The LAPIS Trial: A Biomarker-guided Implementation
of Kidney-Sparing Care Measures to Prevent Acute
Kidney Injury in Sepsis Patients

BIOMERIEUX

JOHN A. KELLUM', CLAUDIO RONCO?, LOUIS M. GUZZI®, FABIENNE HESKIA*, SETH TOBACK®

'"UNIVERSITY OF PITTSBURGH, PITTSBURGH, PA, USA, *2UNIVERSITY OF PADUA, SAN BORTOLO HOSPITAL, VICENZA, ITALY, <3FLORIDA HOSPITAL, ORLANDO, FL, USA, I
« “BIOMERIEUX SA, MARCY L'ETOILE, FRANCE « SBIOMERIEUX INC., DURHAM, NC, USA.

AKI & CRRT 2020 CONFERENCE - FEBRUARY 24-25, 2020 — SAN DIEGO, CA

INTRODUCTION LAPIS INTERVENTIONS

e Acute Kidney Injury (AKI) occurs in more than half of patients in the intensive e
care unit (ICU), increasing morbidity and hospital costs.’ + 1o evidence of AK] At least 1 value > 0.3

e Current guidelines recommend that patients be assessed for risk of AKI in order

e Sepsis is the most common cause of AKI in critically ill patients and impacts 40— e Removal of the Foley ® Discontinue all nonessential ® Institute functional hemodynamic
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e The LAPIS (Limiting AKI Progression In Sepsis) trial is the first interventional, e Transfer out of the | |
: : : : : : ® Consider alternatives to
multicenter, randomized, controlled trial of sepsis subjects at risk of ICU {e.g. 1o floor or s

step-down unit)

developing AKI.

OBJECTIVES

To evaluate the impact of NephroCheck-guided implementation of kidney-sparing
care measures in comparison with standard of care (SOC) assessment and
treatment on clinical and economic outcomes in subjects with a diagnosis of
sepsis.

3 levels of care following a specific algorithm

LAPIS OUTCOMES

e Primary endpoint:
« Composite endpoint of death, dialysis or progression of 2 or more stages of
AKI (stage 0O to 2/3 or stage 1 to 3) within 72 hours after enrollment in the
iIntervention arm compared with the control arm

STUDY DESIGN e Additional endpoints will include hospital and ICU length of stay, 30-day

readmission rates and other health-economic endpoints

e 540 adult subjects being treated for sepsis to be enrolled
e 16 sites in the US and Europe

e Subjects will be randomized 1:1 to 1 of 2 arms: CONCLUSION
(1) an intervention arm utilizing serial NephroCheck testing and the
implementation of NephroCheck-guided kidney sparing interventions e LAPIS is a novel biomarker-guided interventional trial in sepsis patients at
risk of AKI

(2) a control arm which will utilize standard of care assessment and treatment
e Enrollment is planned to start in March 2020 with 18 month enroliment period

e The site selection process is ongoing
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