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PARTICIPANT INFORMATION SHEET
A randomised, controlled trial of the use of a dedicated ballooned intercostal drain (The BASIC Study)
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 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.
1. What is the purpose of the study?
Chest drains are an essential part of the treatment for patients with fluid or air around the lung, which usually causes breathlessness. Draining the fluid or air relieves symptoms and allows us to do investigations that can tell us why the fluid or air is there. Chest drains are difficult to secure in place, and sometimes fall out despite the best possible care. We are testing a modified drain that has a small balloon near the end which, when inflated inside the chest cavity, may make it harder for the drain to fall out of the chest. This was tested in a small pilot study, of 20 patients, with encouraging results. The current study is comparing a group of patients treated with the new ballooned drain against a group treated with the standard drain, with patients equally but randomly allocated to each group. To try to make sure the groups are the same to start with, each patient is put into a group by chance (randomly). 

The chest drain has been through rigorous laboratory testing and has been CE marked for human use.
2. Why have I been chosen?
As part of the evaluation of your condition we will have reviewed your clinical history and chest imaging. You have been asked to take part in this study because you have fluid (known as a pleural effusion) or air (known as a pneumothorax) around your lung which requires draining. 

3. Do I have to take part?

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.

4. What will happen to me if I take part?
If having read the information sheet you are interested in taking part, you will be asked to sign an informed consent form documenting your decision to take part.  
Half of the participants will receive the ballooned catheter and the other half will receive a standard chest drain. Your anonymised details will be entered into a computer, which will then tell us which group you have been allocated to. You will then have a chest drain inserted in exactly the same way as you would if you were not in the study, except that we may use the new chest drain instead of a standard chest drain according to which group you have been randomly allocated. The method for putting the drain in is identical for both drains. Your care will then be identical to that which you would receive if you were not taking part in the study, other than you providing us with some information about your level of pain or discomfort.
5. What do I have to do?

If you agree to take part in the study, you will be asked to document the amount of pain you have twice a day until 5 days after you have had the drain inserted or until the drain has been removed, whichever is shorter. There are no additional visits to the hospital after your treatment is complete, but you will be contacted 30 days after the chest drain was removed and asked some questions about your ongoing care
6. What are the possible disadvantages and risks of taking part?

It is not anticipated that there will be any specific risks or disadvantages over standard medical care, other than the possibility that the balloon on the end of the drain could cause some irritation to the lining of the lung and chest wall. This may cause some discomfort.
Risks associated with putting in any chest drain include:

· Infection - as with any invasive procedure, there is a risk of infection. Using sterile procedures helps reduce this risk.

· Bleeding - a very small amount of bleeding can occur if a blood vessel is damaged when the chest tube is inserted. 

· Poor Tube Placement - the chest drain can be placed too far inside the pleural space, not far enough, or can fall out. 

· Serious complications are rare. However, they can include: 


- bleeding into the chest cavity 


- injury to the lung or diaphragm

- pneumothorax (punctured lung)

You will have at least one chest x-ray after the drain is inserted and another before the drain is removed, but these would be needed whether you were in the study or not.  A chest x-ray will expose you to a very small amount of ionising radiation which is equivalent to 4 days of natural background radiation. Ionising radiation can cause cell damage that may, after many years or decades, turn cancerous. The chance of this happening to you is less than 0.001%, and is the same whether you take part in this study or not.
7. What are the possible benefits of taking part?
We are hoping that the new chest drain is more secure and less likely to become dislodged or fall out, which means that the treatment may be more effective and may reduce the chances of needing another chest drain inserting.
8. What if relevant new information becomes available?

Sometimes we get new information about the treatment being studied. If this happens your research doctor will tell you and discuss whether you should continue in the study. If you decide not to carry on, your research doctor will make arrangements for your care to continue. If you decide to continue in the study he/she may ask you to sign an agreement outlining the discussion.

9. What will happen if I don’t want to carry on with this study?

You are free to withdraw from the study at any time, without giving a reason and without your future care being affected. As the study provides exactly the same care as you would get under normal circumstances, there may be no change to what treatment you are getting.  If you have one of the ballooned drains inserted, then unless there is a specific problem with the drain, or it is deemed unsafe for any reason to keep the drain in, then we would advise that the drain is not replaced, as this will put you at risk from a second, potentially unnecessary, procedure.  Your doctor will discuss this with you at the time if necessary.  You will not need to fill in the pain scores if you have withdrawn from the study.
10. What if something goes wrong?

In the unlikely event that something goes wrong and you are harmed during the research and this is due to someone’s negligence then you may have grounds for legal action for compensation against the study Sponsor, Royal Brompton and Harefield NHS Foundation Trust, but you may have to pay your legal costs. 

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 Chief Investigator Dr Samuel Kemp (02073528121). The normal National Health Service complaints mechanisms are also available to you.  
11. 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 and will be kept at your local centre for 6 – 12 months.  Any information about you which leaves the hospital will have your name and address removed so that you cannot be recognised from it. This will be archived by the Sponsor organisation (Royal Brompton Hospital) and kept for a minimum of 5 years in a secure repository. 
12. What will happen to the results of the research study?
All data collected during the study will be anonymised. The results of the research will be analysed and published in scientific journals. 

13. Who is organising and funding the research? 

The research is sponsored by The Royal Brompton and Harefield NHS Foundation Trust. The chest drains are being provided free of charge by the manufacturer, Rocket Medical, who have also provided some of the funding to conduct the trial
13.
Who has reviewed the study?
All research in the NHS is looked at by independent group of people, called a Research Ethics Committee (REC), to protect your interests. This study has been reviewed and given favorable opinion by South Central – Oxford B Research Ethics Committee (REC). 

14.
Contact for Further Information
If you have any questions at this point please ask the person who is asking you to participate in the trial. In case of further questions, please contact:

Please insert details of local PI
OR

Patient Advice and Liaison Service

Insert name and contacts details of local PALS office
You will be given a copy of the information sheet and a signed consent form to keep.
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