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THESE MATERIALS HAVE BEEN PREPARED BY INCENTRUM GROUP FOR THE CLIENT OR POTENTIAL CLIENT TO WHOM SUCH MATERIALS ARE DIRECTLY ADDRESSED AND
DELIVERED (THE "COMPANY") IN CONNECTION WITH AN ACTUAL OR POTENTIAL MANDATE OR ENGAGEMENT AND MAY NOT BE USED OR RELIED UPON FOR ANY
PURPOSE OTHER THAN AS SPECIFICALLY CONTEMPLATED BY A WRITTEN AGREEMENT WITH US. THESE MATERIALS ARE BASED ON INFORMATION PROVIDED BY OR ON
BEHALF OF THE COMPANY AND/OR OTHER POTENTIAL TRANSACTION PARTICIPANTS, FROM PUBLIC SOURCES OR OTHERWISE REVIEWED BY US. WE ASSUME NO
RESPONSIBILITY FOR INDEPENDENT INVESTIGATION OR VERIFICATION OF SUCH INFORMATION (INCLUDING, WITHOUT LIMITATION, DATA FROM THIRD PARTY
SUPPLIERS) AND HAVE RELIED ON SUCH INFORMATION BEING COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS. TO THE EXTENT SUCH INFORMATION INCLUDES
ESTIMATES AND FORECASTS OF FUTURE FINANCIAL PERFORMANCE PREPARED BY OR REVIEWED WITH THE MANAGEMENTS OF THE COMPANY AND/OR OTHER
POTENTIAL TRANSACTION PARTICIPANTS OR OBTAINED FROM PUBLIC SOURCES, WE HAVE ASSUMED THAT SUCH ESTIMATES AND FORECASTS HAVE BEEN REASONABLY
PREPARED ON BASES REFLECTING THE BEST CURRENTLY AVAILABLE ESTIMATES AND JUDGMENTS OF SUCH MANAGEMENTS (OR, WITH RESPECT TO ESTIMATES AND
FORECASTS OBTAINED FROM PUBLIC SOURCES, REPRESENT REASONABLE ESTIMATES). NO REPRESENTATION OR WARRANTY, EXPRESS OR IMPLIED, IS MADE AS TO THE
ACCURACY OR COMPLETENESS OF SUCH INFORMATION AND NOTHING CONTAINED HEREIN IS, OR SHALL BE RELIED UPON AS, A REPRESENTATION, WHETHER AS TO THE
PAST, THE PRESENT OR THE FUTURE. THESE MATERIALS WERE DESIGNED FOR USE BY SPECIFIC PERSONS FAMILIAR WITH THE BUSINESS AND AFFAIRS OF THE COMPANY
AND ARE BEING FURNISHED AND SHOULD BE CONSIDERED ONLY IN CONNECTION WITH OTHER INFORMATION, ORAL OR WRITTEN, BEING PROVIDED BY US IN
CONNECTION HEREWITH. THESE MATERIALS ARE NOT INTENDED TO PROVIDE THE SOLE BASIS FOR EVALUATING, AND SHOULD NOT BE CONSIDERED A
RECOMMENDATION WITH RESPECT TO, ANY TRANSACTION OR OTHER MATTER. THESE MATERIALS DO NOT CONSTITUTE AN OFFER OR SOLICITATION TO SELL OR
PURCHASE ANY SECURITIES AND ARE NOT A COMMITMENT BY INCENTRUM GROUP TO PROVIDE OR ARRANGE ANY FINANCING FOR ANY TRANSACTION OR TO PURCHASE
ANY SECURITY IN CONNECTION THEREWITH. THESE MATERIALS ARE FOR DISCUSSION PURPOSES ONLY AND ARE SUBJECT TO OUR REVIEW AND ASSESSMENT FROM A
LEGAL, COMPLIANCE, ACCOUNTING POLICY AND RISK PERSPECTIVE, AS APPROPRIATE, FOLLOWING OUR DISCUSSION WITH THE COMPANY. WE ASSUME NO OBLIGATION
TO UPDATE OR OTHERWISE REVISE THESE MATERIALS. THESE MATERIALS HAVE NOT BEEN PREPARED WITH A VIEW TOWARD PUBLIC DISCLOSURE UNDER APPLICABLE
SECURITIES LAWS OR OTHERWISE, ARE INTENDED FOR THE BENEFIT AND USE OF THE COMPANY, AND MAY NOT BE REPRODUCED, DISSEMINATED, QUOTED OR
REFERRED TO, IN WHOLE OR IN PART, WITHOUT OUR PRIOR WRITTEN CONSENT.

INCENTRUM GROUP IS ENGAGED IN PRINCIPAL INVESTING AS WELL AS PROVIDING INVESTMENT, CORPORATE, FINANCING AND STRATEGIC ADVISORY SERVICES AND
OTHER COMMERCIAL SERVICES AND PRODUCTS TO A WIDE RANGE OF CORPORATIONS, GOVERNMENTS AND INDIVIDUALS, DOMESTICALLY AND OFFSHORE, FROM
WHICH CONFLICTING INTERESTS OR DUTIES, OR A PERCEPTION THEREOF, MAY ARISE. IN THE ORDINARY COURSE OF THESE ACTIVITIES, PARTS OF THE INCENTRUM
GROUP AT ANY TIME MAY INVEST ON A PRINCIPAL BASIS OR MANAGE FUNDS THAT INVEST, MAKE OR HOLD LONG OR SHORT POSITIONS, FINANCE POSITIONS OR TRADE
OR OTHERWISE EFFECT TRANSACTIONS, FOR THEIR OWN ACCOUNTS OR THE ACCOUNTS OF CUSTOMERS, IN DEBT, EQUITY OR OTHER SECURITIES OR FINANCIAL
INSTRUMENTS (INCLUDING DERIVATIVES, BANK LOANS OR OTHER OBLIGATIONS) OF THE COMPANY, POTENTIAL COUNTERPARTIES OR ANY OTHER COMPANY THAT MAY
BE INVOLVED IN A TRANSACTION. PRODUCTS AND SERVICES THAT MAY BE REFERENCED IN THE ACCOMPANYING MATERIALS MAY BE PROVIDED THROUGH ONE OR
MORE AFFILIATES OF INCENTRUM GROUP. WE ARE REQUIRED TO OBTAIN, VERIFY AND RECORD CERTAIN INFORMATION THAT IDENTIFIES THE COMPANY, WHICH
INFORMATION INCLUDES THE NAME AND ADDRESS OF THE COMPANY AND OTHER INFORMATION THAT WILL ALLOW US TO IDENTIFY THE COMPANY IN ACCORDANCE,
AS APPLICABLE, WITH THE USA PATRIOT ACT (TITLE ILL OF PUB. L. 107-56 (SIGNED INTO LAW OCTOBER 26, 2001)) AND SUCH OTHER LAWS, RULES AND REGULATIONS AS
APPLICABLE WITHIN AND OUTSIDE THE UNITED STATES.

WE DO NOT PROVIDE LEGAL, COMPLIANCE, TAX OR ACCOUNTING ADVICE. ACCORDINGLY, ANY STATEMENTS CONTAINED HEREIN AS TO TAX MATTERS WERE NEITHER
WRITTEN NOR INTENDED BY US TO BE USED AND CANNOT BE USED BY ANY TAXPAYER FOR THE PURPOSE OF AVOIDING TAX PENALTIES THAT MAY BE IMPOSED ON SUCH
TAXPAYER. IF ANY PERSON USES OR REFERS TO ANY SUCH TAX STATEMENT IN PROMOTING, MARKETING OR RECOMMENDING A PARTNERSHIP OR OTHER ENTITY,
INVESTMENT PLAN OR ARRANGEMENT TO ANY TAXPAYER, THEN THE STATEMENT EXPRESSED HEREIN IS BEING DELIVERED TO SUPPORT THE PROMOTION OR MARKETING
OF THE TRANSACTION OR MATTER ADDRESSED AND THE RECIPIENT SHOULD SEEK ADVICE BASED ON ITS PARTICULAR CIRCUMSTANCES FROM AN INDEPENDENT TAX
ADVISOR. NOTWITHSTANDING ANYTHING THAT MAY APPEAR HEREIN OR IN OTHER MATERIALS TO THE CONTRARY, THE COMPANY SHALL BE PERMITTED TO DISCLOSE
THE TAX TREATMENT AND TAX STRUCTURE OF A TRANSACTION (INCLUDING ANY MATERIALS, OPINIONS OR ANALYSES RELATING TO SUCH TAX TREATMENT OR TAX
STRUCTURE, BUT WITHOUT DISCLOSURE OF IDENTIFYING INFORMATION OR, EXCEPT TO THE EXTENT RELATING TO SUCH TAX STRUCTURE OR TAX TREATMENT, ANY
NONPUBLIC COMMERCIAL OR FINANCIAL INFORMATION) ON AND AFTER THE EARLIEST TO OCCUR OF THE DATE OF (I) PUBLIC ANNOUNCEMENT OF DISCUSSIONS
RELATING TO SUCH TRANSACTION, (II) PUBLIC ANNOUNCEMENT OF SUCH TRANSACTION OR (III) EXECUTION OF A DEFINITIVE AGREEMENT (WITH OR WITHOUT
CONDITIONS) TO ENTER INTO SUCH TRANSACTION; PROVIDED, HOWEVER, THAT IF SUCH TRANSACTION IS NOT CONSUMMATED FOR ANY REASON, THE PROVISIONS OF
THIS SENTENCE SHALL CEASE TO APPLY.

2

Disclaimer
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Canary presents an opportunity to invest in a world-class, industry-changing technology for
the treatment of TR, emulating the success of TAVR for the treatment of aortic stenosis
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Canary is Positioned to be the Leader in Transcatheter Tricuspid 
Valve Repair – The Next Cardiology Mega Market

EW Led the Last Big Revolution in
Cardio Devices with TAVR…

…Setting the Stage for the Next Big Revolution with Transcatheter 
Tricuspid and Mitral Valve Treatments

Canary's patented technology positions it for leadership in Tricuspid Valve Repair, mirroring the trail blazed 
by Edwards Lifesciences (EW) in Transcatheter Aortic Valve Replacement (TAVR)

Market Value ($bn)Sales ($bn)

Source: Canary, academic journals, Edwards Lifesciences’ filings, and FactSet.
(1) Canary has completed 6 total cases with one year follow-up to date with ongoing enrollment across 6 sites in Europe.



Aortic Stenosis Mitral Regurgitation
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An Innovative Solution to a Significant Unmet Medical Need… 
Tricuspid and Mitral Regurgitation affects more patients and is treated less often compared to Aortic 
Stenosis

Tricuspid and Mitral patients are in significant need of better treatment options

<10% Treated

Canary is initially 
targeting treatment 

of TR, with a gold 
standard 

annuloplasty 
solution

Tricuspid Regurgitation

1.2MM Patients in US(1) 4.1MM Patients in US(2) 4.2MM Patients in US(3)

~2% Treated <1% Treated

(1) Edwards Lifesciences and Stuge et al. Journal of Thoracic Cardiovascular Surgery 2006;132:1258-61.
(2) Calculated by taking the median of the implied percentage prevalence of TR and MR from studies by Singh, 

Topilsky, Suradi, Neovasc, Heartware, Nkomo, and Singh applied to the 2020 Demographic Analysis Estimates by 
Age and Sex. In: U.S. Census Bureau, 2020.

(3) Source: Canary.
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…Creating a Substantial Global Opportunity 

Abbott’s MitraClip only 
significant commercial 
repair device then
available for MR or TR

Worldwide Transcatheter TR & MR Market Size(1) ($ billions)

Canary is the developer of a percutaneous annuloplasty system with technical applications for tricuspid and 
mitral regurgitation, a potential $3.0bn global market by 2025, approaching the size of today’s $3.4bn TAVR 

market

With Canary technology, these market opportunities could grow significantly over and 
above current estimates below

(1) Edwards Lifesciences, 2020.
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Tricuspid and Mitral Valve Diseases

What are Tricuspid Regurgitation and Mitral 
Regurgitation? What Treatments are Currently Available?

 TR and MR are disorders in which the tricuspid or mitral 
valves do not close completely, causing some blood to 
reverse-flow back into the pumping heart chamber

 If severe regurgitation is left untreated, a patient’s 
mortality rate after one year increases to more than 
25%(2) for tricuspid regurgitation and 20%(3) for mitral 
regurgitation

 70% of patients diagnosed and only medically managed 
(i.e. no surgery or interventions) with severe TR die 
within 5 years(4)

 Open-heart surgery
− Annuloplasty ring is the preferred surgical therapy 

and gold standard for moderate-to-severe TR patients
− Patients that are too sick or too old to withstand 

open-heart surgery are left untreated
 Abbot’s MitraClip & TriClip

− May become new standard of care…
− … But not a full ring solution

 Valve technologies are being actively developed but 
hold limited promise for addressing the largest share of 
the tricuspid market

 Both valve replacement and leaflet plication limit the 
use for future therapies in cases of MR or TR recurrence

Cardiovascular diseases are the leading cause of death globally, claiming ~18 million lives per year(1)

Novel, transcatheter-based treatments are emerging as one of the most important MedTech growth markets. 
Competing efforts are inadequate and predicated on technology for the mitral valve.

(1) World Health Organization. 2017 figure – Cardiovascular diseases account for 31% of global deaths.
(2) TRI-REPAIR: 30-Day Outcomes of Transcatheter TV Repair in Patients With Severe Secondary Tricuspid Regurgitation; Georg Nickenig, University of Bonn Germany, Oct 24, 2017.
(3) Prevalence and Outcomes of Unoperated Patients With Severe Symptomatic Mitral Regurgitation and Heart Failure: Comprehensive Analysis to Determine the Potential Role of 

MitraClip for This Unmet Need; Sachin S. Goel, Samir R. Kapadia, et al.; Sep 11, 2013.
(4) Chorin E, Rozenbaum Z, Topilsky Y, et al. Tricuspid regurgitation and long-term clinical outcomes. European Heart Journal - Cardiovascular Imaging 2019; 21(2): 157-65.

Healthy Tricuspid Valve
Tricuspid Valve with 

Regurgitation into Atrium
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Canary's Percutaneous Annuloplasty System will be the First Full Ring 
Solution for Treating TR without Open-Heart Surgery

By harnessing the body’s natural healing process, Canary has the first and thus far only solution designed to 
overcome the challenges of dehiscence

The Canary System functions by implanting and later tightening an annuloplasty ring to restore proper 
functioning of the tricuspid valve, leveraging the body’s natural healing process
 The Ring Delivery System (RDS) delivers a small and flexible ring implant to the heart via the 

jugular vein – far less invasive and strenuous than traditional surgical procedures
 The RDS is positioned around the annulus of the valve and calibrated using fluoroscopy and 

echocardiography to assure optimal fit
 Following the attachment to the annulus, a cord tethered to the original implant site is left in place
 After a 90-day healing period, the Adjustment Tool (AT) delivers a proprietary locking clip that 

adjusts the ring to achieve the desired physiologic reduction of the annulus
 Patented healing process will prove to be an effective, safe, and durable solution to the challenges 

of treating TR and MR

Source: Canary.

Canary's percutaneous annuloplasty is designed to be less invasive than open-heart surgery, offer a 
shortened hospital stay and recovery, and provide equally effective therapy compared to the gold standard 

for TR treatment (surgery)

Ring 
Adjustment

Anchor
Encapsulation

Ring 
Implantation

Anchor
Attachment

Ring 
Encapsulation
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Advantages of Canary's Percutaneous Annuloplasty System

Safety

Source: Canary.

Canary's unique approach to anchoring an annuloplasty ring to the valve annulus will achieve the three 
essential requirements for a successful transcatheter valve repair device 

 Low-profile anchors 
 Reduce risk of damage 

to structures of heart
 Healing secures the 

ring implant

 Patented Ring Delivery System and Adjustment 
Tool designed to provide a familiar and easy-to-
use experience

 Single shot delivery
 Short procedure time

 Circumferential ring can be fully adjusted to 
provide optimal therapy

 Fixed internal cord designed to prevent further 
dilation for durable repair

Canary's Percutaneous 
Annuloplasty Ring

Edwards CardioBand Abbott TriClip

1

Ease-of-Use2

Predictable and Durable Results3

Competitive approaches do not provide a full-ring 
solution (gold standard for surgical therapy)

 Canary has taken procedure 
development one step further 
with its custom-built planning 
and analysis software 
reflecting Canary's deep roots 
in the 3D/4D anatomical 
analysis upon which its single 
shot delivery system is built

 Supports the operator with 
unique dynamic views of the 
patient’s heart to optimize 
the implant process

Proprietary Cloud Based Clinical Software



9

Canary’s Percutaneous Annuloplasty System Positioned to Become Gold 
Standard Treatment Option

Leaflet Plication Percutaneous Annuloplasty SystemOpen-Heart Ring Annuloplasty

Source: Canary.

Moving towards less invasive but proven therapies



Source: Canary.
(1) An early feasibility study (EFS) is a limited clinical investigation of a device early in development. It typically: enrolls a small number of subjects; is used to 

evaluate the device design concept with respect to initial clinical safety and device functionality; and may guide device modifications.
(2) US FDA = United States Food and Drug Administration.
(3) CE marking is the regulatory approval to commercially market a medical product within the European Economic Area (EEA). 10

Canary’s Path to Commercialization

2017-2019 2021 2022 2020

FDA approval and 
commercialization 
of tricuspid device

2023 2024 2025 

Develop / 
finalize 2nd

generation 
system

First-in-man 
trial with 1st

generation 
system

2nd gen. first-in-
human trial

Conduct early 
feasibility 

study(1) and 
design pivotal 

trial

Submit, enroll and conduct US FDA 
pivotal study(2); Submit, enroll and 

conduct trial for CE Marking(3)

FDA review; 
CE Mark 

review and 
approval 

2026 2027 2028

Approved 
for early 

feasibility 
study by 

FDA

3rd gen. first-in-
human trial



11

Unique Opportunity for Leadership in TR and MR Markets

 Significantly less invasive and safer than open-heart surgery 

 Complete, full ring solution using same functional mechanism as surgical annuloplasty for 
valve repair

 Harnesses the body’s natural healing process, mitigating common problems with 
alternative transcatheter-based technologies

 With a broad portfolio of issued patents, Canary has exclusive rights to the key features 
enabling its breakthrough solution for transcatheter valve annuloplasty, and a strong 
foundation for a portfolio of transcatheter atrioventricular valve repair and replacement 
products

Canary’s Novel 
Solution Superior 

to Alternatives

De-risked 
Technology

Large 
Addressable 

Market

Significant Unmet 
Clinical Need

 1-2% of TR and MR patients are currently treated(1),(2)

 Need is likely even greater than initially thought as studies show value of early 
intervention and prevention of TR before it reaches moderate to severe levels(3)

 Many patients cannot undergo current standard of care (open-heart surgery)  due to 
risks imposed

 Ongoing first-in-human trial for treatment of TR across 6 sites in the EU

 Six cases conducted to date with 1st generation delivery system

 New cases to use 2nd generation delivery system with broadened sizing matrix

 Early feasibility study approved by FDA in March 2021

 4.2MM potential patients for the treatment of TR in the US alone. In addition, a 
further 4.1MM suffer from MR

 Global revenue from current transcatheter devices for treatment of TR and MR 
expected to increase from $0.4bn in 2017 to $3bn in 2025(1)

‒ With Canary’s percutaneous annuloplasty system, these markets should increase 
substantially

(1) Edwards Lifesciences. 
(2) Canary.
(3) Pathogenic structural heart changes in early tricuspid regurgitation; Naohiko Nemoto, MD, Lesser, Pederson, et al. May 7, 2015.
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