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	We invite you to take part in a research study
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	· Before you decide whether to take part, it is important for you to understand why the research study is being done and what it will involve. 
· One of our team will go through this information sheet with you, to help you decide whether or not you would like to take part and answer any questions that you may have.
· Please also take the time to read this information sheet carefully and if you have any questions, please contact the research team (contact details below). 

· You are free to decide whether or not to take part in this study. If you choose not to participate, this will not affect the care you get from your own doctors. 
· Please feel free to talk to any friends or relatives about the study.
· Please ask us if there is anything that is not clear or if you would like more information.


	
	
	1. Why are we doing this study?
2. What is the purpose of this study?

3. Why am I being asked to take part?

4. Do I have to take part?
5. What will happen to me if I take part? 
6. What are microbubbles and what will the new ultrasound test look like?

7. What are the benefits of taking part?

8. What are the possible disadvantages and risks of taking part?

9. What happens is something goes wrong?

10. Will my participation in this research be kept confidential?

11. Who is organizing and funding this research?
12. Who has reviewed this study and what happens when the study finishes? 

	How to contact us:
	
	
	

	If you have any questions about this study, please contact XXXXXXXXXX who is a member of the research team on the following contact number or email address: 
Tel: XXXXXXXX
Email: 

	
	
	

	
	


	We’d like to invite you to take part in a research study to develop a new ultrasound test to find cancerous sentinel lymph nodes in the armpit. Sentinel lymph nodes are the first key lymph node or small group of lymph nodes to recieve tissue fluid from the breast. 



	1. Why are we doing this study?


Thousands of people are told that they have breast cancer every year in the UK and most will need an operation to remove the cancer. As well as removing the cancer in the breast, they are advised to have the sentinel lymph nodes or sometimes all of their lymph nodes removed from the armpit. As most people have early stage breast cancer, only 3/10 will have cancer deposits in the lymph nodes. This means that many breast cancer patients are having unnecessary surgery to the armpit. The risks of removing lymph nodes from the armpit include infection, bleeding and fluid collections as well as problems like arm swelling, loss of feeling or sometimes pain down the arm. That could last for many years. A new more precise ultrasound test could replace armpit surgery for many breast cancer patients.  
	2. What is the purpose of this study?


The purpose of this research is to develop a new ultrasound test to replace armpit surgery and the idea came from front-line breast cancer doctors and nurses together with patients living with problems caused by armpit surgery. The new ultrasound test builds on technology developed at Imperial College London and studies pioneered at Maidstone Hospital in Kent using ultrasound contrast (microbubbles) to find sentinel lymph nodes. At the end of the research, the plan is to have a new contrast ultrasound test (made up of software and equipment) that can be used with ultrasound machines in the breast clinic for armpit scanning. 

	3. Why am I being asked to take part?


We would like to invite you to take part in a research study to develop a new ultrasound test to find cancerous sentinel lymph nodes in the armpit. Your doctor has confirmed that you have breast cancer and you require an Ultrasound test to look at the Lymph nodes in your armpit next to the affected breast.
	4. Do I have to take part?



No – it is entirely up to you whether or not you participate. Any participation in a study is voluntary. If you decide to take part, you will be given the information sheet to keep and will be asked to sign a consent form. You are under no pressure to take part and are free to withdraw at any time. If you decide not to take part, the quality of care you receive will not be affected. 
	5. What will happen to me if I take part?


Your breast cancer treatment will happen normally. The only difference is that the normal ultrasound of your armpit will be repeated and you will also have the new ultrasound procedure using microbubbles to find and biopsy sentinel lymph nodes before your operation.

· If you agree to take part, you will need to come back for an extra visit to your breast unit’s ultrasound department.

· Firstly, a radiologist will repeat the normal ultrasound of your armpit.

· Then a different radiologist will perform the new ultrasound test.  A biomedical engineer from Imperial College will also be present for the procedure and member of the London IVD Group from Imperial College may be present as their job in the research is to make sure that the new test is comfortable and user-friendly. 

· The test should take about 45 minutes.

· The radiology team will insert a cannula into a vein in your arm. They will then use some local anaesthetic to numb an area at the edge of your nipple skin and inject a small amount of ultrasound contrast. They will massage the area to encourage the contrast to move into the breast tissue fluid channels. 

· The ultrasound machine will be used to follow the contrast to the sentinel lymph node in the armpit. They will then switch on the ultrasound super-resolution and collect images of the sentinel lymph nodes for about 2 minutes. 

· The radiologist will then inject ultrasound contrast into the cannula in your vein and repeat the ultrasound of the sentinel lymph nodes using super-resolution. They will collect images again for about 2 minutes.  

· Then the radiologist will take a needle biopsy of a sentinel lymph node and leave a tiny marker clip to show which lymph node has been biopsied.

· After the test, you will be asked to complete a satisfaction questionnaire. You will also be given standard information about what to do after a lymph node needle biopsy.

· Your breast and armpit operation will then proceed as normal as scheduled by your doctors. However, on the day of your operation, your surgical team will ask you some questions about how your armpit and arm felt after the new ultrasound test.

· When you return to see your surgical team for the results of your operation, they will also tell you whether the sentinel lymph node biopsy taken with the new ultrasound test contained cancerous cells.  

	6. What are microbubbles and what will the new ultrasound test look like?


Microbubbles are tiny gas filled bubbles that are smaller than a red blood cell. The hexafluoride gas in the microbubbles is harmlessly removed from the body by the lungs. They have been used for many years to look at blood flow in arteries and internal organs by injecting them into the bloodstream. Over the last 10 years, hospitals in the UK and other parts of the World have injected them into the breast tissue to find sentinel lymph nodes. Very few people experience irritation or allergy to the injected microbubbles (about 1/1000). 
The equipment being used to develop the new ultrasound test is made up of a research ultrasound machine, which is safe to use in studies on people. This machine will be attached to a normal ultrasound probe (already in use on patients) and this lightweight probe is the only part of the equipment that will be in contact with your skin. An experienced radiology doctor will perform the test ultrasound scan.
	7. What are the benefits of taking part?


There is no direct benefit to you from taking part in this research. However, this study could have long-term benefits to all those who follow you with breast cancer.
	8. What are the possible disadvantages and risks of taking part?


You will need to come back to the breast unit for an extra visit. Injecting microbubbles into the breast and bloodstream is safe but there are some uncommon (1/1000 to 1/100) side-effects such as headache, dizziness, tingling of the skin, a funny taste in the mouth, skin flushing, sickness, abdominal pain, skin rash, discomfort in your chest, feeling hot and skin redness at the site of the injection. Rare (1/10,000 to 1/1000) side effects include allergic reaction, blurred vision, low blood pressure, itching of the skin, back pain, chest pain and fatigue. 

	9. What if something goes wrong?


Maidstone and Tunbridge Wells NHS Trust and Imperial College Healthcare NHS Trust hold standard NHS Hospital Indemnity and insurance cover with NHS resolution for NHS Trusts in England, which apply to this study. This does not affect your legal rights to seek compensation. If you are harmed due to someone’s negligence, then you may have grounds for a legal action. Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been treated during the course of this study then you should immediately inform the research team. The normal National Health Service complaints mechanisms are also available to you. 

Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be fully addressed. If you have a concern about any aspect of this study, you should ask to speak with the doctors who will do their best to answer your questions. If you are still unhappy and wish to complain formally, you can contact the Patient Advisory Liaison Service (PALS):

Telephone: xxxxxxxx
By email: imperial.PALS@nhs.net or mtw-tr.palsoffice@nhs.net
	10. Will my participation in this be kept confidential?


Your participation in this study is confidential. 
Imperial College London is the sponsor for this study based in the United Kingdom. We will be using information from you and/or your medical records in order to undertake this study and will act as the data Controller for this study. This means that we are responsible for looking after your information and using it properly. Maidstone and Tunbridge Wells NHS Trust and Imperial College Healthcare NHS Trust will keep identifiable information about you for 5 years after the study has finished 

Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate. If you withdraw from the study, we will keep the information about you that we have already obtained. To safeguard your rights, we will use the minimum personally-identifiable information possible. You can find out more about how we use your information by:

· At www.hra.nhs.uk/information-about-patients/
· By asking one of the research team 

· Reading the privacy notice

Maidstone and Tunbridge Wells NHS Trust and Imperial College Healthcare NHS Trust will use your name, NHS number and contact details to contact you about the research study, and make sure that relevant information about the study is recorded for your care, and to oversee the quality of the study. Individuals from Maidstone and Tunbridge Wells NHS Trust and Imperial College Healthcare NHS Trust and regulatory organisations may look at your medical and research records to check the accuracy of the research study. The only people in Maidstone and Tunbridge Wells NHS Trust or Imperial College Healthcare NHS Trust who will have access to information that identifies you will be people who need to contact you to audit the data collection process. The people who analyse the information will not be able to identify you and will not be able to find out your name, NHS number or contact details.

Your research data will be anonymised (all personal information removed). Your data may be taken for analysis on Imperial College London computers. If your images are taken off-line for processing or publishing e.g. for teaching, they will be anonymised prior to export. We will keep your information for up to 5 years. The results of the analysis of your data may be published in an internal report or medical journal or conference presentation, you will not be able to be identified from the data.
	11. Who is organising and funding the research?


The research is organized by the Chief Investigators Karina Cox (Consultant Breast Surgeon at Maidstone and Tunbridge Wells NHS Trust) and Professor Mengxing Tang (Biomedical Engineer at Imperial College London). 
The study is being funded by the National Institute for Health Research (NIHR) Invention for Innovation Award.
	12. Who has reviewed the study and what happens when the study finishes?


The XXXX Research Ethics Committee and the MHRA have reviewed this study, and have given ethical and regulatory approval.

You will be sent a thank you letter and Feedback Forms from your hospital Research and Development department. Your feedback is really important and helps us improve the way that we involve patients in medical research. You will also be sent a report of the study using words that can be easily understood by people who do not have a background in medicine or science.
The results of the study will be presented at Medical Meetings and be published in a Medical Journal. You will also be sent a report of the study (with a link to the medical journal) using words that can be easily understood by people who do not have a background in medicine or science. 

Thank you for taking time to read this and for considering taking part in this study.
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