
‘Happyr Tracking’: A study assessing the acceptability of Happyr, 

a pain management app for children & adolescents

We would like to invite your child to take part in our research study. Before your child decides, we would 
like you and your child to understand why the research is being done and what it will involve. Your child 
will have received information from our study team when they introduced the study (study webpage). But 
your child can always get in touch with our team at the clinic to ask any questions they may have. Your 
child can talk to others about the study if they wish. 

 Part 1 tells you the purpose of the study and what will happen to your child if they   
 take part.

 Part 2 gives your child more detailed information about the conduct of the study. 

Ask us if there is anything that is not clear or if your child would like more information. Take time to 
decide whether or not you want your child to take part.

Part 1 – to give you first thoughts about the project

What is the purpose of the study?

The Happyr app was developed by two former chronic pain patients to support Children & Young 
People in managing their headaches, migraine, or other pain condition. Many young people, their 
parents, and pain experts have supported the app’s design. 

This study will help the team at Leeds Teaching Hospitals NHS Trust and at Happyr Health to 
understand if children & teenagers accept the app as a valuable tool. The insights of the study 
will inform future adaptations and development cycles to improve the Happyr app.

Why has my child been chosen?

As your child is experiencing recurring headaches, they might benefit from keeping track of 
symptoms and emotional wellbeing. The Happyr app might be able to provide your child with this.
Therefore, we want to invite you to this study. 

Does my child have to take part?

Not at all. Your child’s participation is voluntary. Also, if your child decides to participate but 
wants to end their participation at any point during the 8 weeks, your child can at any time 
withdraw from the study without giving any reason.
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What would taking part involve?

 1. If your child decides to take part in the study, they will receive a link via email from   
 Nicola at Happyr Health through which your child (together with you) can download the  
 Happyr  app. After registering and giving consent/assent in the app, your child will receive  
 a short questionnaire. In this, we ask about current techniques used for tracking
 symptoms or mood.

 2. After completing this short survey in the app, your child will get full access to our   
 symptom and mood diary. We ask your child to make a daily entry in their mood   
 diary during the 8-week intervention period. And to make an entry in their symptom diary  
 after they have had a pain attack.

 3. After eight weeks of using the app, your child will get another in-app survey, asking how  
 they liked the Happyr app and how useful they found it.

And that’s it. If your child wants to continue using the app after the eight weeks, we can transfer 
your account details and all the entries made during this period to the official app version.

How does my child use the Happyr App?

The Happyr app has three main features. (1) The mood diary in which a user answers two quick 
questions to log their current mood. (2) A symptom diary in which a user can answer questions 
about pain attacks (e.g. pain intensity, symptoms, duration, relief methods used etc.). (3) The 
option to export a PDF with a summary for your child’s doctor. 

How long will the study last?

Your child will use the app for 8 weeks. 

Future research

If your child is interested, we will let them know whenever we are planning future studies with the 
app. 

What other choices does my child have if they do not take part in the study?

There will be no change in your child’s treatment if they don’t take part in the study. Also, your 
child can access a publicly available version of the Happyr app outside of the study.

Happyr Tracking | IRAS ID 308617 | 02/03/2022 | V3.0



What if my child no longer wants, or is able, to carry on with the study?

If your child starts to participate but wants to end your participation at any point during the 8 
weeks, your child can at any time withdraw from the study without giving any reason. If your child 
withdraws from the study, we will keep and continue to use all your previously collected data. We 
will, however not collect any further data from your child.

What are the costs of taking part in the study? Will my child be paid for taking part in this study?

There are no costs to your child for taking part in this study. Your child will not be paid for taking 
part in this study.

What are the possible benefits of taking part?

We cannot promise the study will help your child, but the information we get from this study will 
help improve the care we provide to all children with recurrent headaches and other chronic pain 
conditions. 

What are the risks of taking part? 

We believe that there is minimal risk to anyone taking part in the study. Many research studies 
have used electronic diaries safely with Children and Young People. The questions we are asking 
are based on validated scales and have not increased distress in prior studies. Yet, if your 
child has any concerns or increased distress, a member of our team is available to answer any 
questions. If your child is concerned about their involvement in the study, we encourage them to 
contact their medical provider. A study team psychologist is also available to help with modifying 
study procedures should we see increased distress in participants. We are collecting only the 
necessary information from participants to conduct the study and follow standards for data 
protection to make sure that your child’s information is safe. 

Will my child’s taking part be kept confidential? 

Yes. We will follow ethical and legal practice and all information about your child, including 
any questionnaires they may complete, will be handled in confidence. No personal data will be 
published at any time and your child’s confidentiality is of the utmost importance to us. Data will 
be held in secure databases to which only authorised people will have access. Data provided in 
the app will be held in secure databases of Happyr Health and only Happyr Health and the study 
team will have access to it.
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Part 2 – more detail – information you need to know if you decide to take part
Who has reviewed this study?

All research in the NHS is looked at by an independent group of people, called a research ethics 
committee to protect your safety, rights, well-being and dignity. This study has been reviewed by 
the North of Scotland Research Ethics Committee 1. It has also been reviewed and approved by a 
national research governing body called the Health Research Authority.

Who has designed and is organising this study?

The study has been designed by a team of researchers at Leeds Teaching Hospitals NHS Trust 
and the team at Happyr Health. 

What information will be held about your child and what will we do with it?

Happyr Ltd will act as a sponsor for this study. 

Your rights to access, change or move your/the child’s information are limited, as we need to 
manage this information in specific ways in order for the research to be reliable and accurate. 
If they withdraw from the study, we will keep the information about them that we have already 
obtained. To safeguard their rights, we will use the minimum personally-identifiable information 
possible. 
Leeds Teaching Hospital NHS Trust will collect information from your child and their medical 
records for this research study in accordance with our instructions. Happyr Ltd will collect 
information that you/your child provide within the Happyr app.
Leeds Teaching Hospital NHS Trust and Happyr Ltd will keep your child’s name, NHS or hospital 
number and contact details confidential. Leeds Teaching Hospital NHS Trust will use this 
information as needed, to contact your child about the research study, and make sure that 
relevant information about the study is recorded for your child’s care, and to oversee the quality 
of the study. Certain individuals from Happyr Ltd and regulatory organisations may look at your 
child’s  medical and research records to check the accuracy of the research study. Happyr Ltd will 
have access to your child’s name, your email address and study ID as this is provided during the 
consenting process in the app. However, this identifying information is stored separately from 
the data provided in the actual features of the app. Hence, those can only be connected with the 
specific study ID. Only Happyr Ltd and the research team at Teaching Hospital NHS Trust will 
have access to that data. This data is stored on secure servers and will not be passed on to any 
third parties.

Leeds Teaching Hospitals keep identifiable information about your child from this study for up to 
12 years after the study has finished. Happyr Ltd will keep your identifiable information as this 
is necessary to allow your child to access the Happyr app. If indicated, your child’s account and 
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data stored in the Happyr app can be requested to be deleted from our servers one year after 
the study has finished. De-identified data may be kept for up to two years. For any queries or to 
request your child’s data to be deleted, contact nicola@happyrhealth.com. 
If you or your child wish to raise a complaint on how we have handled your personal data, they 
can contact our Data Protection Officer who will investigate the matter. If you are not satisfied 
with our response or believe we are processing your personal data in a way that is not lawful you 
can complain to the Information Commissioner’s Office (ICO).

What will happen to the results of this study?

We will send your child a report with the outcomes via the contact details provided for the 
study. Those will not be your child’s personal results but a summary of the outcomes from all 
participants. Within the report, direct quotes from your child (as collected in an open text field 
in our survey) may be used. However, all direct quotes used are anonymized. We can assure, 
that the report will not identify any individuals. The report will also published on Happyr Health’s 
website and shared with our migraine community such as charitable organisations that support 
people with migraine. 

Who is funding the study?

The study is funded by Happyr Ltd through an Innovate UK award.

What if something goes wrong?

If you/your child have a concern about any aspect of this study, you should ask to speak to the 
researchers who will do their best to answer your questions (Heather Rostron, Senior Clinical 
Research Nurse (0113) 3922344). If you remain unhappy and wish to complain formally, you can 
do this by contacting the Patient Advice and Liaison Service who can provide you with details 
about the NHS complaints procedure.
 
In the event that something does go wrong and your child is harmed during the research and this 
is due to someone’s negligence then you may have grounds for a legal action for compensation 
against Happyr Ltd, but you may have to pay your legal costs. The normal National Health Service 
complaints mechanisms will still be available to your child.

In the event of a disclosure made by your child in the open text field of the survey (e.g. disclosure 
about being harmed), a clinical psychologist is available in the study team to approach the 
situation together with the care team. Appropriate strategies to address the disclosure with your 
child and/or you will be discussed and put into place. 
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Contact information

You and your child are encouraged to ask any questions you wish, before, during or after your 
child’s treatment. If you have any questions about the study, please speak to the study nurse, 
doctor or practitioner, who will be able to provide you and your child with up to date information 
about the procedure(s) involved. If you require any further information or have any concerns while 
taking part in the study please contact one of the following people:

Local Lead (Principal) Investigator

 Name: Dr Munni Ray  Tel. Number: (0113) 3922105 

Senior Clinical Research Nurse

 Name: Heather Rostron Tel. Number: (0113) 3922344

Happyr Ltd Data Protection Officer

 Name: Nicola Filzmoser Tel. Number: (07426) 451565

If your child decides they would like to take part then please contact the Research Nurse with 
your expression of interest. You/your child will receive a link to download the app. In the app, you 
and your child will read and sign the consent form. You will be sent a copy of this information 
sheet and the consent form to keep via the email address you use to register in the app. A copy 
of the consent form will be filed in your child’s patient notes and another filed with the study 
records.

Your child can have more time to think this over if they are at all unsure.

Thank you for taking the time to read this information sheet and to consider your child’s 
participation this study.
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What happens if the person who has given informed consent loses capacity to consent during 
the study? 

The participant would be withdrawn from the study. We would still retain identifiable data already 
collected with consent and use them in the study. Any further data collection or any other 
research procedures carried out on or in relation to the participant would be stopped. 




