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PATIENT INFORMATION SHEET

You are being invited to take part in a research project. Here is some information to help you decide whether or not to take part. Please take time to read the following information carefully and discuss it with friends, relatives and your GP if you wish. Ask us if there is anything you do not understand or if you would like more information. Take time to decide whether or not you wish to take part. Thank you for reading this.

Title
Oesophageal Doppler monitoring after Enhanced Recovery colorectal surgery 
– a randomised control trial

Ref No:

South East London REC 2  –  11/H0802/9
Version:
1.1 (March 2011)

Invitation

We would like to invite you to take part in our research study. Before you decide whether you would like to take part, we would like you to understand why the research is being done and what it would involve for you. One of our team will go through the information sheet with you and answer any questions you have on the day of your surgery. .We‘d suggest this should take about 10 minutes. Talk to others about the study if you wish. 

Part 1 tells you the purpose of this study and what will happen to you if you take part. 

Part 2 gives you more detailed information about the conduct of the study

Please ask us if there is anything that is not clear 

PART 1

What is the purpose of the study?

During surgery on the colon or rectum, we monitor patients’ hearts and fluid balance during the operation with a probe placed down their oesophagus (food-pipe) called an oesophageal Doppler. This is a 4mm flexibile tube with a small ultrasound probe placed down the nose into the oesophagus to lie in front of the heart. Monitoring with this probe has already been shown to help recovery of patients after their operation
We are studying whether this benefit could be increased by continuing the use of this probe for monitoring after the operation for 16 hours as well as during the surgery.
Why have I been invited?

Patients most likely to benefit from a longer monitoring period with these probes are those at a higher risk of complications. We currently identify higher risk patients with other medical problems using either a scoring system – , pre-operative testing or according to their operation.
Do I have to take part?

It is up to you to decide to join the study. We will describe the study and go through this information sheet. If you agree to take part, we will then ask you to sign a consent form. You are free to withdraw at any time, without giving a reason. This will not affect the standard of care you receive.
What will happen to me if I take part?
We will meet you on the morning of your surgery to discuss the trial and answer any questions. At this point, we will check your medical records and possibly ask you questions to make sure you can enter the trial. If you agree to enter the trial, formal consent for participation will be requested at this point. You will be given a copy of the consent form to keep with this information sheet. 

Once you enter the trial we will allocate you to either an intervention or control group by random (like flipping a coin). Randomisation is a way to put people into groups to compare two different treatments. The results are then compared to see if one is better then the other. To make sure the groups are the same to start with, each patient is put into a group by chance (randomly). 
You will stay in the Overnight Intensive Recovery unit overnight after your operation as planned. If you are in the intervention group, you will wake up with a thin 4mm. flexible plastic-coated probe passed through your nose and down to your food-pipe (oesophagus). You will still be able to talk, eat and drink. The doctors and nurses looking after you will use reading from the probe to monitor you and your recovery treatments. It will stay in for a minimum of 16 hours. 

If you are in the control group, you will follow the normal recovery routine. You will also wake up with a probe as described above. You will still be monitored and we will still collect information from your routine monitoring, but not from the oesphageal Doppler probe. We will take a measurement at 16 hours following your operation and then remove the probe.
You will then continue your normal treatment according to the Enhanced Recovery Programme for patients after colorectal surgery. In both groups (control and intervention), we will gather data about your progress after the operation.
What will I have to do?
As the study and data collection for the trial will occur within your hospital admission, we do not ask any more from you as a participant. We only ask your co-operation if we do use a probe in your recovery.
What are the possible disadvantages and risks of taking part?

What are the side effects of any treatment received when taking part? 
Having the oesophageal Doppler probe may be mildly uncomfortable. The addition of this probe is the only difference from standard care. This is already used in some of our patients after surgery. It will only be used by trained competent staff according to the manufacturer’s guidelines. If you find the probe too uncomfortable, you can ask for it to be removed. 
What are the possible benefits of taking part?
None.  We do not know if continuing oesophageal Doppler monitoring in the period after surgery will improve  patient recovery, reduce complications and shorten the length of hospital stay.  We cannot promise the study will help you directly but the information we get from this study will help improve the treatment of people undergoing the same surgery in the future.

What happens when the research study stops?
This study will provide evidence as to whether the continuing use of this monitoring technique is beneficial. The anonymous data gathered from this study will be kept afterwards and may be used for further research in the future. Identifiable data will not be retained.
What if there is a problem?
Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be addressed. The detailed information on this is given in Part 2.
Will my taking part in the study be kept confidential?


Yes. We will follow current ethical and legal guidelines fully and all information about you will be handled in confidence. Detailed information on this is given in Part 2.
If the information in Part 1 has interested you and you are considering participation, please read the additional information in Part 2 before making any decision. 
PART 2

What will happen if I don’t want to carry on with the study? 

You can withdraw from the study at any point in the period following your surgery in which you are being monitored. You can also withdraw from the study at any point during your admission. If you withdraw from the study, we will anonymise all your identifiable data, but we will need to use the anonymised data collected up to your withdrawal.

What if there is a problem?

If you have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best to answer your questions [020 7188 9885]. If you remain unhappy and wish to complain formally, you can do this via the Guy’s & St. Thomas’ Trust Patient Advice and Liaison Service (PALS) team. Further details can be obtained from [Ayesha Ahmed, GI Surgery Complaints Team, 020 7188 9982] 

In the event that something does go wrong and you are harmed during the research and this is due to someone‘s negligence then you may have grounds for a legal action for compensation against Guy’s & St. Thomas’ NHS Foundation Trust, but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you (if appropriate).
Will my taking part in this study be kept confidential?

All information which is collected about you during the course of the study will be kept strictly confidential, and any research information about you which leaves the hospital/surgery will be anonymised. This means it will have your name and address removed so that you cannot be recognised (if it is applicable to your research).

Data will be anonymised throughout the study. All physical data will be stored in a locked office with restricted access. All electronic data will be stored on password-protected hospital computers or encrypted data storage systems. It may be retained for future data analysis and further study in the future. Only members of the research team and authorised regulatory authority personnel will have access to data. Anonymised data will be kept indefinitely.
Involvement of the General Practitioner/Family doctor (GP)

We will send your GP a letter informing them that you are taking part in the study. We will seek your consent prior to sending this letter.

What will happen to the results of the research study?

Results of the trial will be published in peer-reviewed scientific journals and presented at scientific meetings. In addition, we will produce a report for our funding sponsor with a summary of the results. If you wish to be informed of the results or to receive a copy of any reports or articles, please contact the research team [020 7188 9885]. You will not be identified in any report or publication unless you have given your prior consent.

Who is organising and funding the research?

This study is funded by the Guy’s & St. Thomas’ Charities and will be carried at St. Thomas’ Hospital.
Who has reviewed the study?

All research in the NHS is looked at by independent group of people, called a Research Ethics Committee, to protect your interests. This study has been reviewed and given favourable opinion by South East London REC (Research Ethics Committee) 2.
Further information and contact details
For specific information about this research project or any concerns during participation:

Mr Jonathan van Dellen

Research Fellow

Department of General Surgery, St. Thomas’ Hospital

Westminster Bridge Road

London SE1 7EH

020 7188 9885

Jonathan.VanDellen@gstt.nhs.uk
For any advice as to whether they should participate:

Your colorectal consultant surgeon:

- Mr Emin Carapeti

- Mr Amir Darakhshan

- Mr Vivek Datta

- Mr Mark George

- Mr Andy Williams

(via switchboard 020 7188 7188)

For further general information about research:


Guy’s & St. Thomas NHS Foundation Trust Research & Development website:

http://www.guysandstthomas.nhs.uk/healthprof/researchanddevelopment/researchanddevelopment.aspx
http://www.guysandstthomas.nhs.uk/resources/education_research/biomedicalresearch/taking_part_in_medical_research_studies.pdf
Medical Research Council website:

http://www.mrc.ac.uk/Achievementsimpact/Clinicaltrials/TakingPartInATrial/index.htm
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