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Interventional Cardiology

A Prospective, Randomized Clinical Trial of Hemodynamic
Support With Impella 2.5 Versus Intra-Aortic Balloon Pump
in Patients Undergoing High-Risk Percutaneous
Coronary Intervention

The PROTECT 1I Study

William W. O'Neill, MD; Neal S. Kleiman, MD; Jeffrey Moses, MD;
Jose P.S. Henriques, MD, PhD; Simon Dixon, MBChB: Joseph Massaro, PhD; Igor Palacios, MD;
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Pamela S. Douglas, MD; Magnus Ohman, MD

« Afo 2012

« 450 pts con TCI/3Vy FEVI <35%

* Impella 2.5 vs BCIAO

* MACE: Muerte + IAM + ictus +
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Improved outcomes in patients with severely

depressed LVEF undergoing percutaneous
Fu coronary intervention with contemporary

Cor practices
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Extent of revascularization

In protected high risk PCI, minimalistic
revascularization plans are not sufficient and a certain amount of
myocardium needs to be revascularized in order to positively affect
clinical outcome

Quality of revascularization

Im the P-Ill trial, a higher percentage of atherectomy, and longer duration of
Impella support is associated to more complete revascularization with
improved survival following protected high-risk PCI

Single or staged PCI procedure

Volume of contrast medium, length of fluoroscopy, and renal insufficiency
are the main reasons for staging a procedure
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 Asistencia ventricular de flujo continuo-microaxial
« Permite aportar 3-4 L/min para un soporte completo

-
o
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Asiste y Desc a rg a: IABP Partial Impella Total Impella VA-ECMO
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/ F S S
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TA media (TAD) Fisiologicamente atractiva para HRPCI:

* Soporte 3-4L si deterioro
hemodinamico grave o arritmias
ventriculares

* Flujo coronario para evitar deterioro
hemodinamico

 t  Flujo coronario:
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Enhanced pigtail

Tapered (kink resistant) base made of a single material with gradual
change in stiffness

8th Gen

Previous

1

(Or— Optical Placement Sensor

O——— Micro-Axial Mator

Blood Iniet Area

Catheter Diameter: 9 Fr
Peak Flow up to &.3L/m

Blood Outlet Area

14 Fr Pump Motor
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Enhanced pigtail COﬂCl USién

Tapered (kink resistant) base made of a single material with gradual
change in stiffness

8th Gen

Previous

9th Gen

— | * Monorrail
« Guia 0,018"

* Transvalvulary

Catheter Diameter: 9 Fr
Peak Flow up to 4.3L/m

(O Optical Placement Sensor

O——— Micro-Axial Mater

Blood Qutlet Area

14 Fr Pump Motor
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Blood Outlet Area

14 Fr Pump Motor
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Ventajas Introductor en HRPC|
Introductor largo
Mantener el introductor 14F durante la HRPCI
Sacar el Impella CP a través del 14F al finalizar

la HRPCI
Cierre femoral del 14F sin usar el sistema peel-

away
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Single-Access ICP con
Impella CP®

PCl Access Site Options

* Peel-away 14F
« Guia 0.035"
* Dos longitudes:
* 13cm
« 25cm
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Single-Access ICP con
Impella CP®

PCl Access Site Options

3 GX Lower Coefficient
. of Friction*

Low Profile 2 X Higher
Companion Crush Force*

| 30 -
TF x 30ecm \ .3 Fr thE::'eI;iameter*
3.01mm
Yes
Yes

Yes
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Curva de la guia Intercambio Pigtail Avance del Impella
en apex CP al apex
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e P medida en aorta
« P estimada en VI;
/ » GC estimado nativo y total

Blood Iniet Area

« Transvalvulary

Catheter Diameter: 9 Fr
Peak Flow up to 4.3L/m

{
i
*—G
Blood Outlet Area
O

i 14 Fr Pump Motaor




gcsc 2025 mpe . 5, 6 y7 NOVIEMBRE

( P HOTEL RIU PLAZA DE ESPANA
CORONARY AND STRUCTURAL CONGRESS
CONGRESO CORONARIO Y ESTRUCTURAL

A |
W"A_‘ Dr\’ D Evidencia en ‘ Smart ‘
ICP_de Alto L
. ®

@-
Futuroy

Conclusion

¢ Qué representa fisioldgicamente
La corriente del motor refleja la presion diferencial (AP) entre:

e l|a presion en el ventriculo izquierdo (LV) vy

e |a presion en la aorta ascendente (AO).

Es decir:

AP = Pyo — Pry
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« PRECARGA

- POSTCARGA

e GC PACIENTE Y DEL :>
IMPELLA (P-mode)

e POSICION CATETER

- TAMANO VENTRICULAR
e FENOMENOS TROMBOSIS
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 Duracion 3 horas

« Maximo GC evitando
fendmenos succion

« Hasta P8 (3,5-3,7
L/min)
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Vardn 89 anos

Sus FRCV y un cancer
de prostata en
remision

Muy buena situacion
biologica

Reciente leve
deterioro funcional
+/- opresion toracica
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———— biologica
» Reciente leve

Tis0.6 MI 0.1

deterioro funcional
+/- opresion toracica
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EAO SEVERA + ENFERMEDAD
CORONARIA COMPLEJA + FEVI

Nuevo ETT:
* Deterioro CF Il
NYHA

e ETT con FEVI 20%
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e EldiadelaICP > g

con ultima
noche
« ETT con »
* Tolerando dias
previos
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Resultado final
Excelente tolerancia clinica

Cierre con 1 Perclose + 1
Angioseal
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3 meses después implante
de TAVI
6 meses después
asintomatico con FEVI 40%
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 El soporte ventricular en la ICP de Alto Riesgo es factible y
se debe plantear en pacientes seleccionados

* Dispositivo Impella CP Smart Assist®
« Aporta GC y flujo coronario
* Introductor 14F que permite single-access
 Sistema soporte automatico 3h

e Necesitamos evidencia:
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Percutaneous Left Ventricular Unloading
During High-Risk Coronary Intervention:
Rationale and Design of the CHIP-BCIS3
Randomized Controlled Trial

Controlled Trial of High-Risk Coronary Intervention with
Percutaneous Left Ventricular Unloading (CHIP-BCIS3)
Design

Population | N outcome
1:1 Randomization X Minimum 12
Elective LV unloading month follow up

@ LVEF < 35%
with pLVAD

BCIS vs. Hierarchical win

Jeopardy score = 8 No unloading ratio

\ Complex PCI S B A I:S)terztkhe

s e R Spontaneous MI
CV hospitalization

n=2se Peri-procedural MI
2
CHIP ) ) v fmaeen
\ Circulation: QW sseceron
N Ryan et al. Circulation: Cardiovascular Interventions, 2024. Cardiovascular Interventions
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Mechanical circulatory support in high-risk elective PCI:
rationale and design of the PROTECT IV trial

1,252 patients at up to 120 centres in
the US, Canada, and Europe

randomised 1:1 to
PCI + Impella CP or PCI + IABP

Stratily by site,
LVEF <25% and IABP use
if randomised to the control group

B B

ClinicalTrials. gov: NCT04763200
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