4
VITASMART

HYPOTHERMIC OXYGENATED PERFUSION SYSTEM

BRIDGE TO HOPE C
CLINICAL TRIAL

Open label RCT (15 US centers) to evaluate the safety and efficacy of HOPE (n=109) vs. SCS (n=110) in

liver transplantation with ECD-DBD* and DCD grafts.

Study overview!

DCD 25%
DBD 75%

Hope DCD 26%
DBD 74 %
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Timing of randomization
After acceptance of inspected liver

Primary endpoint
EAD according to Olthoff criteriat

Median MELD score
HOPE 17 | SCS 17
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Median total cold preservation time
HOPE 405 min | SCS 366 min

Main results'

HOPE (n=109) SCS (n=110)

377

Primary endpoint

EAD 20%

Risk ratio: 0.54 (95% CI1 0.35 - 0.85; p = 0.007)
p < 0.003 for superiority

Secondary HOPE (n=109) SCS (n=110)
Endpointst

Median LOS 8.0 days 11.0 days
PNF 0 1(1%)
Graft failure 2% 5%
CD grade = 3 44 % 54%

complications

Ischemic cholangiopathy (IC) in DCD liver transplantationz-

Exploratory analysis: the incidence of clinically significant IC was 11% in HOPE-treated livers,

compared to 19% in SCS-livers.
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Take aways

& HOPE reduced incidence of EAD compared to SCS!
é Favorable clinical outcomes with HOPE at 1 year follow up.!:2
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Economic analysiss3

é Analysis using a Markov-decision based model comparing the costs of liver transplantation using
back-to-base HOPE vs SCS

é Data from 6-month follow-up of the Bridge to HOPE trial
& Device: VitaSmartTM Machine Perfusion System

Estimated costs of treatment and outcomes? Key findings3
Overall cost of $ 154,500 Estimated costs at 6 months:
liver transplantation HOPE: SCS:
Additional costs $169,772 $ 190,796

= LOS per additional day $ 6,546

= Biliary complications $ 63,750 11 O/
O reduction

= Graft failure / re-LT $ 233,988 . . .
in estimated costs with HOPE
= Death $ 585,956

The potential cost benefits with HOPE were observed using ECD grafts, including 25 % DCD grafts,
a group with increased risk of complications and worse long-term outcomes in liver transplantation.4

Find out more about HOPE with the VitaSmart™ System and
other solutions from Bridge to Life at www.bridgetolife.com.

Footnotes

* > 1 of the extended risk criteria for DBD grafts had to be met for inclusion: donor age 50—-85 years, anticipated CIT 10-15h (excl. HOPE duration), macrosteatosis 10-40 %, terminal ALT 250-
1500 IU/L, peak ALT within 3 days 1000-3000 IU/L, terminal total bilirubin 2-4 mg/dl. TEAD (based on Olthoff criteria): postoperative laboratory analyses reflective of liver injury and function:
bilirubin > 10mg/dL on day 7 or last day prior to discharge, international normalized ratio > 1.6 on day 7 or last day prior to discharge, and AST and/or ALT >2000 IU/L within the first 7 days post
liver transplantation. t At time of analysis, all 219 patients had 6 months follow up and 72 % in the HOPE group and 75% in the SCS group had 12 months follow up, respectively. Median follow up
time was 359 days in the HOPE group and 357 days in the SCS group. Graft loss excludes death with functioning graft. ° Definition of clinical IC severity; Graft failure: Re-LT, re-listed, or severe
irreversible liver dysfunction not re-transplantable. Clinically ongoing: Stented and/or cholestatic AEs at 1 year. Clinically resolved: Required biliary treatment (endoscopy, IR and/or surgery) but
stent-free without cholestatic AEs at 1year. 8 Source of financial data: Medicare Cost Report and Vizient® Operational Data Base.

Abbreviations

AE: adverse event; ALT: alanine transaminase; AST: aspartate transaminase; CD: Clavien-Dindo classification; Cl: confidence interval; CIT: cold ischemia time; DBD: donation after brain death;
DCD: donation after circulatory death; EAD: early allograft dysfunction; ECD: extended criteria donor; HOPE: hypothermic oxygenated machine perfusion; IC: ischemic cholangiopathy;

1U: international unit; LOS: length of stay; MELD: model for end stage liver disease; PNF: primary non function; RCT: randomized controlled trial; Re-LT: retransplantation; SCS: static cold storage.
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VitaSmart™ is CE Marked and available for sale in several markets outside of the United States.
VitaSmart™ has not been approved by the FDA, and the safety and effectiveness of VitaSmart™ has not been established in the US.
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