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HEALTHY VOLUNTEER INFORMATION SHEET

‘Central blood pressure and arterial stiffness in young rowers’ 

Part 1

You are being invited to take part in a research study.  Before you decide whether to take part, it is important 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 relatives, friends and your GP if you wish.  Please ask us if there is anything that is not clear or if you would like more information.

Why are we doing this study?

As we get older, our arteries stiffen. This leads to an increase in blood pressure and places us at greater risk of strokes and heart attacks. We are not sure of the exact reasons behind why our arteries stiffen, but there is evidence that regular exercise can have long-term effects on the health of our arteries. The aim of this study is to measure the effects of regular exercise training on the stiffness of the large arteries and any resulting changes in blood pressure.
Why have I been chosen?

You have been invited to take part in this study because you responded to our advertisements at Cambridge University rowing clubs and colleges.
Do I have to take part?

As with all research studies, your participation is entirely voluntary.  If you decide to take part you will be given this information sheet to keep and will be asked to sign a consent form of which you will be given a copy to keep.  You are still free to withdraw at any time without giving a reason. 

What will happen if I take part?

The study will examine two separate groups of young people; the first group will contain those who are commencing first-year rowing training with a college or rowing club, and the second group will contain people who are continuing with their current level of physical exercise. The study will involve two visits to the Vascular Research Clinics, where you will be seen by a researcher from our unit.  The first visit will occur within the next 2-3 weeks, and the second visit will occur next year, later in the rowing season. These visits may last up to two and a half hours each. Before your first visit you will be given the information sheet to read. During your first visit, you will be asked to sign a consent form for the study of which you will be given a copy to keep. You will then be asked to fill in a questionnaire regarding your personal health and fitness levels. Blood pressure, height and weight will be measured.  We will then use a small pencil like probe on the artery at the wrist, neck and upper leg.  This records the pressure in the artery and uses this information to calculate how stiff your arteries are. The following measurements will then be taken.

Endothelial Function test: Whilst you are resting on a bed we will take a series of images of the blood vessel in your arm by ultrasound. By using this non-invasive method, we can see how well your blood vessels are functioning. After 1 minute of recording (baseline), a blood pressure cuff will be inflated around your forearm for 5 minutes. Once the cuff is deflated, there is an increase in blood flow into the blood vessels in your forearm, which will stimulate the inner lining of your vessel, causing it to dilate (expand). We will record continuously images of your blood vessel and measure the changes in the diameter of it. You will then be given a drop of glyceryl trinitrate; GTN (a drug commonly taken by patients with angina) under your tongue, which will make the blood vessels dilate for a couple of minutes. Again we will measure the changes in diameter of your blood vessel. The change in the size of your blood vessels compared to the baseline measurements will give us an indication of how your vessels are working. This technique is non-invasive and will take approximately 30 minutes.

Minimum forearm vascular resistance: We will ask you to lie down and then place some blood pressure cuffs around your wrists and arms and these will inflate and deflate on and off. We will then place a second blood pressure cuff around one of your arms and inflate this for 13 minutes and then measure your forearm blood flow when we release the cuff.

Aortic diameter (echocardiography): You will be asked to sit whilst an echocardiogram (a type of ultrasound image) is taken of your heart and large arteries. This will involve an ultrasound probe being placed on the front of your chest, and images being recorded.
Blood sample: A 20mL sample of your blood will be collected, for analysis of cholesterol and glucose levels (the results can be sent to your GP as part of a general check-up if you wish).

Cardiac Output

You will be asked to breathe through a mouthpiece into an inflatable bag for around 30 seconds, so that your expired air can be analysed.
Exercise test: You will be asked to cycle on a stationery bicycle for a few minutes, keeping a constant rate of peddling. We will then make small increases in the workload every 3 minutes until you feel that you can’t maintain the peddling rate any longer and we will stop the test. Throughout this test, we will be making measurements of your heart beats and also how much oxygen and carbon dioxide you breathe out (we will ask you to wear a mouthpiece throughout the test, in order to collect your expired air).
Will there be any side effects?

The exercise test might feel quite strenuous, since we ask you to keep cycling until you feel you can’t maintain the peddling rate any more. However, a member of the study team and a doctor will be present at all times to monitor you. In the minimum forearm vascular resistance test, you may experience pins and needles briefly. However this is only a passing effect.
What are the possible disadvantages and risks of taking part?

The doctors involved in this study have considerable experience with the procedures involved and these are considered to be safe. There is a small risk of minor discomfort and bruising with whilst having blood taken.

What are the possible benefits of taking part?

Since measurements are being taken at the start of the rowing season, and then later on in the season, you will be able to gauge how your fitness levels have been affected by participating in rowing training over that period. On a broader level, the information we gain from this study will improve our knowledge of the way the arteries respond to exercise training.

What about my expenses?

At the end of the study we will give you money to cover your time and travel expenses.

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. All the information about your participation in this study will be kept confidential. The details are included in Part 2. 
Contact Details:
If you would like to find out more about this study or have any concerns or queries during the study, please ring Stacey Hickson/Jeremy Broad on 01223 586852.
This completes Part 1 of the Information sheet. 

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

Part 2

What if new information becomes available?

You will be informed of any new relevant information that becomes available regarding this study.

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

If you wish to withdraw from the study, we will destroy all your identifiable samples if you so wish, but we will retain the data collected up to your withdrawal.
What if there is a problem?

If you have a concern about any aspect of the study you may contact us on 01223 336739, and we will do our best to answer your questions. If you remain unhappy and wish to complain formally, you can do so through the NHS Complaints Procedure. Details can be obtained from the hospital. 
Are there compensation arrangements if something goes wrong?

We do not anticipate anything untoward happening to you, whilst you are taking part.  However, the doctors involved and the Clinical Pharmacology Unit have suitable indemnity insurance for this. 

Will my taking part in this study be kept confidential?
If you consent to take part in the research, we will ask you to consent to the collection, processing, disclosure and transfer of your personal data for medical research purposes. We will follow ethical and legal practice and all information which is collected about you during this study will be kept strictly confidential. Named information will be sent to the NHS Central Register and you will be flagged by the Office of National Statistics. Information held by the NHS and records maintained by the General Register Office may be used to keep in touch with you and follow your health status.  

Will my GP be informed?

Yes, your GP will be informed of your participation in the study.
What will we do with the blood sample you give us?

We will ask you to give a blood sample of approximately 20ml. This sample will be used to measure naturally occurring substances in the blood (e.g. cholesterol, glucose) and in extracting the genetic material (DNA).  We will also store some of this material for future genetic analysis. We will use this information for biochemical and genetic analysis of genes involved in the stiffening of the arteries, high blood pressure and cholesterol levels. We should emphasize that the genetic differences we are looking for are minor variations, akin to those which make some people taller than others, and will not be a useful piece of information on their own to report back to you or your doctor.  
What will happen to the results of the research study?

Upon completion of the study, the results will be published.  However, you will not be identified in any report or publication.

Who is organising and funding this study?

This study is being organised by the Clinical Pharmacology Unit of the University of Cambridge and funded by the University of Cambridge. The chief investigator is Dr. Carmel McEneiry. 

Remember - You are under no obligation to participate in this study. If you wish to leave the study at any point you may do so for any reason. Please take as much time to read this leaflet as require; do not feel that you have to make a decision quickly. Researchers will be available to answer any questions you may have. All the data collected will be confidential and is only for the purposes of research.

The Cambridge Research Ethics Committee has approved this study. If you require more general information then please ask one of the people running the study. Alternatively, you may wish to contact the principle investigator:-

Dr Carmel McEniery
 





GENERAL ENQUIRIES:
Vascular Research Clinics, A.C.C.I. Level 3



Stacey Hickson or
Addenbrooke’s Hospital Box 110, Cambridge CB2 2QQ
Jeremy Broad
Tel: 01223 217 564






Tel: 01223 586 852
Email: cmm41@cam.ac.uk
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