences and 

multiple publications in medical 

& scientific journals

• Expand payment and 

reimbursement coverage for 

WiSE

• Initial focus on sites with WiSE®

experience through clinical trials

• Fast growth opportunities via an 

expanded direct sales force 

penetrating high-volume 

accounts in U.S. Targeting top 

200-250 sites that account 

for 50% of U.S. CRT market

• Launch in select OUS markets 

as reimbursement coverage is 

secured

• Initial focus on key opinion 

leaders at high volume sites in 

each market

• Expand use of WiSE ® beyond 

initial target of Lead Failure and 

High-Risk Upgrade patients

• Leverage growth opportunities 

from increasing adoption of 

leadless pacemakers

• Geographic expansion into other 

markets using distributors

Commercial strategy
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US sales and distribution platform

Targeting 45 sites in the 

US IDE trial. Capitalise

on existing partnerships 

with these top CRT sites

• Expansion will target 

top 200-250 sites, 

representing > 50% US 

CRT market

• Top 100 sites in EBR’s 

target OUS markets 

represent ~40% of the 

OUS CRT market

1 U.S. pricing with New Technology Add-on Payment (NTAP) post-approval
2 Initial Phase “RoW Markets” limited to AU, UK, Germany, France, BeNSca

Creation of demand and 

market awareness in the 

US from:

• Unmet need 

underscored by FDA 

Breakthrough Device 

designation for WiSE®

• Extensive body of 

clinical evidence

• Utilise final SOLVE 

Roll-in results (HRS 

LBCT & Publication) to 

drive further demand 

and awareness

• Well known technology 

globally with the 

support of Key Opinion 

Leaders (KOLs)

Reimbursement - New 

Technology Add-on 

Payment (NTAP)

expected post FDA 

approval

• High ASPs

• US WiSE® US$35,0001

• RoW WiSE® CRT 

US$20,0002

Strong execution of 

commercial launch 

supported by specialised

direct sales force

• 8 FT field staff in place 

with strong clinical and 

technical expertise of 

WiSE® System

• Target growth to 35 

sales territories by end 

of 2025

Low barrier for opening 

new accounts – no 

capital equipment 

required and hospital-

favorable reimbursement 

available post-approval

Clinical trial sites 

to drive sales

Reimbursement 

& high ASP

Unmet need and 

strong data

Specialist sales 

force established

Low hospital 

adoption barriers

Established relationships and infrastructure in US to drive strong initial sales growth

Clinical trial sites 

to drive sales
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Regulatory and commercial pathway

15

H2 2021 H1 2022 H2 2022 H1 2023 H2 2023

SOLVE Pivotal FDA trial recruitment

6 month follow up

Data analysis

US filing for regulatory approval

US commercial launch preparations

Australian and European WiSE® / Micra trial

Australian and European conduction system pacing study

Trial Enrolment Complete

US FDA 

Approval

Australia 

inclusion on 

prosthesis list

Australia WiSE®

on ARTG
Germany permanent 

reimbursement

ASX listing

C
O

N
F
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E
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T
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US 

Commercial 

Launch
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Disclaimer
Introduction

THIS DOCUMENT AND ITS CONTENTS ARE CONFIDENTIAL AND ARE NOT FOR RELEASE, PUBLICATION OR 

DISTRIBUTION, IN WHOLE OR IN PART, DIRECTLY OR INDIRECTLY, IN OR INTO OR FROM THE UNITED STATES OF 

AMERICA OR TO ANY RESIDENT THEREOF, OR ANY OTHER JURISDICTION WHERE SUCH RELEASE, PUBLICATION, 

OR DISTRIBUTION IS UNLAWFUL. THIS DOCUMENT IS NOT AN OFFER OR INVITATION TO BUY OR SELL 

SECURITIES.

This presentation has been prepared by EBR Systems, Inc. (EBR or the Company) and contains summary information about 

EBR and the business conducted by it as of October 27, 2021. The information in this presentation is for informational 

purposes only, does not purport to be complete and is not a prospectus, product disclosure statement or other disclosure 

document for the purposes of Chapter 6D or Part 7.9 of the Corporations Act 2001 (Cth) (Act) or other offer document under 

Australian law or the law of any other jurisdiction.

This presentation is being provided to you on the basis that, and you represent and warrant that (a) if you are in Australia,

you are a "professional investor" or "sophisticated investor" (as those terms are used in section 708(11) and section 708(8) 

respectively of the Act and are also, in each case, a "wholesale client" (as defined in section 761A of the Act); or (b) if you are 

outside Australia, you are a person who is able to receive this presentation without contravention of any applicable legal 

restriction in the jurisdiction in which you reside, conduct business or receive this presentation. The distribution of this 

document outside of Australia may be restricted by law and any such restrictions should be observed. This document may 

not be distributed or released to any person in the United States.

As further detailed below, none of EBR, nor its advisers (Advisers) nor their respective affiliates, related bodies corporate (as 

defined in the Act) or security holders and their respective directors, officers, employees, partners, representatives, 

consultants, agents or advisers (each a Limited Party and together, the Limited Parties)guarantees or make any 

representation or warranty to, or takes responsibility for, the accuracy, reliability or completeness of the information contained 

in this presentation, to the recipient of this document (you or the Recipient), and nothing contained in this document is, or

may be relied upon as, a promise or representation, whether as to the past or future. To the maximum extent permitted by 

law, each Limited Party disclaims any liability for any loss arising from the use of information including representations or

warranties or in relation to the accuracy or completeness of the information, statements, opinions or matters, express or 

implied, contained in, arising out of or derived from, or for omissions from, this presentation.

Not an offer or financial product advice

The information contained in this presentation is for informational purposes only and should not be considered, and does not 

contain or purport to contain, an offer, invitation, solicitation or recommendation with respect the purchase or sale of any 

securities in EBR (Securities) nor does it constitute legal, taxation, financial product or investment advice. The general 

information in this presentation has been prepared without taking into account the investment objectives, financial situation or

particular needs of any particular person. This presentation does not constitute an advertisement for an offer or proposed 

offer of Securities. Recipients of the presentation must undertake their own independent investigations, consideration and 

evaluation. By accepting this presentation, a Recipient agrees that if it proceeds further with its investigations, consideration 

or evaluation of investing in EBR it will make and rely solely upon its own investigations and inquiries and will not in any way

rely upon this document. Neither this presentation nor any of its contents will form the basis of any contract or commitment 

and it is not intended to induce or solicit any person to engage in any transaction nor is it intended to be used as the basis for 

making an investment decision.

International Offer Restrictions

This document does not constitute an offer of Securities in any jurisdiction in which it would be unlawful. In particular, this 

document may not be distributed to any person, and the Securities may not be offered or sold, in any country outside 

Australia except to the extent permitted below. 

United States

In particular, this document does not constitute any part of any offer to sell, or the solicitation of an offer to buy, any securities 

in the United States or to, or for the account or benefit of any “US person” as defined in Regulation S under the US Securities 

Act of 1993 (Securities Act). The Securities have not been, and will not be, registered under the Securities Act or the 

securities laws of any state or other jurisdiction of the United States, and may not be offered or sold in the United States or to 

any US person without being so registered or pursuant to an exemption from registration. Neither this document nor any copy 

of it may be taken, transmitted or distributed, directly or indirectly, into the US, its territories or possessions. Any failure to 

comply with the foregoing restrictions may constitute a violation of US securities laws. Offers of shares will only be made in 

places in which, or to persons to whom, it would be lawful to make such offers.

Hong Kong

WARNING: This document has not been, and will not be, registered as a prospectus under the Companies (Winding Up and 

Miscellaneous Provisions) Ordinance (Cap. 32) of Hong Kong, nor has it been authorised by the Securities and Futures 

Commission in Hong Kong pursuant to the Securities and Futures Ordinance (Cap. 571) of the Laws of Hong Kong (SFO). 

Accordingly, this document may not be distributed, and the Securities may not be offered or sold, in Hong Kong other than to 

"professional investors" (as defined in the SFO and any rules made under that ordinance).

No advertisement, invitation or document relating to the Securities has been or will be issued, or has been or will be in the

possession of any person for the purpose of issue, in Hong Kong or elsewhere that is directed at, or the contents of which are 

likely to be accessed or read by, the public of Hong Kong (except if permitted to do so under the securities laws of Hong 

Kong) other than with respect to Securities that are or are intended to be disposed of only to persons outside Hong Kong or 

only to professional investors. No person allotted Securities may sell, or offer to sell, such securities in circumstances that 

amount to an offer to the public in Hong Kong within six months following the date of issue of such securities.

The contents of this document have not been reviewed by any Hong Kong regulatory authority. You are advised to exercise 

caution in relation to the offer. If you are in doubt about any contents of this document, you should obtain independent 

professional advice.
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Disclaimer (cont.)
International Offer Restrictions (cont.)

New Zealand

This document has not been registered, filed with or approved by any New Zealand regulatory authority under the Financial 

Markets Conduct Act 2013 (FMC Act). 

The Securities are not being offered or sold in New Zealand (or allotted with a view to being offered for sale in New Zealand) 

other than to a person who: 

• is an investment business within the meaning of clause 37 of Schedule 1 of the FMC Act;

• meets the investment activity criteria specified in clause 38 of Schedule 1 of the FMC Act;

• is large within the meaning of clause 39 of Schedule 1 of the FMC Act;

• is a government agency within the meaning of clause 40 of Schedule 1 of the FMC Act; or

• is an eligible investor within the meaning of clause 41 of Schedule 1 of the FMC Act.

EBR recommends that potential investors consult their professional advisors as an investment in EBR is subject to 

investment and other known and unknown risks, some of which are beyond the control of EBR or its directors and therefore 

any investment is considered to be speculative in nature.

Forward looking statements

The information given in this presentation is given for illustrative purposes only and should not be relied upon as (and is not)

an indication of EBR’s views on future performance or condition. Past performance cannot be relied upon as an indicator of 

future performance. This presentation contains certain forward-looking statements. The words “forecast”, “estimate”, “like”, 

“anticipate”, “opinion”, “should”, “could”, “may” and other similar expressions are intended to identify future earnings, financial 

position and performance of EBR. You are cautioned not to place undue reliance on these statements. These forward-

looking statements are based on estimates, projections and assumptions made by EBR about circumstances and events that 

have not yet taken place. Although due care and attention has been used in the preparation of these statements, such 

forward-looking statements are based on numerous assumptions regarding EBR’s present and future business strategies 

and the political, regulatory and economic environment in which EBR will operate in the future and are subject to change 

without notice. Statements about market and industry trends, which are based on interpretations of current market conditions,

may not be reasonable, and are not guarantees or predictions of future performance.

The actual results or performance of EBR may be materially different from the results or performance expressed or implied by 

such forward-looking statements. No representation, warranty or assurance (express or implied) is given or made in relation 

to any forward-looking statement by any person (including any of the Limited Parties). In particular, no representation, 

warranty or assurance (express or implied is given that the occurrence of the events expressed or implied in any forward-

looking statement in this presentation will actually occur). Subject to any continuing obligations under applicable law, the 

Company expressly disclaims any obligation or undertaking to provide any updates or revisions to any forward-looking 

statements in this presentation to reflect any change in expectations in relation to any forward-looking statement or any 

change in events, conditions or circumstances on which any statement is based.

Financial Information

All currencies in this presentation are stated in United States dollars (US$) unless stated otherwise) 



18

C
O

N
F

ID
E

N
T

IA
L

Contact Us
EBR Systems

info@ebrsystemsinc.com

+1 408 720 1906

mailto:info@ebrsystemsinc.com

