
HOPE DCD  26 %
DBD  74 %

SCS DCD  25 %
DBD  75 %

Timing of randomization
After acceptance of inspected liver

Primary endpoint
EAD according to Olthoff criteria†

Median MELD score
HOPE   23     |    SCS   21.5

Median total cold preservation time
HOPE   6.8 hrs     |    SCS   6.1 hrs

Multicenter, pivotal RCT (15 US centers) evaluated the safety and efficacy of HOPE (n=109) vs. SCS (n=110) in liver 
transplantation with ECD-DBD* and DCD grafts. Patients followed for 1 year post-transplantation.

Study overview1 Main results1
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HOPE 
n=28

Re-LT

Stent @ 1yr, stable

No stent @ 1 yr

1 Ongoing

1 Resolved

1 Failure

SCS 
n=27

3 Re-LT,  
1 death w/o 
Re-LT

Antibiotics @ 1yr1 Ongoing

4 Failure

IC in HOPE:
n	 Fewer patients with 

severe disease 

n	 Tended to present later

IC in SCS:
n	 Tended to occur earlier with 

progressive diffuse disease

n	 Higher incidence of graft failure

Ischemic cholangiopathy (IC) in DCD liver transplantation1,º
The incidence of clinically significant IC was 11% in HOPE-treated livers, compared to 19% in SCS only livers.

Severity of IC in DCD liver transplantation

Takeaways
	 Lower EAD rate with HOPE statistically superior to SCS only

	 Less ischemic cholangiopathy and graft failure with HOPE, particularly in DCDs (1:4)

	 Other benefits of HOPE included shorter hospital LOS, less steroid resistant ACR, fewer 
Clavien grade 3+ complications per patient

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

EAD 20% 37%
Incident rate difference: -17% (95 % CI: -27 to -7);  
non-inferiority p<0.001, superiority p=0.005

Other Key Endpoints HOPE (n=109) SCS (n=110)

Median LOS 8 days 11 days

PNF 0 1 (1 %)

DCD Graft failure 2/28 (7%) 5/27 (19 %)

Steroid resistant ACR  1 (1%) 9 (8%)

CD grade ≥3 
complications/pt 1.9 2.2

Bridge to HOPE 
Clinical Trial
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Cost Savings All Donors DBD DCD

Per Liver Transplant $28,784  
(Crl: $23,027 - $34,541)

$17,064  
(Crl: $13,203 - $19,805)

$64,370  
(Crl: $52,507 - $78,761)

Biliary complications;  
Graft loss; Retransplantation $14,303 $2,954 $50,463

Hospital Length of Stay $14,481 $13,975 $15,171

Economic analysis2

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

	� Data from 1-year follow-up of the Bridge to HOPE trial with Economic inputs from published literature and 
data provided by the Vizient corporation

	� Device: VitaSmart™ HOPE System

Estimated cost savings of treatment and outcomes§

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.3

For more information about HOPE 
and other innovative products, 
visit www.bridgetolife.com

Download a digital copy of this and 
other HOPE and product documents.

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.   † EAD (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.   0 Definition of clinical IC severity; Failed: non-anastomotic stricture (NAS) led to re-LT or irreversible liver failure with contraindication to re-LT; Ongoing: Biliary stenting, 
CS abnormal labs, or unresolved AEs at 12 months attributable by the investigator to NAS; Resolved: Stent-free and no CS abnormal labs or unresolved AEs at 12 months attributable by the 
investigator to NAS formerly requiring treatment or causing CS abnormal labs or AEs.

Abbreviations
ACR: acute cellular rejection; ALT: alanine transaminase; AE: adverse event; AST: aspartate transaminase; CD: Clavien-Dindo classification; CI: confidence interval; CIT: cold ischemia time; 
CRL: credible interval; 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; IU: 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 available in Europe, Saudi Arabia, India, and in all countries accepting the CE mark. VitaSmart™ Hypothermic Oxygenated Perfusion System is authorized to be sold in the US 
market, pending regulatory approval in all other countries.
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