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Investment Highlights 
Heart Disease ï Treating the Underlying Issue. BioCardia strongly believes that stem 

cells have the power to change the course of cardiovascular disease. This may occur as 

a result of the trophic effects of these cells when administered directly into the local 

environment (heart muscle). The cells act like micro-drug factories secreting factors that 

help to reduce inflammation, reduce scarring, and promote micro-angiogenesis 

(formation of new blood supply to the tissue). In doing such, it is hoped in the case of 

an acute ischemic event that the cells can help limit the initial damage and, in the case 

of chronic disease, may help to arrest the damage, even reverse it partially. 

 

Autologous vs. Allogeneic: BioCardia is developing treatment using both autologous 

and allogeneic cells. BioCardia developed a diagnostic assay to determine which 

treatment is best suited for each patient. Autologous stem cell therapy is the companyôs 

leading product, CardiAMP, which is currently in a pivotal Phase 3 trial. Through 

CardiAMP, the patientôs own bone marrow is extracted and is directly administered to 

the patientôs heart to allow the most efficacy. If a patients CD34 cell count does not 

reach the requirement for CardiAMP, BioCardia can offer CardiALLO. CardiALLO 

stands out as an allogeneic stem cell therapy that is based on donated marrow. 

CardiALLO is designed to be a fast follower behind CardiAMP.  

Whatôs New? As the company plans its next generation of cell therapy, it's building the 

science to develop a differentiated allogeneic product (marrow-based cells), in 

CardiALLO. The specific MSCs used in BioCardia's allogenic cell therapy are expanded 

from cells selected for the presence of the NK1 receptor, which is known to bind to 

substance P, an important neuropeptide associated with inflammation throughout the 

body and a primary mediator of inflammation in the airways. Preclinical data (N=26 

animals), were treated with both low dose and high dose NK1R+ MSC, 

echocardiographic measures of cardiac ejection fraction, fractional shortening and 

cardiac outflow were meaningfully improved, with all three measures being statistically 

significant for both dosage levels over control animals. 

 

Risks: Partnership risks, Commercialization risks, Financial risks, Clinical and 

Regulatory risks, and Legal and Intellectual Property risk. 

 

BioCardia Inc. (BCDA-NASDAQ) 

 
BUY: Extends the runway with a $10M Raise 

    
BioCardia last month successfully closed a public offering of 4.7M shares of common 

stock (at $2.10 per share).  We have updated our model accordingly. Our model 

assumes dilution, and as such, this raise has no impact on our price target. The 

CardiAMP Heart Failure Trial has now resumed, and the first patient procedure has 

been completed (since elective procedures were paused due to COVID-19).  We also 

note the pivotal trial for CardiAMP is beginning. Recall that CardiAMP is an 

autologous cell therapy being evaluated for refractory angina. 
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Delivery Matters. One of the characteristics that differentiates BioCardia from competitors in the field is the way the cells are delivered. 

The cells are administered directly to the patientôs heart through the use of their Helix Biotherapeutic Delivery System and the Morph 

steerable guide. The end result is that more cells stay where they are needed versus other systems where the majority of cells are washed 

away in the dynamic blood flow associated with the heart. See Exhibit 5. Cell Quality Matters Too. BioCardia is talking more and 

more about its potency assay and the ability to determine in advance of therapy that cells are consistent and viable with its requirements. 

See Exhibit 8. 

Roughly $20B is spent per year for hospitalization costs. Following an operation done on a patientôs heart, on average, they are in 

the hospital for three to four nights spending at least $10,000 a night. CardiAMP can allow the patient to be released the same day with 

anticipated savings for the system of  up to $40,000 of unwanted hospital costs. Cell Therapy represents the ability to intervene in heart 

failure outside of treatment paradigms that exist today. See Exhibit 2. 

BioCardia is Assisted. The company is conducting numerous clinical trials in heart disease and specifically heart ischemia. Focusing 

on heart failure consumes a significant amount of a companyôs resources. BioCardia gets an extra hand as the Centers for Medicare & 

Medicaid Services (CMS) has funded the ongoing Phase 3 trial of CardiAMP cell therapy system in ischemic heart failure. 

Autologous vs. Allogeneic: BioCardia is developing treatment using both autologous and allogeneic cells. BioCardia developed a 

diagnostic assay to determine which treatment is best suited for each patient. Autologous stem cell therapy is the companyôs leading 

product, CardiAMP, which is currently in a pivotal Phase 3 trial. Through CardiAMP, the patientôs own bone marrow is extracted and 

is directly administered to the patientôs heart to allow the most efficacy. If a patients CD34 cell count does not reach the requirement for 

CardiAMP, BioCardia can offer CardiALLO. CardiALLO stands out as an allogeneic stem cell therapy that is based on donated marrow. 

CardiALLO is designed to be a fast follower behind CardiAMP.  

Phase 3 Update: DSMB Sayôs No Safety Issues ï Recommends that the trial should continue: BioCardia announced that the 

independent Data Safety Monitoring board (DSMB) has completed its prespecified data review for the Phase 3 pivotal CardiAMP Heart 

Failure Trial, which included safety follow-up results on 35 patients and all additional data available on the 50 patients randomized in 

the trial as of the end of August. The DSMB indicated there were no safety concerns with the CardiAMP study results and recommended 

that the trial continue, as planned. The trial is an ongoing multi-center, double-blinded, randomized (3:2), sham-controlled pivotal 

CardiAMP Heart Failure Trial that is expected to enroll 260 patients at up to 40 centers nationwide. The trial's primary efficacy endpoint 

is Six Minute Walk distance at 12 months' post-treatment, a measure of a patient's exercise capacity, and incorporates the impact of 

MACE and other clinically meaningful events. Secondary efficacy endpoints include quality of life as measured by the Minnesota Heart 

Failure Quality of Life self-assessment, and superiority relative to MACE and survival. 

Valuation:  Our product models run out to the year 2030. For CardiAMP and CardiALLO and all the related cardiac indications, each 

of which represent blockbuster markets, we haircut the revenues by 70% (assume only a 30% probability of success). In addition, in our 

free cash flow (FCFF), discounted EPS (EPS), and sum-of-the-parts (SOP) models we apply a risk rate (r) of 30% on-top of the 90% 

risk cut in our models. Our share count is projected for 2030 and assumes multiple raises. Our models are then equal weighted, averaged 

and rounded to the nearest whole number to derive our 12 months price target of $24.00.  See the Valuation section in this report for 

some comparable valuations and recent transactions. 
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Exhibit 1.  We view BioCardia as a unique company in the world of stem cells as the company has ñThe Best of Both Worldsò, 

that is an  Autologous and an Allogenic approach. A patient assay can determine if a patientôs own cells are viable to treat disease and 

select which therapy is best for each individual patient.  

  

Source: BioCardia July 2019 Presentation.   
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Company Overview 

BioCardia is a clinical stage regenerative medicine company developing therapies for cardiovascular diseases. It is well known that the 

cardiovascular market has large unmet medical needs and BioCardia believes CardiAMP and CardiALLO are part of the solutions for 

patients following a heart attack and or diagnosed with chronic myocardial ischemic  and or ischemic related cardiac disease. The 

companyôs lead program, CardiAMP, incorporates a proprietary molecular model in order to determine if a patientôs own bone marrow 

qualifies as a candidate for this therapy. The company hopes with this therapy  to improve the quality of life for patients following 

treatment for heart disease. CardiAMP was designed to be delivered in a 60-90-minute procedure. CardiALLO is an option for those 

patients who are not able to produce enough viable cells to manufacture CardiAMP. Both heart failure trials, BCDA-01 and BCDA-02 

have been supported by CMS (Medicare) which has offset the financial burden for expensive HF trials. The interest in cell-based therapy 

for heart failure is rising for multiple reasons including the lack of adverse events, high safety profile, and its ability to change the 

treatment paradigm in cardiovascular disease. 

  

Exhibit 2.  Role of Cell Therapy in Clinical Course of Heart Failure 

 

Source: Modified from Decision Making in Advanced Heart Failure, A Scientific Statement From American Heart Association, Circ 2012  

Exhibit 3.  Upcoming Catalysts for BioCardia 

 
Source: Dawson James and BioCardia 

 

.  

 

  

Product Indication Event Timeline Impact

BCDA-01: CardiAMp Cell Therapy Ischemic Heart Failure Complete enrolling pivotal Phase 3 trial 2H20 ++

BCDA-01: CardiAMp Cell Therapy Ischemic Heart Failure Complete Phase 3 and submit for US and EU approval 3Q21 +++

BCDA-01: CardiAMp Cell Therapy Ischemic Heart Failure Approval and Launch 2H22 +++

BCDA-02: CardiAMP Cell Therapy Chronic Myocardial Ischemia Complete enrollment for pivotal Phase 3 2H22 ++

BCDA-02: CardiAMP Cell Therapy Chronic Myocardial Ischemia Complete Phase 3 and submit for US and EU approval 4Q23 +++

BCDA-02: CardiAMP Cell Therapy Chronic Myocardial Ischemia Approval and Launch 1Q24 +++

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Seek Orphan Status 2021 +

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Phase 1/2 Investigational New Drug approved 4Q19 +

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Begin enrollment of Phase 1/2 Study 3Q20 +

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Complete enrollment for Phase 1/2 trial 3Q22 ++

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Complete study and file for pivotal Phase 3 trial 3Q23 ++

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Begin enrollment of pivotal Phase 3 trial 4Q23 ++

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Complete enrollment of Phase 3 trial 2H25 +++

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Complete Phase 3 and submit for US and EU approval 3Q26 +++

BCDA-03 CardALLO Cell Therapy Ischemic Heart Failure Approval and Launch 1Q27 +++

Stock Significance Scale: + of moderate importance; ++ higher level; +++ highly

http://www.dawsonjames.com/
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Exhibit 4.  Advanced clinical pipeline 

 

Source: BioCardia Presentation.  

Exhibit 5.  Performance of CardiAMP Cell Delivery with Proprietary Helix  ï The Ability to Deliver and Retain Dose on Target 

 

Source: Mitsutake et al, Int.Heart J. (2017), Duckers H et al, Transcatheter Therapeutics 2018.  
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Exhibit 6.  Mechanistic basis for regeneration. Transplanted cells are hypothesized to benefit the heart through direct and 

indirect pathways. 

 

Source: BioCardia July 2019 Presentation.  

Exhibit 7.  Investigational CardiAMP  (Autologous Model) cell therapy system, from collection and screening to delivery with a 

specialized catheter. 

 

Source: BioCardia July 2019 Presentation.  
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Exhibit 8.  Potency Assay ï Cell Quality Matters  

 
Source: BioResearch Open Access, Volume 4.1, 2015 

 

 

Exhibit 9.  Investigational CardiAMP cell therapy system pre-procedure screening selects patients likely to respond to 

CardiAMP.  

 

Source: BioCardia July 2019 Presentation.  

  

http://www.dawsonjames.com/


 

   www.dawsonjames.com                     

 

 

 

BioCardia Inc.                             7 / 7 / 20                           Page 8  of 18  

Exhibit 10.  On All Key Metrics (used for approval by regulators), CardiAMP has Shown Improvement. 

 

Source: BioCardia July 2019 Presentation. 

Exhibit 11.  Transendocardial Autologous Cells in Heart Failure Trial (TAC -HFT)   

 

Source: BioCardia July 2019 Presentation.  
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