<<Papworth Hospital NHS Trust Headed Paper or CUH  Headed Paper >>

CONTROL PATIENT INFORMATION SHEET

Study Title: Isolation and characterisation of blood-derived progenitor cells in patients with cardiovascular disease and TGF-beta superfamily related diseases 
PART 1

1. Invitation
We are inviting 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 take time to read the following information carefully and discuss it with others if you wish.  One of our team will go through the information sheet with you and answer any questions you have.  Take your time to decide if you wish to participate.  Part 1 tells you the purpose of the study and what will happen to you if you take part.  Part 2 gives you more detailed information about the conduct of the study.  Ask us if there is anything that is not clear.

2. What is the purpose of this study?

The purpose of this study is to try to understand what goes wrong with the heart and blood vessels in patients with certain diseases. The focus of this work is patients with pulmonary hypertension (raised blood pressure in the lungs) and in particular patients with a form of the disease that occurs in families. In some of these families there are alterations in specific genes. These genes mainly belong to a group called the transforming growth factor (TGF) gene family, but some newly discovered genes we are studying may not belong to this group. We are trying to understand how alterations in these genes lead to disease, and why only some people get these diseases while others do not. This study will involve obtaining cells from your blood.

We would like to obtain blood cells from patients and compare them with cells from their relatives who do not have the disease, and healthy people.  We can grow these cells up in the laboratory and see how they behave. In addition, we will use some of these cells to generate them into stem cells (cells that are capable of giving rise to a range of different tissues in the body). This will mean that from a blood sample we will be able to study heart and blood vessels cells in the laboratory to see if they behave differently in disease, and to use these cells to find out what goes wrong in these diseases. This is necessary because the only other way of getting the right types of cells is from tissue directly from patient’s organs and this is very difficult to obtain.

What is Pulmonary Hypertension?

Pulmonary arterial hypertension (PAH) is a condition in which there is an unusually high blood pressure in the blood vessels in the lungs.  This places excess strain on the heart, causing a gradual deterioration in general well–being and leading to shortness of breath.  Very rarely the condition can occur in more than one member of a family. When the disease occurs in families it is often due to an alteration in a gene (piece of inherited material) called the bone morphogenetic protein type 2 receptor (BMPR2), a member of a larger family of genes known as the TGF gene family. Research has shown other genes (aside from BMPR2 and other members of the TGF gene family) may contribute to PAH but further research is needed to understand the underlying biological mechanisms. 

What is the TGF gene family?

This is an important set of genes which are involved in a variety of different processes in humans. The majority of known gene alterations in this family lead to problems with blood vessels, most commonly pulmonary hypertension.  There are other diseases that can be caused by alterations in these genes. Some of these are diseases of blood vessels, whereas others are diseases of bone formation. We intend to study cells from patients with these conditions too, so that we can understand what goes wrong in these diseases and hope to discover ways to treat them. 

Other gene families

As new genes and pathways are associated with the development of PAH further research is needed to understand these pathways. As new genes and pathways are identified these will be investigated too. 

3. Why have I been invited?

You have been asked to take part in our study because you have been identified as a healthy subject suitable for comparison studies with our diseases of interest.
4. Do I have to take part in the study?

No. Participation in these studies is entirely voluntary.  If you do not wish to take part simply tell your doctor. You do not need to give any reason for not participating, and your medical care will not be affected in any way by your decision.  If you do enter the study but decide later that you wish to withdraw, you can inform the study doctor named at the end of this information sheet.  If you do wish to take part you will be given a copy of this information sheet to keep.  You will be asked to sign a consent form a copy of which will be given to you to keep. 

5. What will happen to me if I take part?

We are asking you to donate a blood sample of up to 80mls. This amount is about half a cup Whenever possible the blood sample will be timed with routine sampling in the clinic by a doctor or nurse. We would also like to record some of your medical information. 

6. What tests will you do on my blood sample?

Your samples will be taken to our laboratory where we will be able to grow up blood cells. We will undertake some biochemical tests to see whether your cells behave differently compared with similar cells taken from patients with PAH or other cardiovascular diseases.  These laboratory techniques are widely used to investigate cell function. We will also extract some of the genetic material (DNA) to look for genetic alterations (mutations) for example in the TGF family of genes, as it is important to know if the behaviour of the cells is affected by these mutations. These studies may involve sequencing part of, or all of, your entire genetic code (known as whole genome sequencing).In addition, in some cases, we will convert the circulating cells into a cell that can give rise to many different tissues, known as a stem cell. This gives us the opportunity to make heart and blood vessels cells to study in the laboratory to try to understand these diseases and find new treatments. The samples will be anonymised; therefore researchers will not be aware of your identity.

Standard laboratory procedures means the cells will also be tested for transmissible viruses such as HIV and hepatitis to protect researchers. As the samples will be anonymised, the results of these tests will not be available to participants. If participants on entry have concerns about transmissible viruses then this can be discussed with the study Doctor and standard testing through our clinical services will be available on request.

Use of Samples

The cells that we derive from your blood sample are a donation for future use and will be stored in the laboratory for ongoing studies. With your permission we will continue to store any remaining  samples or cells securely and anonymously for use in related studies by our group.   Study samples and cells will be stored for use in future research studies. Permission will be sought from a Research Ethics Committee prior to any new research being conducted. For the benefit of future patient care, this may include participation from third parties and/or commercial companies located inside and outside of the UK. Any samples shared to third parties/or commercial companies will be anonymous
7. Will this study provide genetic feedback?
Tests done in this study would be for research purposes and we will not be able to trace the results back to a named individual. If you have any concerns about the possibility of other members of your family being affected by these diseases please feel free to discuss this with the study Doctor. If after this you would like further information and guidance we will be able to refer you to an appropriate genetic counsellor.

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

For blood sampling you may develop minor bruising

9. What are the possible benefits of taking part?

This study will not bring you any direct benefit.  It aims to improve knowledge of the diseases studied and in particular how pulmonary hypertension may be caused. This may lead to new approaches to treatment and prevention.  
10. What if something goes wrong?

Any complaint about the way you have been treated during the study or any possible harm you might suffer will be addressed. Further detailed information is included in Part 2.
11. Will my taking part in this study be kept confidential?

Yes. All the information about your participation in this study will be kept confidential. The details are included in Part 2.
12. Will I be paid for taking part?

You will not be paid for taking part in this study but we will reimburse your travel expenses if you need to make an extra journey to the hospital.

13. Contact details:

If you have any questions about this study, please contact:

Insert local PI and contact details

Thank you for taking the time to read this.
This completes Part 1 of the Information Sheet.

If the information in Part 1 has interested you and you are considering participating please read the additional information in Part 2 before making a decision.

PART 2

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

You can withdraw from the study at any time.

2. What if there is a problem?

If you are concerned about any aspect of this study you should ask to speak to one of the researchers who will do their best to answer your questions. 

If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints Procedure.  Details can be obtained from the Patient Advice and Liaison Service (PALS)   insert local number
If something goes wrong and you are harmed during the study due to someone’s negligence then you may have grounds for a legal action for compensation against the hospital involved, but you may have to pay your legal costs. The normal NHS complaints mechanisms will still be available to you.

NHS hospitals are unable to agree in advance to pay compensation for non-negligent harm (situations where no one can be blamed for what happened). However, NHS Trusts are able to consider offering an ex-gratia payment in the case of a claim.

3. Will my taking part in this study be kept confidential?

All information that is collected about you during the course of this study will be kept strictly confidential according to the Data Protection Act 2018. Information on paper will be kept in locked filing cabinets and where possible behind security coded, locked doors. Electronic information will be kept on computers that are protected by passwords. 

The electronic data we store for this study will be kept on a database, but we will not keep any details of your name or address, the data will be stored only under your hospital number on a secure computer on hospital premises. 
The information collected about you during the course of this study will be kept strictly confidential. It will be used only by researchers working in collaboration with Professor Morrell.

Any information about you that leaves the hospital will be anonymous and anything that could identify you (name, date of birth, address, hospital number) will be removed and you will only be identified by a study code. When the study is reported to the funding body, published in medical journals or presented at conferences it will not be possible to identify you personally.

Your anonymised data and blood samples will be stored for use in future medical studies, this will be 

for the benefit of future patient care. This may include sites outside of the UK.
How will we use information about you? 
We will need to use information from your medical records for this research project. This information will include your anonymised data.  People will use this information to do the research or to check your records to make sure that the research is being done properly. We will keep all information about you safe and secure. Some of your information will be sent to countries other than those in the European Union. They must follow our rules about keeping your information safe. 

Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study.
What are your choices about how your information is used?

· You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have. 

· We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 

· If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study. 
Where can you find out more about how your information is used?

You can find out more about how we use your information 

· at www.hra.nhs.uk/information-about-patients/
· by asking one of the research team <<insert local contact details>>

· by ringing the data protection officer  on << insert local phone number>>. 

4. What will happen to the results of the research study?

Once the study is complete and analysed, the results will be submitted for publication in scientific journals and presented at scientific conferences. Your confidentiality will be maintained and you will not be identified in any report or publication of this study. If you wish to see the results when they are published let the researcher who obtains consent from you know and a copy of the results can be sent to you. We will also tell the Pulmonary Hypertension Association about the results and ask if they would like us to write a summary for their website and magazine – this is available to all patients with pulmonary hypertension.  

5. Who is organising and funding the research?

This study is being funded by the British Heart Foundation. Medical Research Council and the Cambridge Biomedical Research Centre and National Institute for Health Research. The study will be sponsored and managed by Royal Papworth Hospital NHS Foundation Trust.

6. Who has reviewed the study?

The study was reviewed by the Research and Development Department at Royal Papworth Hospital NHS Foundation Trust and the East of England (Cambridge) Research Ethics Committee.

Thank you for considering taking part in this study.

If you decide to participate you will be asked to sign a consent form and will be given a copy of this information sheet and the consent form to keep.
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