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INFORMATION SHEET SUMMARY                             
For Patients

A study assessing the use of Simvastatin in subarachnoid haemorrhage
(The ‘STASH’ study)
The Department of Neurosurgery, name of local hospital, in conjunction with Cambridge University Hospitals NHS Foundation Trust, would like to invite you to take part in a research study.
You have suffered from a bleed onto the surface of the brain, called a subarachnoid haemorrhage (SAH). This type of bleed may cause blood vessels to narrow, causing low blood flow to the brain. If severe, this process can lead to a stroke. By reducing vessel narrowing we aim to prevent strokes.

We wish to assess the benefits of giving a standard cholesterol lowering drug (called Simvastatin) after a SAH has occurred. In the event of taking Simvastatin we hope that this might help in your recovery. If you agree to take part in this study you will be randomised to receive either Simvastatin or a placebo, in tablet form for a period of up to 21 days.

Side effects from Simvastatin are rare even in patients receiving this treatment for many years. However, if any concerns arise the drug will be stopped immediately.

In addition to assessing the benefits of giving a standard cholesterol lowering drug, we may ask you if we can investigate the possibility that your blood type may have an influence on your recovery or your response to the treatment given in the trial. To do this we would ask you if we can take a single sample of blood from you and examine your DNA to see if we can identify any genetic markers which might affect your recovery and outcome. If you wish to take part in the Statin study, you are under no obligation to also take part in the genetic arm of the study, participation is optional. 
Before you leave the hospital we will assess your level of recovery. Two short questionnaires will be sent to your home 6 months later asking about your current level of recovery and state of health. We will ask you to complete these and send them back to the hospital.
It is entirely your choice as to whether you take part in this study. You are under no obligation to take part. Even if you have signed the consent form, you may withdraw from this study at any stage; and you do not have to give a reason. If you decide not to take part in the study this will not affect your current or future treatment in any way.

Thank you for your time in considering this research. 
On headed paper
INFORMATION SHEET
For Patients
A study assessing the use of Simvastatin in subarachnoid haemorrhage -
(The ‘STASH’ study)
Introduction
The Department of Neurosurgery, name of local hospital, in conjunction with Cambridge University Hospitals NHS Foundation Trust, would like to invite you 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 read the following information carefully, and ask if there is anything that is not clear to you and needs more explanation. Take time to decide whether or not you wish to take part. Whatever your decision, your treatment will be standard and will not be altered in any significant way.
What is the purpose of the study?

A blood vessel abnormality called an aneurysm can cause a bleed within the head. We wish to assess the benefits of giving a standard cholesterol lowering drug (called Simvastatin) after bleeding has occurred. This is a licensed medication used regularly in the treatment for other vascular conditions including heart attacks and strokes, but it is not licensed at this stage for the treatment of a bleed in the brain. In some instances we may also wish to find out whether your genetic makeup can influence the course of your disease, its clinical outcome, or response to the medicine that we are testing.

Why have I been chosen?

You have suffered from a bleed onto the surface of the brain, called a subarachnoid haemorrhage (SAH). This type of bleed may cause blood vessels to narrow, a condition which is named cerebral vasospasm. One of the consequences of vasospasm is that blood flow to the brain is reduced. If severe, this process can lead to a stroke. By reducing vasospasm we aim be to prevent strokes in some affected individuals.

Do I have to take part in this research?

No. It is entirely your choice as to whether you take part in this study. If you do decide to participate you will be asked to sign a consent form. Even if you decide to take part you are still free to withdraw at any time without giving a reason. Either way, the standard of care you receive will not be altered.

What will happen to me if I take part?

Once you have agreed to take part in the study and have given consent, you will be assigned randomly (like a flip of the coin) to taking either Simvastatin 40mg or an inactive “dummy” drug called a placebo. The treatment will be administered as one tablet 
daily for up to  21 days. If you are discharged from the Neurosurgical Unit before 21 days, treatment will be stopped. Neither you, nor your doctor, will know which treatment you are receiving until the study is over. However, if necessary your doctor can and will be able to find out which treatment you are having if any concern arises. Before you leave the hospital we will assess your level of recovery. Two short questionnaires will be sent to your home 6 months later asking about your current level of recovery and state of health. We will ask you to complete these and send them back to the hospital in the stamped addressed envelope provided. We may need to give you a phone call to check on this process. We propose to recruit approximately 800 people to the trial, half of whom will be given the drug and half the placebo.
What do I have to do?

All you need to do is take the tablets as requested by your doctor, once a day for up to 21 days, and fill in the questionnaires. You will be asked to give an initial blood sample and maybe one further blood sample over the treatment period, so we can monitor any effects of the tablets. Some of these blood tests may be taken as part of your routine clinical care.

For some participating centres:

In addition to assessing the benefits of the drug, we would like to investigate the possibility that your genetic makeup may have an influence on your recovery or your response to treatment. To do this we would like to take a single sample of blood from you. This will be analysed to examine your DNA and to see if we can identify any markers which might affect your response to treatment, recovery, and outcome. We would then compare the results of the DNA analysis with other clinical information, including blood tests and scans, to see if there were any differences that were related to your genetic makeup. Whether you take part in the genetic arm of the study or not is entirely your decision.
What are the possible risks/side effects of taking part?

Possible rare side effects of Simvastatin include muscle weakness or tenderness, headache, nausea or rash. However no regular side effects have been observed even in patients receiving this treatment for many years. However, in the event of any serious unforeseen reactions, or if any concerns arise, the drug will be stopped immediately. Your doctor will carefully monitor all of your medicines to check for any possible interactions.
Are there alternative treatments available?

There are drugs which are currently in use in most hospitals which help to minimise the risk of cerebral vasospasm. We are looking at potentially giving Simvastatin in addition to these drugs. We are not aware that there are any alternative treatments available for treatment of cerebral vasospasm.
What are the possible benefits of taking part?

In the event of taking Simvastatin we hope that this might help in your recovery. However, this cannot be guaranteed. More likely the information we obtain from this study may improve on the treatment for future patients suffering from SAH.

What if new information becomes available?

Sometimes during the course of a research project, new information becomes available about the effects of a treatment that is being studied. If this happens, your research doctor will inform you. Also, on receiving new information your research doctor might believe that it would be in your best interests to stop the study. Should this occur, we will explain the reasons and arrange for your care to continue. Again your standard of care will not be jeopardised in any way.

What happens in the event of a trial related problem?

This is very unlikely. If you have any concerns about your treatment within the study please contact one of the research team. 

In the event that something does go wrong and you are harmed by taking part in the research and this is due to someone’s negligence, then you may have grounds for a legal action for compensation against Addenbrooke’s Hospital or the University of Cambridge. 

The normal hospital mechanism for complaints will be available to you. The University has obtained insurance which provides a no-fault compensation i.e. for non-negligent harm, you may be entitled to make claim for this.

The NHS does not provide no-fault compensation i.e. for non-negligent harm, and NHS bodies are unable to agree in advance to pay compensation for non0negligent harm. They are able to consider an ex-gratia payment in the case of a claim.

If you wish to complain or have any concerns about any aspect of the way you have been approached or treated during this study, you can do this through the NHS complaints procedure. In the first instance, it may be helpful to contact the Patient Advice and Liaison Service (PALS) at your hospital.

What happens at the end of the study, and what will happen to the study results?

Once the study has been completed, results may be published in a professional journal and will be available for you to see.
Confidentiality-who will have access to the data?

All information, including the results of any DNA analysis, which is collected about you during the course of the research, will be kept strictly confidential. Only people who are directly involved in the research will have access to the data. This trial will comply with data protection regulations and all data will be transferred to the study coordinating centre in Cambridge where it will be stored in a secure manner. Direct access of all medical records will be provided to monitors, auditors and Regulatory authorities.
Occasionally, the research results from several studies are pooled in order to make the analysis more sensitive. If this does happen, any researchers who enter into such collaborations would be bound by the same confidentiality requirements. The blood samples that we collect for DNA analysis may be pooled into a larger DNA bank which could be used to ask further research questions about the disease.
Will my GP be informed?

Yes. With your permission a letter with study information will be sent to your GP.

Who is organising and funding the research?

This research is organised by the Department of Neurosurgery, Cambridge University Hospitals NHS Foundation Trust, and will be funded through charitable sources.

This study was given a favourable ethical opinion for conduct by the Thames Valley Research Ethics Committee. You are under no obligation to take part. Even if you have signed the consent form, you may withdraw from this study at any stage; and you do not have to give a reason. If you decide not to take part in the study this will not affect your current or future treatment in any way. If you wish to withdraw from the study, we will continue to monitor your progress using information obtained as part of standard clinical care. No further trial drugs will be given to you.
If you have a private health insurer, we advise you to inform them of your participation in this study.

If you would like more information or wish to discuss any aspect of this study then please call one of the research team at any time, (add names)  on the numbers below.

Thank you for your time in considering this research. After you have signed the consent, please keep a copy of the consent form and this information sheet for your information.

Names and contact details of local team
On headed paper

Centre:_______________Pt hospital number:____________Study treatment number:______________

CONSENT FORM
Patient
Title of Project: A study assessing the use of Simvastatin in subarachnoid haemorrhage (The STASH Study).
Name of Researcher: Local PI







Please initial all boxes

1.   I confirm that I have read and understand the information sheet for the above study. I have had the opportunity to consider the information, ask questions and have had these answered satisfactorily.

2. I understand that my participation is voluntary and that I am free to withdraw at any time without giving any reason, without my medical care or legal rights being affected
3. I understand that relevant sections of any of my medical notes and data collected during the study may be looked at by responsible individuals from the Sponsor, their representatives or by the regulatory authorities where it is relevant to my taking part in this research.  I give permission for these individuals to have access to my records







4. I agree to my GP being informed of my participation in the study.
5. I agree to take part in the above study.
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Centre:_______________Pt hospital number:____________Study treatment number:______________

6.  I agree to my name and details to be documented and seen by members of the research team.
7 I agree to my personal contact details being transmitted to Cambridge for the purpose of obtaining the 6 month questionnaire assessment. These personal details will be destroyed after the assessment has been completed.


FOR PARTICIPATING CENTRES /PATIENTS ONLY

8.  I agree to give a blood sample for DNA analysis.  After the current study is completed, I understand that the sample that I have donated may be used in further research as part of a larger collection of DNA.


9.  I understand that the blood sample will be destroyed after the test is completed


_______________________
________________        ____________________

Name of Patient


Date
                   Signature

________________________
________________         ____________________

Researcher


Date

Signature

When completed: one original is to be kept in the researcher file. A further original (or copy if not possible) to the patient and 1 copy for the medical notes. 
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