
Trial Overview and 
Frequently Asked Questions for 

Organ Procurement Organizations 

Pending FDA regulatory approval.



Bridge to Life Ltd is sponsoring a multi-center, open-label, randomized controlled clinical trial in the U.S. 
to compare the safety and effectiveness of static cold storage (SCS) to end-ischemic hypothermic 
oxygenated perfusion (HOPE) following SCS prior to liver transplantation.

Bridge to Life’s VitaSmartTM Liver  Machine Perfusion System is an investigational device that will be 
used for the back-table HOPE procedure in the transplant center operating room. The primary efficacy 
endpoint of early allograft dysfunction rate will be evaluated using a non-inferiority design.  

The Bridge to HOPE clinical trial started enrolling early 2022 and will randomize up to 244 patients on 
the UNOS waiting list who are matched to a liver allograft for transplant and that meet trial eligibility 
crcriteria. Patients will be followed for one-year post-transplant.

The trial is intended to support commercial distribution of VitaSmart Liver Machine through the Food and 
Drug Administration’s (FDA’s) pre-market approval process for medical devices. More trial information 
can be found at Clinicaltrials.gov (NCT05045794) and 
https://bridgetohopeliverclinicaltrial.com.

Q1 Is trial-specific donor consent required for donor organ enrollment in this trial?

A1 While standard consent for research should be obtained, no additional trial-  
 specific donor consent is required. 

Discussions with OPOs that are local to transplant centers that are participating in this trial suggest that 
that a trial-specific consent form is not required because the standard donor consent process includes 
authorization for participation in research and there is intention for all organs procured in this trial to be 
transplanted. However, we advocate for applicable policies to be followed. Below is a statement about 
the trial that Bridge to Life recommends be read to donor families when necessary, so they understand 
the trial does not change the organ procurement standard or eventual intention for transplantation. 

The current accepted way to preserve a liver before transplant surgery is static cold storage. Cold 
storage involves keeping the liver in a container with cold storage solution until the surgeon is ready for 
transplantation. A clinical study is underway to assess the safety and effectiveness of an investigational 
device that circulates cold preservation solution containing oxygen through the liver prior to 
transplantation to possibly reduce the harmful effects of ischemia and improve the outcomes of liver 
transplant recipients. The study will compare clinical outcomes following transplantation using livers 
preserved with cold storage only to livers preserved using cold storage followed by perfusion using the 
device. All livers in this study will be matched to an eligible recipient and transplanted in accordance with 
standard of care.

Q2 Does the trial require that biopsies be taken to evaluate steatosis of the donor liver 
prior to enrollment?

A2 Biopsies are not required by the trial protocol. 



The trial protocol defers to surgeon Investigator judgment to use standard of care biopsy results from the 
donor and/or transplant center to evaluate organs for trial eligibility. The same biopsy results that the 
Investigator relies on to commit to transplanting a liver should be used to evaluate the liver for trial eligibility. 
Thus, if an Investigator wants to request a biopsy at the transplant center prior to committing to transplant a 
liver, randomization of the recipient and donor should wait until those biopsy results are available.

Q3 Who will operate the VitaSmart Liver Machine for perfusion of donor livers?

A3 VitaSmart will be operated by the receiving transplant/study team.
VitaSmart is deployed in the operating room of the transplant center, with perfusion occurring after the 
recipient and liver have been randomized and the back table preparation of the organ has been completed.  
The device will be operated by trained users from the transplant team and/or clinical research team at the 
transplant center. Perfusion support from OPO transplant coordinators is not necessary.

Q4 What is the duration of the hypothermic oxygenated perfusion?

A4 The target perfusion time is 90 minutes up to 5 hours.
This target duration of 90 minutes is demonstrated in the literature to achieve peak effect of restoring 
mitochondria and minimizing ischemia-reperfusion injury1-3. The protocol allows up to 5 hours to 
accommodate potential logistics with the timing of recipient transplant surgery.

Q5 What happens if the perfusion duration for a donor liver reaches 5 hours before 
transplant surgery can be started?  

A5 The donor liver can be placed back into cold storage after 5 hours of HOPE, until 
ready for transplant.  

However, Bridge to Life encourages communication with our medical team for support with decision 
making based on specific circumstances. If the liver is placed back into cold storage, the cold ischemia time 
clock would re-start as the graft is no longer being perfused with an actively oxygenated perfusate. The 
total cold ischemia time would be calculated as total cold preservation duration minus HOPE duration.

Q6 How many livers from donors over the age of 70 have been transplanted following 
HOPE perfusion with VitaSmart? 

A6 Multiple studies conducted using the VitaSmart Liver Machine at the University of 
Bologna perfused a total of 65 DBD livers with a median donor age greater than 70 
years.   



The first study is published4; the methods for the second study have been published5 and the 
results have been submitted for publication. Bridge to Life is also aware of cases from routine clinical 
use of VitaSmart in Europe but the exact number of donor livers over 70 years of age is not known.

Q7 What data are available on organ utilization and clinical outcomes for livers that 
have been HOPE treated, then placed back into cold storage for transport to an 
alternate center for transplant?  

A7 In 2019, the VitaSmart Liver Machine was approved for commercial use in Europe 
and other countries that accept the CE Mark. There is routine use experience in 
Europe with perfusing livers with VitaSmart, then placing back into cold storage 
for transport to another transplant center. Bridge to Life is aware of positive 
clinical outcomes from these circumstances, but there is no published literature on 
this topic to date

Q8 How does the trial impact donor organ allocation or re-allocation?

A8 The trial workflow will not affect the standard process for organ matching, offer, or 
retrieval.

Donor eligibility is evaluated by the surgeon Investigator based on available information in the donor 
record. Once a matched liver and recipient have been randomized into the trial, the liver can be re-
allocated per standard policies if it has not undergone HOPE using the VitaSmart Liver Machine. In the 
rare event that the liver cannot be transplanted into the intended recipient subject after undergoing 
HOPE, there are four possible scenarios:

1. The liver is re-allocated to another trial-consented recipient at the same
Investigator’s transplant center.
In this case, the new recipient would be force randomized to HOPE, undergo transplant
and continue in the trial. This may necessitate that the OPO extend an open offer to the
Investigator’s center for the liver.

2. The liver is re-allocated to another trial-consented recipient at a different transplant
center participating in the Bridge to HOPE trial.
The same procedures would apply as in the above scenario except the liver graft would
require transport from the original Investigator’s site to the transplant center of the new
recipient subject. The organ would be packaged and transported using standard of care
methods.

3. The liver is re-allocated to a trial-unconsented or trial-ineligible recipient at the
same transplant center and transplanted “off-study”.
The recipient would undergo off-study transplantation in accordance with Emergency Use
under FDA’s Expanded Access for Medical Devices6. The recipient or recipient’s legally
authorized representative (LAR) would need consent to emergency use prior to
proceeding with transplant surgery. Bridge to Life has prepared a separate Emergency
Use protocol and consent form template to support this process. A case report form will
also be provided to support data collection for a report that Bridge to Life would be
required to submit to FDA within 5 days post-transplantation.

https://www.fda.gov/medical-devices/investigational-device-exemption-ide/expanded-access-medical-devices


 4. The liver is re-allocated to an unconsented or ineligible recipient at a different
transplant center and transplanted off-study.

The same procedures would apply as in the above scenario except the liver graft would 
require transport from the original Investigator’s site to the transplant center of the new 
recipient subject. The organ would be packaged and transported using standard of care 
methods.

Q9 What are the patient follow-up and data collection requirements for off-study 
transplantation under Emergency use?

A9 Bridge to Life anticipates that patients may need to be followed as needed to assess 
for critical liver graft-related complications including but not limited to EAD, PNF, and 
patient and graft survival and ischemic cholangiopathy at 6 months post-transplantation. 

Q10 Are there any device or trial criteria that will be used to assess organ viability for 
transplant during or after perfusion?

A10 There are no assessments during or after HOPE using VitaSmart Liver Machine that 
would preclude transplantation of a HOPE-treated liver.

VitaSmart uses a controlled, low-pressure flow of perfusate through the portal vein that has little chance of 
damaging the organ. Investigators will use the standard of care criteria for evaluating organ suitability after 
HOPE as they would in absence of HOPE, prior to transplantation. There is promising early research on flavin 
mononucleotide (FMN)7-8 as a biomarker for viability assessment during and after HOPE but it is not part of 
this trial. As such, there are no assessments that would preclude transplantation of the liver after the HOPE 
procedure.

Q11 Who at Bridge to Life can I contact for more information about the study or the 
VitaSmart Liver Machine?

A11 Please contact Bridge to Life’s Senior Manager of Clinical Research directly, or 
through your sales representative. The Emergency Use protocol includes a 
telephone number for 24/7 access to a representative to support questions 
related to expedited re-allocation and emergency use.

Bridge to Life has encouraged each transplant center participating to pre-define a contingency 
plan (back-up recipient, emergency use plan) to minimize the risk of a discarded orphan liver.
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