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Presentation Content
No part of this presentation or the information herein may be reproduced, photocopied, redistributed or passed on, directly or indirectly, to any other person, or 
published, in whole or in part, for any purpose without the consent of BioCardia, Inc.

Disclaimer
This presentation contains forward-looking statements that are subject to many risks and uncertainties.  The words “anticipate,” “believe,” “continue,” “could,” 
“estimate,” “expect,” “intend,” “may,” “plan,” “potential,” “predict,” “project,” “should,” “target,” “would” and similar expressions are intended to identify forward-
looking statements, although not all forward-looking statements contain these identifying words. Such statements are subject to numerous important factors, risks 
and uncertainties that may cause actual events or results to differ materially from current expectations and beliefs.  These factors include, but are not limited to, 
those found in our documents filed with the Securities and Exchange Commission, including our recent filings on Form 8-K, Form 10-K and Form 10-Q, particularly 
any statements under the caption entitled “Risk Factors” therein.  Any forward-looking statements contained in this presentation speak only as of the date hereof, 
and the Company specifically disclaims any obligation to update any forward-looking statements, whether as a result of new information, future events or otherwise.

We own or have rights to various trademarks, service marks and trade names that it uses in connection with the operation of its business. This presentation also 
contains trademarks, service marks, trade names and copyrights of third parties, which are the property of their respective owners. The use or display of third 
parties’ trademarks, service marks, trade names or products in this presentation is not intended to, and does not imply, a relationship with us, or an endorsement or 
sponsorship by or of us. Solely for convenience, the trademarks, service marks, trade names and copyrights referred to in this presentation may appear without the 
TM, SM, ® or © symbols, but such references are not intended to indicate, in any way, that we, or the any third-party will not assert, to the fullest extent under 
applicable law, their rights or the right of the applicable licensor to these trademarks, service marks, trade names and copyrights.

The market data contained herein is derived from various internal and external sources. All of the market data in the presentation involves a number of assumptions 
and limitations, and there can be no guarantee as to the accuracy or reliability of such assumptions. Further, no representation is made as to the reasonableness of 
the assumptions made within or the accuracy or completeness of any projections or modeling or any other information contained herein. Any data on past 
performance or modeling contained herein is not an indication as to future performance. We assume no obligation to update the information in this presentation.

Presentation Content and Disclaimer
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• 56.2 million people worldwide have HF. 1

• In the United States, HF costs are projected to 
increase to $70 billion in 2030, half related to 
hospitalization.1

• In Japan, one million patents have heart failure 
with 31 to 47% having ischemic etiology2and it is 
considered a national priority.

• Despite guideline directed medical therapy: 
• High mortality: 50% mortality at five years3   
• Frequent hospitalizations
• Significant quality of life impairment

• No therapies directly address myocardial 
microvascular dysfunction and its impact on  
adverse remodeling.

Problem: Heart failure, a disease with enormous unmet need

3

Sources of data:   
1. Martin et al 2024 Heart disease and statistics from the American Heart Association
2. Heart failure epidemiology and novel treatments in Japan: facts and numbers Masaaki Konishi, European Heart Journal 2016.,
3. EMPOROR -Reduced Trial, NEJM, 2020.
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Potential Solution:  Enhancing Microvascular Function

4

Silva et al. Tex Heart Inst J (2011);38(3):219-24.
Takahashi, M. et al. (2006) Am J Physiol Heart Circ 291:H886-H893.

 New mechanism of action:
o improve microvascular capillary density 
o reduce fibrosis
o prevent adverse remodeling 

 Mechanism driven primarily by cell mediated paracrine signaling
 Not intended to regenerate new myocardium 
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Proprietary Regenerative Medicine Platform Overview

5

 CardiAMP® Autologous Mononuclear Cells
     (lead program, utilizes delivery) 

 CardiALLO  Allogeneic Mesenchymal Cells
     (earlier stage, also utilizes delivery)

 Proprietary Delivery Systems 

     Transendocardial catheter-based local delivery technology
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CardiAMP® Cell Therapy: Lead Program
FDA Breakthrough Designation / Has CMS Reimbursement

6

Autologous Cell Therapy For ischemic HFrEF
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FDA Breakthrough Device Designation granted based on results from Phase I 
and II trials.

CMS Reimbursement Code C9782 for CardiAMP Cell Therapy for both treated 
and control patients at $20,000  ($35,000 for a treatment and a control)

Open label clinical trial on 20 patients  (NCT00507468) 1 

• Safety, Early Efficacy

Double-blind controlled clinical trial in 33 patients  (NCT00768066) 2, 3

• Safety and  Efficacy signals

Double-blind controlled clinical trial in 125 patients (NCT02438306) 4,5

• Efficacy in patients having elevated biomarkers of heart stress (NTproBNP)
Japan’s Pharmaceutical and Medical Device Agency  has indicated that this 
clinical data is likely sufficient for regulatory approval.

Actively enrolling in USA at four centers.

CardiAMP System Development Status  
198 Procedures and Counting

CardiAMP HF Ph III 
Cell Therapy Trial

TAC-HFT Ph II
Cell Therapy Trial

1. De la Fuente, Eurointervention 2011, 
2. Wong Po Foo WCRM 2015, 
3. Heldman JAMA 2014.
4. Raval ACC 2025.
5. Raval THT 2026.

TABMMI Ph I 
Cell Therapy Trial

CardiAMP HF 2 Ph III 
Cell Therapy Trial
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CardiAMP Key clinical insights

8

 Benefit seen across patients in three trials*
• Reduced mortality and non-fatal major adverse cardiac events
• Improved heart function 
• Improved quality of life

 Heart failure patients are heterogeneous
Analysis suggests greater benefit in patients with both high concentrations of 
important cell types and evidence of active heart stress.
• Proprietary patient Cell Population Analysis (CPA) may be used to define 

dosages 
• Biomarkers for heart stress (NTproBNP) identify responder population

 Strategic direction
o Focus on precision-defined patient populations
o Once approved, Japan support to be top priority 

* Details on clinical trial results provided on website and manuscripts available on request.
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CardiAMP HF Phase III Results in Patients with NTproBNP/BNP >500 pg/ml
Composite outcome of three tiers – all benefit treatment

Tier 3
6MWD

+14m  +0m

WR=1.61
CI 0.84-3.08

 p=0.15

MLHFQ
9.9 pts 

improvement
WR=2.02 

CI 1.01- 4.03
p =0.04

A     C A     C

A = Active treatment group
C = control placebo procedure group

HTx = Heart Transplant; LVAD = Left ventricular Assist Device; MACE 
= Major Adverse Cardiac Event; 6MWD = six minute walk distance ; 
MLHFQ = Minnesota Living with Heart Failure Quality of Life; WR = 
Win Ratio ; CI = Confidence Interval; NTproBNP = Biomarker of heart 
stress
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p= 0.02* p= 0.01*

n=22
n=35

n=22
n=35

LVEDVi LVESVi

CardiAMP HF Phase III Results in Patients with NTproBNP/BNP >500 pg/ml
Left Ventricular End Diastolic Volume Index (LVEDVi) and Left Ventricular End Diastolic Volume 
Index (LVESVi) show prevention of negative heart enlargement.  This has long been known to 
align with positive outcomes.**

** Kramer DG et al Quantitative Evaluation of Drug or Device Effects on Ventricular Remodeling as Predictors of Therapeutic 
Effects on Mortality in Patients With Heart Failure and Reduced Ejection Fraction: a Meta-analytic Approach JACC 2010  
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CardiAMP HF Pathways to Approval and Reimbursement
JAPAN 

 Japan Pharmaceutical and Medical Devices Agency (PMDA) has said they are likely 
to accept existing evidence of safety and efficacy as sufficient for market release.
o Initial indication identical to CardiAMP HF Trial with elevated NTproBNP.

o PMDA Submission ~ 6 months.
o Approval ~12 months after submission.
o Initial CardiAMP indication ~20,000 patients / year; previous cardiac cell 

therapy in Japan reimbursed at $124,000
o Post marketing study with CV societies (with reimbursement)

Japan 
Heart Failure 

Society

Cardiovascular 
Interventional 
Therapeutics 

(CVIT)
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 Target initial population for CardiAMP cell therapy
o In Japan, total ischemic HFrEF patients are ~ 300,000 and anticipate ~20,000 initial 

reachable patients with unmet need as discussed with PMDA.  Previously Heartsheet, a 
cardiac cell therapy was reimbursed at $124,000.

o In Japan, there is potential  to exceed ramp of transcatheter aortic valve replacement 
(TAVR) cases which rose from 925 to 7,778 in  5 years, exceeding the growth rate of TAVR 
in the USA over the same period.  The number of hospitals performing TAVR increased 
drastically from 15 to 170 in the same period.  TAVR competed with surgical valve 
replacement.  CardiAMP addresses unmet clinical need.

Tentative timelines with Post Marketing Surveillance Studies (PMSS)

1. Kaneko T, et al. Practice Patterns and Outcomes of Transcatheter Aortic Valve Replacement in the United States and Japan: A 
Report From Joint Data Harmonization Initiative of STS/ACC TVT and J-TVT. J Am Heart Assoc. 2022 Mar 15;11(6):e023848. 

2026 2027 2028 2029

Japan Submission Approval Commercial/PMS Commercial/PMSS

CardiAMP HF Pathways to Approval and Reimbursement
JAPAN 
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 Target initial population for CardiAMP cell therapy
o Patients with ischemic heart failure, on guideline directed medical therapy but still having 

biomarker evidence of active heart stress ~ 1 million patients in USA 1, 2 

o Reimbursement in USA is currently $20,000 per treated patient, while investigational.

 FDA Breakthrough Designation
 FDA supportive that CardiAMP HF II Trial could be sufficient for a successful 

Premarket Application (PMA) submission.  
 FDA supportive of endpoint.
 Discussions ongoing.

1. Martin et al 2024 Heart disease and statistics from the American Heart Association
2. Vedin 2017 Significance of Ischemic Heart Disease in Patients With Heart Failure and Preserved, Midrange, and Reduced Ejection 

Fraction

CardiAMP HF Pathways to Approval and Reimbursement
USA
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Ongoing Confirmatory CardiAMP HF II Clinical Trial
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 Double Blind Procedure Placebo Controlled Randomized (1:1) Trial (NCT06258447)
o NYHA Class II and III, EF< 40%, Ischemic etiology, with elevated NTproBNP 
o Patients on stable Guideline Directed Medical Therapy
o One month screening to baseline delay to address Hawthorne Effect
o Finkelstein Schoenfeld composite endpoint including: Mortality, Major adverse cardiac 

events, Quality of life measures 
o Power of 80% with 160 patients
o Up to 250 patients at up to 40 centers

• 4 World Class centers activated and enrolling
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CardiALLO Allogeneic Cell Therapy Strategic Optionality

15

 Donor derived mesenchymal cells 
manufactured and cryopreserved for 
therapy
o Potential advantages

 Off the shelf availability – 
reduces clinical procedural 
logistics

 No need for performing a 
tissue collection on treatment 
day

 Limits patient to patient 
variation of therapy

 Single donor creates a cell bank 
for multiple patients.

o Clinical development focused on 
safety and biological activity

o 48 Patients treated in three trials to 
date – all with positive results
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Delivery as a Differentiator

16

Precision Transendocardial Delivery

• Proprietary catheter-based delivery 
systems

• Designed for targeted myocardial 
injection

• Delivery quality recognized as a key 
variable in cardiac cell therapy outcomes

• DeNovo Approval Pathway Possible 
based on May 2026 FDA PreSub.
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 Exclusive rights to over 60 patents and patent applications in USA, Europe, China, India, and 
Japan with goal to protect the company’s platform and therapeutic initiatives.

Intellectual Property Overview

17
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Executive Management Team

1818

Peter Altman David McClung Debby Holmes-
Higgin

Edward Gillis Farhan Shahib

CEO CFO VP Clinical SVP Devices VP of Quality

Board of Directors:
 Andrew Blank, Chairman of the Board, CEO Archive America, Board Member Neumentum
 Jay Moyes, Chairman Audit Committee, Board Member Puma Biotechnology, Inc.
 Simon Stertzer, M.D., Professor of Medicine Cardiology Emeritus, Stanford
 Martin Slosman, CEO, InspireMD
 Bill Facteau, CEO Earlens, Board member Aerin Medical
 Jim Allen, CEO United Toll Systems, LLC. 
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Financial Data and Significant Anticipated Catalysts
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11.0 M shares of common stock issued 
and outstanding.

7.9 M Warrants outstanding at 
weighted average of $1.88 strike price.

Year 
Ended

Year
Ended

Year
Ended

2023
($ mm)

2024
($mm)

2025
($mm)

Net Loss $11.6 $7.9 $8.2
Cash used in 
operations $10.0 $8.0 $7.4

Cash & 
Equivalents $1.1 $2.4 $2.5

Debt N/A N/A N/A

NASDAQ: BCDA

CardiAMP Cell Therapy
Q2 ‘26 Data Readout EuroPCR in 2nd Indication
Q3 ‘26 Peer Reviewed Manuscript
Q4 ‘26 Japan PMDA Submission for Approval
Q4 ‘27 Japan Approval
Q3 ‘28 HF II completes enrollment
Q3 ‘29 HF II Topline Data

Helix Delivery
Q2 ‘26 FDA Pre-Sub Amendment

Heart3D Fusion Imaging
Q4’26 First in Man

No milestones on CardiALLO platform or 
Morph DNA platform are being detailed 
at this time.
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