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CLINICAL NEED

Catheterization and Cardiovascular Interventions 75:886-891 (2010)

CORONARY ARTERY DISEASE

Original Studies

Patients with Coronary Artery Disease Not Amenable to
Traditional Revascularization: Prevalence and
3-Year Mortality

Benjamin Williams,"? mp, Madhav Menon,' mp, Daniel Satran,"Z mp,
Daniel Hayward,' ms, James S. Hodges,'® o, M. Nicholas Burke," mp,
Randall K. Johnson,'# mp, Anil K. Poulose,' mp, Jay H. Traverse,'* mp,

and Timothy D. Henry,'?" mp
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TABLE lll. Reasons Precluding Revasculanzation in Group 6

Reason for no revascularization™ Number % (n = 33)

Chromic total occlusion 2:
Dittuse disease 1:
Collateral dependent perfusion 1<
Comorbidities

Multiple restenoses

Poor distal targets

-
5

“Patients could have more than one reason precluding revascularization.
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278.710 coronary angio
iIn 2013 (GISE data)

9730 NO OPTION patients




The CD 133 CELL as ADVANCED MEDICINAL PRODUCT
for MYOCARDIAL and LIMB ISCHEMIA

CIN 3 Endothelial
Progenitor cells

F
Resicdent cardiac stem Cardiom yocyie

cells recrurtment trans-differentiation

Endothelial Paracrine
differentiation mechanisms |

Pro-amprogenic Ploddulation of Matrix remeodeling
factors inflammation factors

Bongiovanni D, Scacciatella P, Pompilio G, et al.
Stem Cells and Development 2014
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PHASE | TRIAL OF ENDOCAVITARY INJECTION
OF BONE-MARROW-DERIVED CD133* CELLS IN
ISCHEMIC REFRACTORY CARDIOMYOPATHY
(RECARDIO trial)

Clinicaltrial.gov NCT02059681
Eudract: 2012-005267-27
Autorizzato da ISS e AIFA il 27/09/2013
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RECARDIO Trial. Inclusion Criteria

Heart Failure due to coronary artery disease not
amenable to revascularization (surgical or
percutaneous)

NYHA Ilb-IV and/or CCS IlI-IV

EF 20-45%

VO, max £ 21 mL/Kg/min

SPECT LV perfusion reversible defect 2 10%

=18 e < 75 years
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RECARDIO Trial. Criteri di Esclusione

ACS within 3 months

LV thrombosis

Malignant Arrhythmias

Severe Valvulopaty

Mechanical Aortic prosthesis

LV thikness <8 mm in the target zone
Previous transplant

Liver Disfunction (ALT/AST 3 x upper limit)
Renal Failure (creatinine > 2,5 mg/dL)
Haemorragic disease

Sepsis

Infectious disease (HIV, HBV, HCV, VDRL,
HTLV1-2)

Mieloproliferative disorders

Malignancy within 5 years
Immunosuppressive therapy

Pregnancy
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RECARDIO Trial. End point

SAFETY (primary)

MACE at 12 months:
Death
Myocardial infarction
Heart Failure (hospitalization)

Heart Perforation
SustainedVentricular Arrhythmias
Ectopic disease
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EFFICACY (secondary)

SPECT. Target zone perfusion
Increase  (Summed  Stress
Score, SSS) at 6 months

VO, max increase at 6 months




RECARDIO Trial. Flow chart
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RECARDIO Trial. Cell Factory

Cell Therapy LAB -
“Stefano Verri” Rl
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RECARDIO Trial. Operations
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RECARDIO Trial.
Helical Infusion System BioCardia

Morph® Universal Deflectable Guide Catheter
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RECARDIO Trial.
Helical Infusion System BioCardia
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RECARDIO Trial.
Helical Infusion System BioCardia
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RECARDIO Trial.
Cells Implantation. Target zone.

m Choice of target territory

SPECT Scan Ventriculography RAO/LAO
Drawing overlays

Navigation with fluoroscopic guidance
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RECARDIO Trial.
Cells Implantation. Target zone.
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RECARDIO Trial. 2/7/2015. 1° caso
Citta della Salute e della Scienza di Torino
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RECARDIO Trial. 2/7/2015. 1° caso
Citta della Salute e deIIa Suenza d| Torlno
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RECARDIO Trial. 2/7/2015. 1° caso
Citta della Salute e della Scienza di Torino
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RECARDIO Trial. 2/7/2015. 1° caso
Citta della Salute e della Scienza di Torino
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RECARDIO Trial. 2/7/2015. 1° caso
Citta della Salute e della Scienza di Torino

.

¢
Date: ou, o¥. 45 View: ~'30 Case ID: Site: BIOCARDIA, INC. Date:ag SHBvicw: LAORD Case ID:

What’s new in cardiac stem cells




RECARDIO Trial. 2/7/2015. 1° caso
Citta della Salute e della Scienza di Torino
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RECARDIO Trial. Preliminary Data

/ pts enrolled and treated

NO procedural MACE

NO events during follow up
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RECARDIO Trial. Preliminary Data

Paziente 1-001 PRE-OP POST-OP

Canadian Class 1l I
NYHA HI/TV 1
Nitrati 1/die

Test cardiopolmonare da sforzo 12,5

SSS 13

FE %

BNP
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RECARDIO Trial. Preliminary Data

Reversibility Extent (Jo)
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«....Generoso supporto alla ricerca scientifica...»
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