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Invitation 
You are invited to take part in a research study of a new treatment for Barrett’s 
oesophagus.  Before you decide, it is important you understand why this research is being 
carried out and what it will involve.  Please take time to read the following information 
carefully and discuss it with others 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. 
 

What is the purpose of this study? 
We are investigating a new treatment for Barrett’s oesophagus (a pre-cancerous change 
to the lining of the swallowing tube from acid reflux), called HALO radiofrequency ablation. 
Trials in the USA and Europe have suggested that this treatment is safe and effective in 
Barrett’s oesophagus. The UK based National Institute for Health and Clinical Excellence 
has looked at the results of these studies and has concluded that we do not have enough 
information yet to be certain about long term benefits. They have therefore advised that 
patients in the UK are only treated within a research setting.  
 

Why have I been chosen? 
You have Barrett’s oesophagus with or without dysplasia (additional abnormality of the 
cells), and have been referred for treatment with HALO. 

 
What is the device being tested? 
The HALO devices are tools which we can use during endoscopy (a camera test of the 
gullet) to destroy the abnormal Barrett’s oesophagus lining. The lining which re-grows is 
usually normal. There are two different types of HALO device. The HALO 360 device 
treats the entire wall of the gullet. The HALO 90 device is similar, but treats a smaller area. 
 

PATIENT INFORMATION 



We usually treat patients with the HALO 360 device initially and if, at the next endoscopy, 
there is any abnormal Barrett’s oesophagus lining left, we re-treat with either the HALO 
360 or HALO 90 device, depending on how big the area needing treatment is. 
 

How many hospitals will carry out this procedure? 
This is a multi-centre study. There will be eight initial hospitals with experienced 
consultants, specially trained in this technique carrying out the procedure. It is anticipated 
more hospitals will join the study later, and all doctors who carry out HALO will have to be 
trained at specialist centres. 
 

Do I have to take part?  
No, it is up to you to decide whether or not to take part. If you do decide to take part you 
will be given this information sheet to keep and be asked to sign a consent form. If you 
decide to take part you are still free to withdraw at any time and without giving a reason. A 
decision to withdraw at any time, or a decision not to take part, will not affect the standard 
of care you receive. 
 
If you decide not to take part in this trial you will not be offered treatment with HALO at 
present, as according to NICE guidelines this device can only be used in research trials. 
There may be other trials with HALO that you may be eligible for in other centres around 
the UK.  Alternatively other treatment options may be discussed with your physician.  
 

What will happen to me if I take part? 
 

i)  Initial Visit 
You will be interviewed by your study doctor or the study coordinator to see if you 
are eligible and willing to take part in the study. Some patients may require an 
additional endoscopy before having the treatment to confirm the diagnosis or extent 
of Barrett’s oesophagus.  If you are a woman who can become pregnant (that is, 
you are still having your periods and have not had surgery which would prevent 
pregnancy), you may need to have a pregnancy test even if you are using birth 
control. 

 

ii)  Diagnostic endoscopy after enrolment 
If you require additional diagnostic endoscopy after enrolment, the doctor will take 
some biopsies (small pieces of tissue from the lining of the gullet which he will send 
for examination under a microscope) to confirm the diagnosis. During the 
endoscopy, your doctor may take extra samples for the research study.  
At the most four additional biopsies and two brushings for cytology will be taken at 
each procedure, a small number compared to routine sampling, to try to understand 
why treatment is not successful in all patients. This will involve us looking at the 
cells more closely for an additional abnormality called aneuploidy, (an abnormal 
number of chromosomes found in cells) which we have shown to be present in 
patients who fail other ablative treatments of Barrett’s oesophagus. We may also 
send some of the samples to collaborating scientists at other hospitals to be 
examined in a research laboratory for genetic markers that may predict if your 
treatment is successful, but only after your details have been removed and replaced 
by a number. 
 
 

 



iii)  Initial HALO Radiofrequency Ablation Visit 
HALO ablation is a day case procedure in endoscopy. Before your treatment, you 
should be taking your usual medication for blocking the production of stomach acid, 
such as omeprazole.  While you lie on your left side on a table, you will have a 
sedative injected into a vein in your arm or hand to make you sleepy.  
A small flexible tube with a light and camera at the end (the endoscope) will then 
be passed through your mouth and into your gullet.  
You will then have HALO ablation treatment every two to three centimetres of 
Barrett’s oesophagus until the whole area is treated. Treatment time is usually 
around 30-45 minutes. You should remember very little about the treatment as you 
will be sleepy throughout. 
 

iii)  Follow-up visits 
You will have an endoscopy with ablation of Barrett’s oesophagus every two to 
three months for up to one year, until there is no visual evidence of Barrett’s 
oesophagus remaining.  Once there is no visual evidence of Barrett’s oesophagus, 
you will have an endoscopy with a biopsy to confirm that the Barrett’s oesophagus 
is no longer present on a microscopic level.  If these biopsies are normal, you will 
continue “standard of care” endoscopy with biopsy for surveillance every two to 
three years to continue to watch for new Barrett’s oesophagus to form.  Should any 
new Barrett’s oesophagus develop, you may receive additional ablation procedures.   

 

What are the side effects of any treatment received when taking part? 
There is a very low risk of a narrowing of the gullet caused by the procedure – less than 
one per cent (<1%). If this were to occur you may require stretching of this narrowing, 
which is the standard treatment. Some patients may experience chest discomfort after the 
procedure which can last up to two weeks, but usually resolves after two to four days.  
 

Are there benefits to taking part in this study? 
It is possible that you will have more careful follow-up and a higher likelihood of complete 
elimination of the disease due to participation in the study, but this is not guaranteed.  Your 
participation may help other patients in the future as physicians learn from these study 
results. 
 

What are the possible disadvantages and risks of taking part in this 
study? 
The risks inherent to participating in this study are the same as if you were to have 
ablation of Barrett’s oesophagus with the HALO devices and long-term surveillance 
endoscopy outside of this study.  This study does not change how you are treated or your 
risks of treatment.  Rather, the study simply provides a means for your study doctor to 
collect and record results about your treatment and follow-up. Your study doctor will inform 
you of the possible risks of upper endoscopy, ablation, and follow-up biopsy separately, 
and will have you sign a separate consent form related to those possible risks. 
 
For further information please ask for PIF Leaflet 1258 – Author: National Institute for 
Clinical Excellence. 
 
 
 
 
 



What if relevant new information becomes available?  
Sometimes during the course of a research project, new information becomes available 
about the treatment that is being studied. If this happens, we will tell you about it and 
discuss with you whether you want to continue in the study.  If you decide to withdraw, we 
will make arrangements for your care to continue. If you decide to continue in the study, 
you will be asked to sign an updated consent form. 
 
Also, on receiving any information, we might consider it to be in your best interest to 
withdraw from the study. We will explain the reasons and arrange for your care to 
continue. 
 

What happens when the research study stops? 
You will continue to be in this study indefinitely, as the standard of care for a Barrett’s 
oesophagus patient is to perform life-long endoscopy with biopsy to monitor the tissue.  
 

What will happen if I don’t want to carry on with the study? 
Your participation in this study is voluntary. You may decide not to participate or you may 
leave the study at any time.  Your decision will not result in any penalty or loss of benefits 
to which you are entitled. If you withdraw from the study we will destroy all identifiable 
samples, but we will need to use the data collected up to your withdrawal. 
 

What if something goes wrong? 
If you wish to complain, or have any concerns about this study, the normal National Health 
Service complaints mechanisms are available to you. 
 

Will my taking part in this study be kept confidential?  
Yes, any information which is collected about you during the course of the research will be 
kept strictly confidential. Data collected about you and your treatment will be added to a 
central encrypted, password protected database. This will be backed up periodically, and 
the backup files will be stored in a secure location. This project will be registered with the 
Records Office at UCL to ensure obligations under the Data Protection Act are met. 

 
Will my family doctor (GP) be informed? 
Your family doctor and any other doctors who are treating you will be informed that you are 
taking part in this trial. 

 
What will happen to the samples I give? 
We do not know whether new information or tests will become available during the course 
of the study and your follow up that might affect the success of HALO or your risk of 
developing cancer in the future. We would therefore plan to keep some tissue samples 
against this possibility so that further analysis could be carried out at that time. 
 

What will happen to the results of the research study?  
We aim to publish the results of this trial in a medical journal within three years of 
completing it. If you would like to know about publications based on this work, please 
telephone Sally Thorpe at the number at the bottom of this information sheet. 
 
 
 
 



Who is organising the research?   
This research study is being organised by Dr Laurence Lovat, Consultant 
Gastroenterologist and Senior Lecturer in Laser Medicine (the chief investigator), together 
with Professor Stephen Bown, Director of the National Medical Laser Centre at UCL.  Dr 
Jason Dunn is our current Research Fellow.  Mrs Sally Thorpe is our Clinical Nurse 
Specialist who arranges the appointments to the endoscopy unit. 
 

Who has reviewed the study? 
All research in the NHS is looked at by an independent group of people, called a Research 
Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been 
reviewed by UCLH (University College Hospitals London) a Research Ethics Committee 
(NRES Number 08/H0714/27). 
 
 

Further Information: 
 
If you have any further questions, please do not hesitate to 
contact  
 
Dr Howard Smart 0151 706 3557 
Mrs U Duffy  0151 706 2653 or 0151 706 2000 Bleep 4084 
Mrs K Gowland 0151 706 2653 or 0151 706 2000 Bleep 4517 
 
Alternatively you can contact Dr Lovat, Professor Bown,  
Dr Dunn or Sally Thorpe on 020 7679 9088 or 0207 6799060. 
(Outside working hours you can contact Dr Lovat through the 
University College Hospital switchboard on 0845 155 5000). 
 
Thank you for agreeing to take part in the study. 
 
 
 
 
 
 
 
 
 
 
 
This leaflet is available in large print, audio/computer disc, 
Braille, and other languages on request.  


