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Attempted Randomized Impella® Trials In Emergent Settings
Pts Pts . Discontinuation

D:D \\ \\ I \\ » Duration
. Study Trial ID Condition Required Enrolled (months) Status Reason/
— (n) (n) comment

FRENCH TRIAL (2006) NCT00314847 AMI CS 200 19 52 Discontinued Low Enroliment
Non-Randomized

\\ \ \\ 7 o \ ISAR-SHOCK (2006) NCT00417378 AMICS 26 19 Completed Execution; Cardiac
d\ Output Study
IMPRESS in STEMI (2007) 8102 s[TeEg's' 130 22 Discontinued  Low Enroliment
Feasibility Study

—_— 3
N | EH RECOVER | FDA (2008)  NCI00S06726  PCCS Upto 20 28 Completed
T/ \ |_] ==
VARIAN RECOVER Il FDA (2009) NCTO972270  AMI CS 384 18 Discontinued 0% Enroliment;
50 IRBs approved
20 33 Discontinued Low Enroliment

E \ _'—' 7':* \\ RELIEF I 2010) Mol  ADHF
0) Cardiac Arrest Low Enroliment;
\ / | )\ IMPRESS in CA (2016) NTR3450 Mechanical >100 52 Discontinued  Non-Randomized
Ventilation Execution
— g ABMD funded,
= — ~
B2 2 3 7 L\yﬁ\

DanGer SHOCK (2012) ~ NCT01633502  AMICS Enrolling ongoing
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Pulmonary circulation
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Systemic circulation
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ESPVR: End-Systolic Pressure-Volume Relationship
EDPVR: End-Diastolic Pressure-Volume Relationship
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Sunagawa K et al., Am J Physiol 1983
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EW : External work, A B9t
PE : Potential energy
PVA=EW+PE

Actin-Myosin Uncoupling
(mechanical work, PVA)

MVO, (ml O,/beat)

Calcium Cycling

Basal Metabolism

PVA (mmHg.ml)
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VA-ECMO

Veno-arterial (VA) ECMO
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supports both heart and lungs
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Impella/LVAD

Pressure

Partial support

Total support
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Total support
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V-A ECMO Impella

Partial support Total support ——

mmHg mmHg
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Saku et al. HF
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Baseline CGS

LVAD 4.5 L/min
LVAD 6.0 L/min
LVAD 7.5 L/min

Reverse

modelling /

Unloading

Pressure (mm Hg)

LV end-diastolic pressure (mmHg)
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Volume (ml)




RDHH, BSOHEEIET LAWEERT AN
A XlFENTL LD Y

1.IABP

2.PCPS (ECMO)

3.MEAARILVAD

4. Impella 5.0




V-A ECMO Impella
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[Vitall] # 78 HR 144/min, Sp02 80%%& (mask 10L), BP 81/56 mmHg

[5.00487)  PCWP a/v/mean 35/27/31 mmHg, PA s/d/mean 43/38/40mmHg
CVP21 mmHg, CO/Cl 3.7/2.2 L/min, SVO2 37
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