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Forward Looking Statements 
This presentation contains forward-looking statements that involve substantial risks and uncertainties. All statements, other than statements of historical facts, contained in this presentation, including statements regarding the potential 
of our Proprietary Ultra Low Temperature Cryoablation technology, the durability and reproducibility of the clinical data from our FULCRUM-VT pivotal study, our research, development and regulatory plans, and our strategy, future 
operations, future financial position, future revenues, projected costs, prospects, plans and objectives of management, are forward-looking statements. The words “anticipate,” “believe,” “estimate,” “expect,” “intend,” “may,” “might,” 
“plan,” “predict,” “project,” “target,” “potential,” “will,” “would,” “could,” “should,” “continue,” and similar expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these 
identifying words. These forward-looking statements speak only as of the date of this presentation and are subject to a number of known and unknown risks, assumptions, uncertainties, and other factors that may cause our actual 
results, levels of activity, performance, or achievements to be materially different from those expressed or implied by any forward-looking statements and which may be beyond our control. We caution you that these statements are 
based on a combination of facts and factors currently known and projections of the future, which are inherently uncertain. Factors that may cause actual results to differ materially from current expectations include, but are not limited 
to, the ability to implement business plans, forecasts and other expectations after the recently completed business combination, the outcome of any legal proceedings that may be instituted against us, the ability to recognize the 
anticipated benefits of the recently completed business combination, which may be affected by, among other things, competition, our ability to grow and manage growth profitability, and our ability to meet Nasdaq’s listing standards, 
risks that internal and external costs required for ongoing and planned activities may be higher than expected, which may cause us to use cash more quickly than we expect or change or curtail some of our plans, or both; risks that 
our expectations as to expenses, cash usage, and cash needs may prove not to be correct for other reasons such as changes in plans or actual events being different than our assumptions, our ability to achieve future financial 
targets, changes in our business or external market conditions, challenges inherent in developing, manufacturing, launching, marketing, and selling new products, interruptions or delays in the supply of components or materials for, or 
manufacturing of, our products, unanticipated increases in costs or expenses, continued or sustained budgetary, inflationary, or recessionary pressures, uncertainties in contractual relationships, reductions in research and 
development spending or changes in budget priorities by customers, uncertainties relating to our research and development activities, potential product performance and quality issues, and intellectual property risks. Risks regarding 
our business are described in detail in our Securities and Exchange Commission (“SEC”) filings, our Annual Report on Form 10-K for the year ended December 31, 2024, our Quarterly Report on Form 10-Q for the quarter ended 
March 31, 2025, and our other filings with the SEC, which are available on the SEC’s website at www.sec.gov. We may not actually achieve the plans, intentions or expectations disclosed in our forward-looking statements, and you 
should not place undue reliance on our forward-looking statements. Actual results or events could differ materially from the plans, intentions and expectations disclosed in the forward-looking statements we make. The forward-looking 
statements contained in this presentation reflect our current views with respect to future events, and we assume no obligation to update any forward-looking statements except as required by applicable law.

Management's Estimates 
We have based our estimates of the total addressable market and growth forecasts on a number of internal and third-party estimates and resources, including, without limitation, third party reports and the experience of the 
management team across the industries. While we believe our assumptions and the data underlying our estimates are reasonable, these assumptions and estimates may not be correct and the conditions supporting such assumptions 
or estimates may change at any time, thereby reducing the predictive accuracy of these underlying factors. In addition, the novelty of the markets for our products may make our assumptions and estimates more uncertain. As a result, 
our estimates of the total addressable market and growth forecasts for our products are subject to significant uncertainty and may prove to be incorrect. If third-party or internally generated data prove to be inaccurate or we make 
errors in our assumptions based on that data, the total addressable market for our products may be smaller than we have estimated, our future growth opportunities and sales growth may be impaired, any of which could have a 
material adverse effect on our business, financial condition and results of operations. 

Industry and Market Data; Trademarks 
Certain information contained in the presentation relates to or is based on studies, publications, statistics and surveys from third-party sources, and on our own internal estimates and research. In addition, all of the market data 
included in this presentation involves a number of assumptions and limitations, and there can be no guarantee as to the accuracy or reliability of such assumptions. While we believe that the third-party sources and our internal 
research are reliable, such sources and research have not been verified by any independent source. Any data on past performance or modeling contained herein is not an indication as to future performance. This information involves 
many assumptions and limitations, and you are cautioned not to give undue weight to such industry and market data. The information contained in the third-party citations referenced in this presentation is not incorporated by reference 
into this presentation. This presentation may include trademarks, service marks, trade names and copyrights of other companies, which are the property of their respective owners. The inclusion of particular trademarks, service marks, 
trade names and copyrights of other companies is not intended to, and does not, imply a relationship with us or our endorsement or sponsorship. We own or have rights to various trademarks, service marks, trade names and 
copyrights in connection with the operation of our business which are also included in this presentation. Solely for convenience, some of the trademarks, service marks, trade names and copyrights referred to in this presentation may 
be listed without the, ℠, ©, or ® symbols, but we will assert, to the fullest extent under applicable law, the right of the applicable owners, if any, to these trademarks, service marks, trade names and copyrights.

Disclaimer



EFFECTIVENESS AND SAFETY OF
ULTRA-LOW TEMPERATURE ABLATION
OF VENTRICULAR TACHYCARDIA IN
PATIENTS WITH STRUCTURAL HEART 
DISEASE: OUTCOMES OF THE PIVOTAL 
FULCRUM-VT TRIAL

Atul Verma, MD, McGill University Health Centre
on behalf of FULCRUM-VT investigators

THANK YOU TO ALL CO-INVESTIGATORS!
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MOTIVATION

• RF lesions – insufficient depth for effective endocardial-
only ablations in the ventricle

• Safe application of PFA to achieve deeper lesions in the 
ventricle is an open question

• Lack of universal approach (and approved devices) for 
ablations in both the ICM and NICM patients 

RF=Radiofrequency; PFA=Pulsed Field Ablation; ICM=Ischemic Cardiomyopathy; NICM=Non Ischemic Cardiomyopathy



ULTA SYSTEM DESIGN

• Console + 9 Fr bi-deflectable catheter
• 15 mm long ablation element, -120 C
• 8 electrodes for EGM, EAM, pacing 
• No irrigation

15 mm

Freeze Duration 
(sec)

Lesion Depth 
Range (mm)1

30 < 4
60 4-6
120 7-9
180 ≥ 10

ABLATION PROTOCOL
(freeze – thaw - freeze cycle)

1 Adagio Medical, Inc. MKT-086 Rev B. Data on file   

PURPOSE-BUILT FOR ENDOCARDIAL 
VENTRICULAR ABLATIONS

Fr=French; EGM=Electrocardiogram; EAM=Electroanatomical Mapping



ULTRA-LOW TEMPERATURE ABLATION

Ablative power to produce large footprint, depth-controlled endocardial lesions ≥10 mm, 
unaffected by the presence of the scar

PRE-CLINICAL LESIONS

Dewland T, et al. Ultra-low temperature cryoablation versus ultra-low temperature cryoablation combined with pulsed field ablation in a swine ventricular 
infarct model. JACC EP 2026



FULCRUM-VT TRIAL DESIGN

Study Design
• Single arm

• 209 patients

• 19 sites

• Endocardial access only 
(ablation or mapping)

Patient Population
• 20% ≤ LVEF ≤ 50%

• ICM

• NICM, incl. ARVC

• ≤ 1 prior VT ablation 
in last 2 years

Primary Endpoints
• Protocol-defined Major Adverse Events 

(MAEs) 0-7 days

• Acute non-inducibility of VTs targeted for 
ablation

• Freedom from sustained VT or appropriate 
ICD intervention without AAD escalation

EARLY FEASIBILITY 
PHASE

PIVOTAL ENROLLMENT
PHASE

20 PATIENTS
4 CENTERS

+189 PATIENTS
+15 CENTERS

THE FIRST IDE TRIAL OF A PURPOSE-BUILT VT ABLATION CATHETER

ICD= implantable cardioverter defibrillator; AAD=anti-arrhythmic drug 



PATIENT DEMOGRAPHICS
All patients ITT Cohort*

Number of Patients 209 157
Age 68 ± 11 y.o. 69 ± 10 y.o.
Male Sex 92.8% 94.3%)
BMI 30 ± 6 30 ± 6
Cardiomyopathy

ICM 64.1% 65.6%
NICM 30.1% 28.0%

both ICM and NICM 5.7% 6.4%
LVEF 35% ± 10% 35% ± 10%

≤ 30% 38.3% 36.3%
31-40% 33.0% 35.0%
41-50% 23.9% 24.8%

>50% 4.8% 3.8%
Congestive Heart Failure 75.6% 78.3%
History of AADs 90.4% 91.7%

Amiodarone 69.4% 71.3%

*Intention to Treat (ITT) Cohort 
excluded Early Feasibility Study 
(EFS) and Roll-in patients



PROCEDURAL DETAIL
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ICM NICM

ICM
n=103

NICM*
n=54

Lesions / patient 12 +/- 6 11 +/- 7
Total freeze time/lesion, min 4 +/- 1 4 +/- 1

ICM

NICM

NO  ABLATION-INDUCED VF 
OR MEANINGFUL EFFECT ON 
THE PERFORMANCE OF ICD 

CANS, PACING OR 
DEFIBRILLATION LEADS

*includes patients with combined NICM-ICM cardiomyopathy



PRIMARY SAFETY

• Primary Safety Endpoint: 2.4% (5/209)
• 2 (1.0%) device-related events

• 8% (17/209) rate of non-device, procedure-related 
events

EVENT DESCRIPTION # PATIENTS
Death 1 (0.5%)
Cardiac 
perforation/tamponade 2 (1.0%)

Cerebral infarct or 
systemic embolism 1 (0.5%)

Major bleeding requiring 
transfusion 1 (0.5%)

MAJOR ADVERSE EVENTS

OTHER PROCEDURE-RELATED
SERIOUS ADVERSE EVENTS*

EVENT DESCRIPTION # EVENTS

Access site complications 2

Fluid overload (HF) 1

PEA arrest 1

Cardiogenic shock 4

Infection/sepsis 1

Pericardial effusion 2

Cardiac perforation 1

Respiratory Failure 4

Hemoptysis 1

Total 17 (16 pts.)
* None of these events was adjudicated as 
definitely or probably device-related



ACUTE EFFECTIVENESS

• Primary Acute Effectiveness:

115

5

2

No VTs reinduced in post-ablation PES
Non-clinical VTs after post-ablation PES
Clinical VTs in post-ablation PES

94.3%
98.4%

- Full Success

157 patients

24 patients

133 patients

11 patients

296
Non-Inducible

122 patients
302 Target VTs

6
Re-Inducible

No VT induction after 
pre-ablation PES 

Post-ablation PES 
not performed

Post-ablation PES

- Clinical Success

PATIENT-LEVEL ACUTE SUCCESS98.0% 
(296/302) 



PRIMARY CHRONIC EFFECTIVENESS

Days From Index Ablation
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KAPLAN-MEIER FREEDOM FROM ANY VT RECURRENCE OR AAD ESCALATION

PRIMARY EVENTS, BY TYPE

Number of Events n=58
ICD Therapy (ATP or Shock) 54

ATP Only 32
ICD Shock 22

Monitoring Zone VT > 30 sec 3
AAD Escalation 1

59.0%

PRIMARY EFFECTIVENESS
PERFORMANCE

GOAL
MET

By Etiology p-value
ICM 58.0% 0.938NICM* 59.3%


*includes patients with combined NICM-ICM cardiomyopathy

ATP=anti-tachycardia pacing



EFFECTIVENESS BY ETIOLOGY

ICM: 60.7%

NICM*: 63.2%

p=0.893

ICM: 84.0%

NICM*: 84.5%

Days From Index Ablation Days From Index Ablation
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K-M FREEDOM FROM ANY ICD THERAPY: 61.8% K-M FREEDOM FROM ICD SHOCK: 84.3%

p=0.970

IDENTICAL EFFECTIVENESS for both ICM and NICM patients



REDUCTION IN VT BURDEN

-75 -50 -25 0 25 50 75

VT BURDEN PRE- AND POST-ABLATION*
0 25 50 75255075

PRE-ABLATION POST-ABLATION

3 (1,7) 0 (0,1)
MEDIAN (IQR) MEDIAN (IQR)

p<0.001

PATIENTS WITH ICD SHOCK*
POST-ABLATION

* 85 patients with > 150 days of ICD data in both pre- and post-ablation

: 81%
: 82%

ICM

NICM



REDUCTION IN AAD USE

0%
10%
20%
30%
40%
50%
60%
70%
80%
90%

100%

Baseline Post-procedure 6 months

New Rx Dose Increase Baseline Dose

Dose Decrease No Rx

AMIODARONE USE*

28%

72%

36%

* 137 patients in study through 6 months follow-up

•72% of patients are 
free or on reduced dose of 
amiodarone 

•60% relative reduction 
in amiodarone use 

AT 6 MO



30-DAY RE-ADMISSIONS

(5/152)

(2/152)

1Cheung et al. Circ Arrhythm Electrophysiol. 2018;11:e006754
2Tan MC et al. Journal of Interventional Cardiac Electrophysiology (2024) 67:513–521
HF=heart failure

Literature 
Reported1,2 FULCRUM-VT

VT 7-8% 1.9% (3/154)
HF 2-3% 1.3% (2/154)
All-cause 14-19% 8.4% (13/154)



FULCRUM-VT EXPANSION TRIAL

1st Gen 2nd Gen
Sheath compatibility 9 Fr 8.5 Fr
Shaft stiffness profile Uniform Variable
Bi-directional deflection F/F D/F
Ablation element length 15 mm 12 mm
Number of electrodes 8 6
# of freezes per lesion 2 1

FREEZE TIME PER LESION REDUCTION*

2nd vs 1st GENERATION OF ULTA CATHETER

NOW ENROLLING
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* K. Dyrda et al. Initial Pre-Clinical Evaluation of the Augmented Ultra-Low Temperature 
Cryoablation Catheter for Ventricular Ablations. J Cardiovasc Electrophysiol 2026
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CONCLUSIONS

• Endocardial ablation only, one-third non-ischemic CM
• 2.4% primary safety event rate
• 59% freedom from ANY VT recurrence or AAD escalation
• 84% freedom from ICD shock
• Equivalent outcomes in ischemic and non-ischemic CM
• Median burden 3 → 0 pre- to post-ablation
• 72% free from or on reduced dose of amiodarone
• Objective standards to compare VT outcome trials

THE FIRST IDE FOR PURPOSE-BUILT VENTRICULAR CATHETER
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