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Invitation 
You are being invited to take part in a research study. Before you decide it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully and discuss it with friends and relatives if you wish. Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part. Thank you for reading this.

1. What is the purpose of the study?

After liver transplantation, it takes a few days before people undergoing liver transplantation can drink fluids or take normal food. During this period, fluids and nutrition are usually given through a drip so that enough fluid is circulating in the body to maintain the normal functions. The amount of fluid and rate of fluid administration (how fast these fluids are given by drip) is determined in many ways. The standard way of determining the amount and rate of fluid administration is by using measures such as blood pressure, heart rate, and pressure in the veins (this is measured using a special tube inserted into a vein in the neck). Recently, studies in people undergoing other major surgeries have shown that amount and rate of fluid administration based on a different measure called stroke volume (the amount of blood pumped out of the heart at each heart beat) results in fewer complications after major surgeries. This method of determining the amount and rate of fluid administration by stroke volume is called goal-directed fluid therapy. The aim of our research is to investigate whether amount and rate of fluid administration determined by stroke volume is better than the amount and rate of fluid administration determined by the usual measures such as blood pressure, heart rate, and pressure in the veins in improving graft and patient survival. This research has never been performed in liver transplant patients butr has however been successful in other surgical procedures  
2. Why have I been chosen?

All patients who are undergoing liver transplantation will be invited to take part in the study.  

3. Can I refuse to take part in the study or withdraw from the study? 

You do not have to take part in the study or you can withdraw at any stage. This will not affect your treatment in any way. If you do not want to participate in the study or choose to withdraw from the study before the information is recorded, we will not record any information relevant to the study. This will not affect your standard of care. If you choose to withdraw from the study after the information has been recorded, we will use the data already collected, but will not collect any further data from the time of your withdrawal. 
4. What will happen to me if I take part?

You will not be aware of any changes to your treatment plan. The research involves amount and rate of fluid administration determined by the stroke volume rather than by using the usual measures such as blood pressure, heart rate, and pressure in the veins during the first 12 hours of liver transplantation. Stroke volume will be measured non-invasively. You will generally be sleeping during this time since the research will be performed during the first 12 hours of liver transplantation and so you will not be aware of any difference if you participate in this research. Even if you are awake during the time of research, you will not notice any major difference apart from an additional monitor and some tapes on your fingers.
5. Will there be any changes to my treatment because of this research?

There will be no changes to your treatment other than the amount and rate of fluid administered.
6. What do I have to do?

There are no changes to your routine treatment or restrictions imposed on you from taking part in this research.  

7. What are the side effects of taking part?

There are no known side effects of taking part. However, we do not know if there are any benefits by connecting you to an additional monitor. However, this incurs additional work to the staff and cost to NHS. If the goal-directed fluid therapy does not result in any benefit to people undergoing liver transplantation, it is waste of NHS resources. 
8. What are the possible disadvantages and risks of taking part?

We do not anticipate any disadvantage or risks from taking part in this research, besides what has been already explained.   

9. What are the possible benefits of taking part?

Previous research in other major surgeries has shown that goal-directed fluid therapy decreases the complications after surgery. However, there has been no study in people undergoing liver transplantation. So, we do not know if goal-directed fluid therapy is beneficial to people undergoing liver transplantation. If it was beneficial, then you may have fewer complications than expected.

10. Will my GP be informed of this research?

We will not inform your GP routinely because there will be no difference in the care that people who participate and do not participate receive after the operation. 

11. What happens if something goes wrong?

In the unlikely event that you are harmed by taking part in this study, compensation may be available. If you suspect that the harm is the result of the Sponsor’s (University College London) then you may be able to claim compensation. After discussing with your research doctor, please make the claim in writing to Professor Brian R Davidson as Chief Investigator for the research and is based at The Royal Free Hospital. The chief Investigator will then pass the claim to the sponsor’s Insurers, via the Sponsor’s office. You may have to bear the costs of the legal action initially, and you should consult a lawyer about this. 
12. Will my taking part in this study be kept confidential?

All information which is collected about you during the course of the research will be kept strictly confidential. Your details will be stored in NHS computers which are password-protected and kept in locked premises and only the research team will have access to your data. Before we pass on the details for analysis, we will anonymise the information through which you may be identified such as names, date of birth, and replace it by research numbers and age). Your case records however may be reviewed by representatives of the sponsor of the study (Royal Free London NHS Foundation Trust) which is responsible for ensuring research at the hospital is carried out to a high standard. 
13. What will happen to the results of the research study?

The results from the study may be published in medical journals anytime between 6 to 12 months following completion of the study, but you will not be identified. We will also inform the results of the study to the liver transplant co-ordinators who can provide this information on request.

14. Who is organising and funding the research?

This project is overseen by Royal Free London NHS Foundation Trust. The research is being funded as part of the National Institute for Health Research – Research for Patient Benefit grant.

15.  Who has reviewed the study?

The study has been reviewed and approved by the London - Bloomsbury Research Ethics Committee.

16. Contacts for Further Information

Brian Davidson

Research Department of Surgery

The Royal Free Hospital 

Pond Street 

London

Email: b.davidson@ucl.ac.uk
Patient advice & liaison service (PALS)
Ground Floor (in the hospital’s main reception)

Royal Free Hospital

Pond Street

London

Tel: 020 7472 6445 or ext 31417 24hr Answerphone 
Fax: 020 7472 6463
Text: 07624 803635 (deaf users only) 
E-mail: rf.pals@nhs.net 
Study Flow chart
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“Cardiac output monitoring after liver transplantation- COLT trial” 
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Adult liver transplant recipients will be assessed for eligibility. Informed consent will be obtained.   





Quality of life assessment at 6 months following liver transplantation








Analysis of results and end of study





Quality of life assessment at 6 months following liver transplantation








Analysis of results and end of study





Control arm- Patients will receive standard fluid management 





Intervention arm- Patients will receive Goal Directed Fluid Therapy 
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Quality of life assessment at 3 months following liver transplantation








Quality of life assessment at 3 months following liver transplantation
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Randomization 





Surgery patients will undergo liver transplantation
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