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INFORMATION SHEET

NICE Consultation: Guidelines for Children and Young People

Parents and carers

Full title of Project: Involving children and young people in developing a NICE guideline on Myalgic encephalomyelitis/chronic fatigue syndrome (ME/CFS) diagnosis and management.

Your child/adolescent or a child/adolescent you care for is being invited to take part in a research study. Before you decide whether or not it is appropriate for them to take part, 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. If they choose to take part, you will also be given the opportunity to be involved yourself.
What is the purpose of the study?

In order to best meet the needs of young people with ME/CFS we plan to develop a guideline that is representative of the voices and experiences of young people and those directly involved in their care which reflects their lived experience.  We intend to build on the findings of a collaborative consultation. The consultation was designed and undertaken by children and young people, their parents and health and educational professionals and it was facilitated by UK charity Action for M.E. The aim of the consultation was to assess the perceived needs of children and young people in order to cope better with the impact of living with ME/CFS.  

We are carrying out a consultation about how to improve care for children and young people with ME/CFS. To take part, we are looking for young people aged between 9 and 18 willing to attend a focus group/interview to discuss how they like to be supported. This group will ask the young people questions about their experiences of healthcare and will give them the opportunity to discuss and share their experiences in a safe space. The information will be used to inform the development of new national guidelines for the care of children and young people. 
Why have I been invited to participate?
You have been invited because you have expressed an interest in hearing about ME/CFS research via Action for M.E or you have seen the study advertised on other ME/CFS relevant websites. 
Your child/ adolescent must: 
●
be aged between 9-18 years

●
live anywhere in England and Wales; and

●
have experience of living with mild, moderate and /or severe ME/CFS (https://www.nice.org.uk/guidance/cg53/chapter/Appendix-D-Definitions-used-in-this-guideline) 

●
have been diagnosed with ME/CFS by a healthcare professional - self reported by participant/parent/carer

●
have capacity to consent/assent and parental consent/ assent 

Your child/adolescent must not:
●
be unable to communicate or participate safely (as determined by their parents/carers)

●
be unwilling to consent/assent 

●
not be too severely affected by their condition such that taking part could cause significant and long-term detriment to their health. This will be discussed openly and any reservations on either side will be raised before including a participant in the study. 

●
have serious thoughts about self-harm or suicide, as reported by parents/carer. 

●
presence of primary psychiatric disorders and substance abuse , as reported by parents/carer..

Please discuss openly any reservations with the research team.
To take part in the online questionnaire your child/adolescent must be taking part in a focus group/interview.
Does your child/ adolescent have to take part?
It is up to you and your child/young person to decide whether or not to take part. If you do decide to take part, you will be given this information sheet and a privacy notice (this tells you what we do with any information you give us) to keep. You will also be asked to sign a consent form allowing your child/ young person you care for to take part. If your child/young person you are responsible for takes part in the focus group, you can withdraw from the study at any point and information that they have already given will be used in the study. If they are taking part in an interview, you can withdraw from the study at any point and you can ask the researchers to remove any information that has been given up to the point that the information is analysed/de-identified. If your child/adolescent chooses to take part, you do not have to take part in the online questionnaire. If you and your child do not feel confident to communication, verbally in English please discuss with a member of the research team. 
What will happen to me if I take part?

If your child/ young person takes part, you will attend 
ONE focus group at Oxford Brookes University or 
alternatively an interview, which will take place at a
 location chosen by you or  by phone depending 
on which is most convenient for you.. We will record the voice of your child/ young person using an audio recorder. As a parent or carer you will be asked the same questions as your child but these will be completed separately and via an online questionnaire. This will keep the time of the interview to a minimum and ensure we can fully capture both your experiences as a parent or carer and those of your child/ young person.
The topics of the focus groups/interviews/online questionnaire
 will include:
· Identification of the child/adolescents condition and the assessment process before diagnosis;
· The process of the diagnosis of ME/CFS;
· The management and support they (and their families) have received regarding their ME/CFS;
· How their ME/CFS is monitored and reviewed;
· What information, education, and support for people with suspected or diagnosed ME/CFS and their families and carers was/is available and how helpful it was
· What information, education and support for health and social care professionals is needed to help them manage their condition well.

What are the possible disadvantages and risks of 
taking part? 

The focus group or interview your child/young person you are responsible for takes part in will not take more than one hour. They may start to feel tired but if this happens, they will be able to take a rest in a quiet space and start again when they are ready. The focus group or interview they will take part in will not take more than one hour. The online survey you can choose to take part in should not take longer than 20 minutes. We will check that the child/young person you are responsible for is ok during the focus group or interview and also that you are ok while you complete the survey. If we think you/they might be upset or if we are told that you/they are upset, we have a process we will follow. You/they will be given the chance to have a break, you can then continue or if you/they do not wish to continue and are still upset we will advise you/they to speak to you, a GP or mental health provider. With your/their permission we can also contact these people for you. 

With your/their permission we will contact you/them after the 
focus group or interview to check how you are. You/they can 
also contact us if you feel upset after the focus group or
 interview. We will reimburse your travel costs for attending 
the focus group or interview.
What are the possible benefits of taking part?

There are no direct benefits of taking part. However, you will have an opportunity to influence national guidelines. Doctors, nurses and other healthcare professionals will use these guidelines to improve care for similar children and young people.
Will what I say in this study be kept confidential?

Only the focus group/interview team and other young people attending the group will know your child’s views. Your child/adolescent’s name and any information that may identify your child will NOT be given to others or published in our reports. Data we collect from you via the online questionnaire will be anonymous.
All information collected about your child/adolescent will be pseudonymised. Access to the data codes will be only by the lead researcher working on 
this study. Access to computer files will be by password only with restricted access and data and codes will be kept in locked filing cabinets. Data generated by the study will be retained in accordance with the University's policy on Academic Integrity. The data generated in the course of the research will be kept securely in paper or electronic form for a period of ten years after the completion of a research project. 
What should I do if I want to take part?

If your child/adolescent would like to take part in this research study, he or she can do so by contacting the research using the contact details below.  
What will happen to the results of the research study?

A report will be produced for NICE. This will include what we find out from the information provided by young people attending our consultation groups. In the future, the findings may also be used to produce published research articles. If we are allowed and if you or your parent/carer has given us an email address, we can email you with a summary of the study. The charities involved in the study will also show this on their websites.
Who is organising and funding the research?

The Royal College of Physicians are funding this study.
Who has reviewed the study?

This research has been approved by the University 
Research Ethics Committee at Oxford Brookes University.

Contact for Further Information
To ask about taking part in the study please contact: 
Miss Sophie Lawrie

Email: slawrie@brookes.ac.uk
Phone: 07741 330498 
For any other questions please contact the Principal Investigator on the project: 
Dr Shelly Coe,

Centre for Movement Occupational and Rehabilitation Sciences, 
School of Life Sciences, 
Oxford Brookes University, Gipsy Lane, 
Oxford, OX3 0BP 
Email: scoe@brookes.ac.uk 


Ph: +44 1865 483988
If you worried about the way this study has been conducted, you should contact the Chair of the University Research Ethics Committee on ethics@brookes.ac.uk. 

Thank you for taking time to read this information sheet.
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