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OpSal Study - How can we optimise inhaled beta2 agonist dose as 'reliever' medicine for wheezy pre-school children?

Parent Information Sheet

You and your child are being invited to take part in a research study. Before you decide whether or not you wish to participate, we would like to explain to you 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. Please 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.

What is the purpose of this study?

Wheezing is a common problem in young children. Many wheezy children will benefit from drugs called beta2 agonists ( the most widely-used is called salbutamol) taken by inhaler (which is blue in colour) to relieve attacks. A wide range of doses, between 1 puff and 10 puffs of salbutamol, is used to relieve symptoms. There is a need to find out if a particular dose is more suitable for young children. Genes are made up of DNA (Deoxyribonucleic Acid) and contain information that make us who we are. Some children respond differently to salbutamol and in this study we want to look at whether children with particular genes may need higher doses of salbutamol. 
It can be difficult for doctors or parents to tell how well a young child has responded to their salbutamol inhaler. We have developed a simple, safe breathing test to measure whether and how much a child has improved with salbutamol. The purpose of this study is to find out whether making these  breathing measurements can help us to pick out the most suitable dose of salbutamol. The study will also help us identify whether some children with particular genes need higher doses of salbutamol, or do not show any significant response to this medicine.
Why has my child been chosen?

Your child has been chosen as (s)he falls within the age group we are studying, has had problems with wheeze in the last 12 months and has needed treatment with inhalers for this.

What will happen to my child if I agree to take part?

Your child will come for a single visit to the hospital which will last about two and a half hours. 
At this visit we would like to perform a lung function test called Interrupter resistance (Rint): it measures how narrow the airways in the lungs are, and it takes about 5 minutes to do. (S)he will breathe normally through a mouthpiece or face mask and from time to time the machine will click as the air flow is stopped for a fraction of a second. Your child will not be aware of this, but they will hear the click. This will continue until 10 clicks have been recorded. 
This is a picture of a child undergoing the lung function test.
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We will then give your child a dose of salbutamol using an inhaler and spacer. A demonstration of this will be given prior to you agreeing to take part in the study. We will repeat the Rint measurement (another 10 clicks) 15 minutes later. We will then give a second dose of salbutamol.  
Finally, we will repeat the Rint measurement 15 minutes after the second salbutamol dose. We will collect a urine sample about 30 minutes after the first salbutamol dose, to check exactly how much salbutamol your child has received and again after the second dose of salbutamol. We will also collect a saliva sample for gene (DNA) studies. The DNA studies will tell us more about the genetic make up of your child and whether this explains your child’s response to asthma medicine. The saliva sample will be collected by asking your child to spit in a little pot. We will use a swab to collect saliva in children who are unable to spit. If the saliva sample is insufficient, we may send you another container that you can return to us by (postage-paid) post. We will also ask you and your child a few questions about his/ her asthma and any associated problems, such as allergies. Before the visit, it is important that your child has not taken their inhaler within the last 12 hours. If your child needs to take their inhaler, this should not be withheld but the research nurse should be telephoned to re-arrange the visit (contact details on page 5).
Are there any risks or side effects of the procedure?

This study does not have any risk of physical or psychological harm, and there are no painful procedures. Some young children are bothered by the clicking sounds during the breathing test, so we spend a little time beforehand getting them used to the equipment. We will work with you to distract them during the measurements, and it can be helpful to bring along a favourite book or DVD.  The collection of the urine sample and the saliva sample does not involve any risks to your child. Your travel expenses to the hospital (up to £20) for the research study visit can be reimbursed.  
Does your child have to take part?

No, your child does not have to take part. It is up to you to decide whether or not your child will take part. If you agree for your child to join the study, you are still able to withdraw at any time without giving a reason. If you decide the study is not for you or if you withdraw your child, it will not affect the standard of care your child will receive. 
What are the possible benefits of taking part?

Involvement in the study and the resulting discussions may provide you with a greater understanding of the processes causing wheeze.
Will taking part in the study be confidential?
All information that is collected about you and your child will be kept strictly confidential. Any information about you or your child which leaves the hospital will have your names and address removed so that neither you nor your child can be recognised from it. Neither you nor your child will be identified in any report or publication that follows from this study.

What will happen to the results of the study?

We hope to publish the results in a medical journal and also to present them at professional meetings and to the wider public. Neither you nor your child will be identified in any report or publication. 

Your child’s name will not be stored with the saliva sample, or entered onto computer associated with any personal information. The samples will be stored in Brighton and at the end of the study, with your consent, they will be transferred to University of Dundee for analysis and long term storage. Code numbers will be used to ensure that your child’s identity cannot be associated with the genetic information obtained from the sample. The information about your child, and the genetic information, will be collected and stored in databases and used solely for the purpose of research into childhood diseases related to inflammation such as asthma. This may include sharing anonymised data from the study with researchers in France and Italy, with your consent. 
We will store some of the material indefinitely for future research with your consent, so that we do not have to ask again to help us with a fresh saliva sample from your child. However, we would like to be able to contact you in the future with a request to help us for further studies in the future. All the information will be kept safely, and only used for the project.

Can I find out the results of the study?

We would be able to give you overall results of the study once it has been completed. If you are interested to know the final results of the study please let us know, and initial the appropriate box on the consent form.
What if something goes wrong?

If you are not happy with any aspect of this research study, in the first instance please contact the research team. If you are not able to resolve your complaint, please then contact the Head of Research & Development (Scott Harfield, ext 7497). If you still do not feel the issue has been resolved, the Complaints department at Brighton and Sussex University Hospital NHS Trust should be contacted (ext 4511 complaints@bsuh.nhs.uk). 
Who is organising and funding the research?

The research is being organised by the Respiratory Research Unit at the Royal Alexandra Children’s Hospital.  It is being funded by the Research for Patient Benefit Programme of the National Institute for Health Research, and sponsored by Brighton and Sussex University Hospitals NHS Trust. The research has been reviewed and given a favourable ethical opinion by a National Research Ethics Committee. In order to make sure that the research is conducted properly, your child's research records and any relevant medical records may need to be seen by the authorised personnel at Brighton and Sussex University Hospital NHS Trust.  
What happens now?
We would like you to discuss the study with your child. One of the research team will then contact you to discuss whether or not you & your child are interested in participating in this research study. 
Thank you for taking the time to read this leaflet.  If you have any further questions do not hesitate to ask.
For further information please contact:

Paediatric Respiratory Research Nurses: Liz Symes or Cathy Olden
Royal Alexandra Children’s Hospital,

Eastern Road, 

Brighton BN2 5BE.

Tel  01273 696955 x  2408/2514  Email: liz.symes@bsuh.nhs.uk or
            




catherine.olden@bsuh.nhs.uk
Principal Investigator: Professor Somnath Mukhopadhyay
Tel: 01273 696955 ext 2397
Email: s.mukhopadhyay@bsms.ac.uk
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