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Information Sheet for PARROT 
For persons with parental responsibility or personal legal representatives of a child or young person who may be eligible for PARROT.   

St George's 
University of London 

Cranmer Terrace  
Tooting  
London  

SW17 0RE 
0208 7253887/0208 725 2316  

 
o The PARROT trial is looking to find out whether 12 months 

of treatment with an antibiotic called azithromycin reduces 
how often children with neurological impairment (NI) have 
to stay in hospital with chest infections. 

 
o You have been given this information sheet as your child 

(or relative) might be eligible to take part in this trial. 

o Children included in the PARROT trial will be given either 
azithromycin or a placebo for 12 months to compare the 
difference.  

o We are looking for 500 children and young people aged    
3-17 years, with NI who are at risk of chest infections to 
take part. 

o As a parent / caregiver, you will need to assist with the trial 
by answering some questions and complete some paper 
questionnaires about you and your child throughout the 
trial as well as making sure your child takes their treatment 
as and when required.  

o The trial is taking place in the UK and Australia and each 
patient will be involved for a maximum of 20 months.   

o Taking part is voluntary. If you don’t want your child to 
take part then that’s fine. You don’t have to give a reason 
why and it won’t affect the treatment of your child.  

o Please take time to read the following information 
carefully and ask a member of your child’s clinical team if 
there is anything that is not clear, or if you would like more 
information.  

o If you wish you can discuss it with friends, relatives and / 
or get independent advice via your local Patient Advice and 
Liaison Service (PALS) or equivalent.  

 

 

 

Contacting the trial team 

If you have any questions about this trial please 
talk to your research team: 

 Dr Andres Almario  /  Cecilia Hultin /  Elena 
Stefanova  
Tel: 0208 725 3887 / 0208 725 2316  
 

 Website: www.parrot-trial.org.uk 
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Why are we doing the PARROT trial? 

Neurological Impairment (NI) can be any disorder of the 
body’s nervous system, and can present with a range of 
symptoms.  Many children with NI are prone to chest 
infections, which can lead to long stays in hospital, and 
can be life threatening. Despite the impact on children 
and their families due to these infections and the high 
cost to health services, there is very little information on 
how best to prevent them. Some doctors prescribe long-
term antibiotics but we don't really know whether this 
makes any difference to the numbers of chest infections 
children suffer from, or whether these antibiotics can 
cause long-term harm. 

PARROT is a clinical trial looking at an antibiotic called 
azithromycin. This trial aims to find out whether 12 
months of treatment with azithromycin reduces how 
often children with NI have to stay in hospital with chest 
infections. 

 

What will my child and I have to do if we 
take part? 

After you have read this information sheet, and if you 
have no more questions and have decided you would 
like your child to take part in the trial, then you will be 
asked to sign a consent form to confirm this in writing. 
You will be given a copy of the consent form and this 
information sheet to keep. 

Once you have signed the consent form, you will be 
asked some questions about your child’s respiratory 
health and your research team will check that the trial 
remains suitable for your child before starting 
treatment and following the trial plan (see Trial 
Timeline on page 3). 

Your research team will collect information about your 
child, including medical history and school attendance. 
They may also measure their weight and ask you to 
complete some questionnaires.   

Your research team will request that your child’s 
medication is posted from a central pharmacy to your 
home and will contact you to let you know when it is 
on its way.  In the meantime, you will go home and 
complete the sleep assessment(s). After this has been 

completed your child will start their treatment at 
home.  The treatment will be given once daily every 
Monday,   Wednesday and Friday. 

Your child will receive either 12 months of 
azithromycin or placebo. During this time, your 
research team will be in touch with you each month to 
ask how your child is getting on. Usually this will be by 
phone or email, however, every 3 months this will be 
by face-to-face so they can provide you with more of 
your child’s treatment and answer some 
questionnaires. Your research team will try to make 
these face-to-face follow ups as easy as possible for 
you, for example, by arranging them at the same time 
as your normal clinic visits as much as possible. Where 
it is not possible, there are no expenses available to 
cover the additional visit(s). Additionally, if it is not 
possible for your child to attend face-to-face hospital 
appointments, your research team will arrange follow-
up through other methods such as home visits or by 
video conferencing.   

There may be an additional face-to-face follow up visit 
at 20 months, which will follow a similar format as the 
other face-to-face follow up visits. Your research team 
will be able to tell you more about whether your child 
will take part in this additional visit. If your child does 
not take part in this additional visit, your local hospital 
team will ring you 28-days after your child finishes 
taking the trial treatment to check how your child has 
been since their treatment stopped.      

Answering the questions and completing 
questionnaires will take about 15 minutes each time. 
The questions include how your child is getting on and 
the questionnaires will ask about yours, and your 
child’s, sleep and quality of life.  

We may weigh your child at the start and end of the 
trial.  

In addition, if your child visits their hospital outside of 
the arranged follow up visits due to a chest infection 
we will also collect some information about this visit. 
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Trial Timeline 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

How will I know which treatment my child 
is going to have? 

 
In research trials, we often split patients up into groups 
to look at how different treatments work. In PARROT, 
patients will be split into two treatment groups at 
random: 

·   One group will receive azithromycin 

·   The other group will receive placebo that will look 
and taste the same as the azithromycin but will not 
contain any antibiotic.  

The taste of azithromycin is known as having a caramel 
flavour, which is sweet but leaves a bitter after taste. 
Azithromycin and the placebo will be supplied as a 
powder and your research team will provide you with 
instructions on how to make it into a solution.  

It is important that each group in PARROT has a similar 
mix of patients. This is so we know that if one group of 
patients does better than the other it is very likely to be 
because of the treatment and not because there are 
differences in the types of patients in each group.  

We use a computer programme that puts patients into 
groups ‘at random’ – you might hear this described as 
‘randomisation’ or ‘random allocation’, but they all 
mean the same thing. Neither you nor your doctor 
choose which group your child is included in. 

In PARROT, your child is equally likely to be in the group 
receiving azithromycin as to be in the group receiving 
placebo.   

This trial is a type of trial called a “blinded trial” which 
means that you, your child’s clinical team and your 
child’s research team will not know which treatment 
they will be receiving. Your child’s clinical team can find 
out which treatment your child is being given if they 
need to know for ongoing care. 

 

 

 

Up to 
month 20 

Joining the trial 
If you decide that you would like your child to 

take part then you will be asked to sign a 
consent form. If your child fits the trial 

requirements then they will be included 
(randomised) in the trial.  

Phone / email contact  
  

Further information will be collected and we 
may measure weight and ask you to complete 

some questionnaires. Your child’s trial 
treatment will be posted to you.  In the 

meantime, you will need to go home and 
complete the sleep assessment(s) before your 

child starts treatment.  
 
 

Phone / email contact 
 

Face-to-face visit 

Phone / email contact 

Phone / email contact  

Phone / email contact  

Face-to-face visit  

Face-to-face visit  
The sleep assessments completed at the start of 

the study will be completed again just before 
this visit. This is also when treatment finishes 

and no more treatment will be dispensed. 

Face-to-face visit or a telephone call 
Your research team will tell you more about 
whether your child will need to take part in a 

face-to-face or telephone follow-up.    

Trial 
invitation   

 Trial 
start  

(Month  
0)  

Month 1  

Month 2 

Month 3 

Month 4 

Month 5 

Month 6 

Month 7 

Month 8 

Month 9 

Phone / email contact  

Phone / email contact  

Month 10 

Month 11 

Month 12 

Phone / email contact  

Face-to-face visit  
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What are the benefits and risks of taking 
part? 

 
Azithromycin is used widely for the treatment of 
childhood infection. Children who are given 
azithromycin may benefit from having fewer chest 
infections. There are very few side effects expected with 
azithromycin, though some children may get mild 
diarrhoea, stomach pains, and may feel sick (nausea) or 
be sick (vomit) when they first start taking azithromycin. 
Other side effects may include headache and feeling 
dizzy. There is a small chance that azithromycin may 
cause a rash, or hearing problems. 

For children who are given the placebo, there would be 
no higher risk of side effects than taking the antibiotics.  

If you would like your child to take part but they are 
already taking antibiotics to prevent them getting chest 
infections, then they would need to stop their antibiotics 
8 weeks before entry onto the trial. It is possible that 
during this period their respiratory symptoms might 
worsen. 

We hope that the results from the trial will help doctors 
and patients in the future when making decisions about 
treatment. 

 

Does my child have to take part? 

 
No, taking part is voluntary.  It is up to you to decide 
whether you would like your child to take part. 

If you decide not to take part then your child will receive 
the usual treatment your hospital offers. Their doctor 
can provide you with more information on this.  

 If you choose for your child to take part you can also 
choose to stop at any time without giving a reason.   

The decision you make on whether your child takes part 
or not will not affect the standard of care your child 
receives now or in the future.   

 

 

What happens if I change my mind? 

 
If at any point, you decide you would like your child to 
stop taking part in the trial then your child will receive 
the treatment and the follow up usually offered by their 
hospital.   

If you do decide to stop, we will ask you if you would like 
your child: 

· to continue to complete the follow up visits for the trial 
or  
· stop taking part with no more trial visits.  

We will use any trial information collected up until the 
time you stop your child taking part. However, the trial 
team may be required by the regulatory organisations to 
continue to collect some limited information about any 
side effects your child may have as a result of taking part 
in this trial.  

 

How will yours and your child’s information 
be collected and handled? 

Your child’s hospital will collect information from you, 
your child and your child’s medical records for PARROT 
in accordance with our trial instructions and all ethical 
and legal requirements. 

Your child’s hospital will use your name and contact 
details to contact you about PARROT as needed. They 
will also make sure that relevant information about the 
trial is recorded for your child’s care and ensure the 
quality for the trial. The hospital will pass these details 
to the University of Liverpool along with the information 
collected from your child’s medical records. The hospital 
will also send the central pharmacy (Target Healthcare 
Ltd) your child’s prescription which contains their name, 
date of birth, address and hospital number so that your 
child’s medication can be posted to your home.   

PARROT is sponsored by the University of Liverpool (UK) 
and Menzies School of Health Research (Australia), 
which means they are in charge of the study and 
responsible for its management. Individuals from the UK 
Sponsor, the Liverpool Clinical Trials Centre (LCTC, part 
of the University of Liverpool) and regulatory 
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organisations may look at your child’s medical and 
research records to check the accuracy of the research 
trial.  

The only people in the University of Liverpool and the 
LCTC who will have access to information that identifies 
you will be people who need to audit the consent and 
data collection process.  

The people who analyse the information will not be able 
to identify you or your child and will not be able to find 
out your name, your child’s name or your contact 
details.  

In addition, if your child is cared for at an NHS hospital in 
England, the trial team will retrieve electronic 
hospitalisation records held by NHS Digital. NHS Digital 
collect information about inpatient, outpatient and A&E 
hospital care. These are known as Hospital Episode 
Statistics (HES). HES data will be collected from 3 
months preceding your child’s enrolment to the PARROT 
trial, and for the duration of the trial.  To retrieve your 
child’s HES records, information to identify them, 
including their name, postcode, date of birth, NHS 
number and PARROT trial number, will be securely 
transferred by the University of Liverpool to NHS Digital, 
towards the end of the trial. After linking the data, NHS 
Digital will remove your child’s identifying details (name, 
postcode date of birth, NHS number) before sending the 
HES data securely to Bangor University using an 
encrypted electronic transfer system. In addition, 
University of Liverpool will send research data to Bangor 
University. The HES data and research data will be 
stored on Bangor University computer servers that meet 
NHS data security standards in order to conduct the 
economic analysis and help determine the NHS costs for 
the two treatment groups.  

Researchers at Bangor University will not be able to 
access your child’s identifying details and will not keep 
the HES and research data longer than 15 years.  

Your hospital will keep identifiable information about 
you and your child from PARROT for 25 years after the 
trial has finished. Trial information will also be kept by 
the Sponsor for 25 years after the trial has finished. 

We will notify your child’s GP that they will be taking 
part in the trial for their information. 

Information sharing for other research 

 
When you agree to take part in a research trial, the 
information about your child’s health and care may be 
provided to researchers running other research studies 
within the organisation and in other organisations. These 
organisations may be universities, NHS organisations or 
companies involved in health and care research in this 
country or abroad. This information will only be used by 
organisations and researchers to conduct research in 
accordance with the UK Policy Framework for Health and 
Social Care Research. 

Your child’s information could be used for research in any 
aspect of health or care, and could be combined with 
information about your child from other sources held by 
researchers, the NHS or government.  

Where this information could identify you or your child, 
the information will be held securely with strict 
arrangements about who can access the information. The 
information will only be used for the purpose of health 
and care research, or to contact you about future 
opportunities to participate in research. It will not be 
used to make decisions about future services available to 
you, such as insurance. 

Where there is a risk that you or your child can be 
identified your data will only be used in research that has 
been independently reviewed by an ethics committee. 

 

Where can you find out more about how 
your information is used? 

You can find out more about how we use your child’s 
information: 

• at www.hra.nhs.uk/information-about-patients/ 
• our leaflet available from www.parrot-trial.org.uk  
• by asking one of the research team 

Our trial website also provides additional contact details 
including the email address and telephone number of 
the Sponsor’s Data Protection Officer. 

 

 

https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/information-about-patients/
http://www.parrot-trial.org/
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What are the sleep assessments? 

Caregivers of children with NI often report poor sleep 
quantity and quality. Therefore, PARROT also wants to 
see if long-term antibiotics can improve sleep for 
children and their caregivers.  

At the beginning of the study and just before your 12 
months face-to-face follow up, you will need to 
complete a 1-week sleep diary for your child.  

The second sleep assessment is optional and looks at 
your sleep. Same as your child’s 1-week sleep diary, it 
will take place after trial entry but before the start of 
your child’s trial treatment, and once again just before 
the end of your child’s trial treatment.  

This second sleep assessment is actigraphy. Actigraphy 
uses a monitor worn on the wrist whilst sleeping and 
monitors how much you move during your sleep. You 
will wear the monitor, not your child. During the week 
you are wearing the actigraphy monitor, you will also 
complete a sleep log to document your sleep.  

The actigraphy data will let us look at sleep patterns of 
the primary caregivers and the impact of the different 
treatments.  

Sleep actigraphy is optional so if you would like your 
child to take part in PARROT but you do not want to 
complete the sleep actigraphy and the associated sleep 
log, that is fine. 

If you choose to take part in the sleep actigraphy and 
the associated caregiver sleep log your contact details, 
including name, address and telephone details, will be 
provided to Activinsights, the company who provide the 
wrist monitor and collate the data. Your hospital site will 
input details into a contact database held by LCTC, 
Activinsights then obtain this information from the 
database.  Activinsights will arrange with you the drop 
off and collection of the wrist monitors. You will also be 
provided with their information sheet and if you have 
any questions please contact your local research team. 

 

 

 

What happens at the end of the trial? 
At the 12-month follow up visit, your child will stop trial 
treatment and return to the standard treatment at their 
hospital. 
Once we have the results of this trial, we will let your 
hospital know whether your child was given 
azithromycin or placebo and they can let you know.  

It is intended that the results of this trial will be 
presented at conferences and published in medical 
journals so that we can explain to the medical 
community what our research results have shown. 
Confidentiality will be ensured at all times and you will 
not be identified in any publication.  

 

What if there is a problem? 

 
If you have a concern about any aspect of this trial, you 
should ask to speak with one of your research team who 
will do their best to answer your questions.   

If you are unhappy and wish to complain formally, you 
can do this by contacting local NHS Patient Advice and 
Liaison Service (PALS) or equivalent.  Members of your 
local hospital team should be able to provide this 
information to you.   

Every care will be taken in the course of this clinical trial. 
However, in the unlikely event that you or your child are 
harmed by taking part in this research trial, Sponsor (the 
University of Liverpool) compensation may be available 
but you may have to pay your related legal costs.  

Your hospital where your child received treatment has a 
duty of care to you and your child whether or not you 
agree to participate in the trial. The trial Sponsor accepts 
no liability for negligence on the part of your hospital’s 
employees. However, if you or your child are harmed 
and this is due to someone’s negligence at the hospital, 
then you may have grounds for a legal action for 
compensation against the NHS Trust where your child is 
being treated but you may have to pay for your legal 
costs.  
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Additional information 

In the UK, this trial is funded by the National Institute for 
Health Research's HTA Programme (Ref: 16/17/01).  The 
views expressed are those of the author(s) and not 
necessarily those of the NIHR or the Department of 
Health and Social Care. 

The trial has been reviewed by the Medicines and 
Healthcare Products Regulatory Agency, the Health 
Research Authority and the National Research Ethics 
Service Committee to make sure that the trial is 
scientifically and ethically acceptable.   

The University of Liverpool is the Sponsor of this trial 
and are responsible for managing it in the UK. They have 
asked that the day to day running of the trial is carried 
out by a team based at the Liverpool Clinical Trials 
Centre (LCTC, part of the University of Liverpool) and 
health economics analysis is carried out by researchers 
based at Bangor University.  

This trial is also taking place in Australia. In Australia 
PARROT is Sponsored by Menzies School of Health 
Research.  Collaborators from Australian trial team will 
input into the running of this trial but will not be 
provided with any information to identify you or your 
child.  

The University of Liverpool, LCTC, Bangor University and 
Menzies School of Health Research are working 
collaboratively on the PARROT trial. Together these 
bodies are the central trial team and are referred to as 
‘we’ throughout this information sheet. 

 

 

 

 

 

 

The University of Liverpool, Menzies School of Health 
Research and Bangor University will be using 
information from you and your child’s medical records in 
order to undertake this trial and will act as the data 
controllers for this trial. This means that they are 
responsible for looking after yours and your child’s 
information and using it properly. The University of 
Liverpool will keep identifiable information about you 
and your child for 25 years after the trial has finished.  

Your rights to access, change or move yours or your 
child’s information are limited, as they need to manage 
this information in specific ways in order for the 
research to be reliable and accurate. If you withdraw 
from the trial, we will keep the information about you 
and your child that we have already obtained. To 
safeguard yours and your child’s rights, we will use the 
minimum personally-identifiable information possible.  

You can find out more about how we use your 
information at www.parrot-trial.org.uk.  

Thank you for reading this information sheet. 

In the UK, the PARROT trial is funded by the NIHR HTA programme (ref 16/17/01). In Australia, the PARROT trial is funded by the National 
Health and Medical Research Council (NHMRC, ref 1157228, APP1149332). The views expressed are those of the author(s) and not 
necessarily those of the NHS, the NIHR, NHMRC or the Department of Health and social care. 
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FOR SITE USE ONLY:  
Site Name:   

Child’s Trial Number           

Child’s Initials:        Child’s DOB:      /     /          
 

Consent Form 
 
To be completed by the person with parental responsibility or personal legal representative:  

Once you have read and understood each statement please enter your initials in each box Initial 

Example:  I have read and understood the information sheet for this trial. 
 

1. I have read and understood the information sheet for this trial. I have had the opportunity to ask questions and have had these 
answered satisfactorily.  

2. I understand that participation is voluntary and that I am free to withdraw my child (or relative) from the trial at any time, 
without giving a reason, and without my or my child’s care or legal rights being affected. However, the trial team may still need 
to collect some limited information for safety reasons. 

 

3. I give permission for a copy of this fully completed consent form to be sent to the LCTC (where it will be kept in a secure 
location) to allow confirmation that my consent was given. 

 

4. I give permission for a prescription containing my child’s full name, date of birth, address and hospital number to be sent to 
Target Healthcare Ltd (where it will be kept in a secure location) to allow the medication to be dispensed and shipped to our 
home. 

 

5. I understand that relevant sections of my child’s medical notes, including contact details to enable follow-up, and any data 
collected during the trial may be looked at by authorised individuals from the trial team and those listed in “Additional 
Information”. I give permission for these individuals to have access to my child’s records. 

 

6. I agree to allow information or results arising from this trial to be used in future healthcare and/or medical research providing 
mine and my child’s confidentiality is maintained.   

 

7. I agree to my child’s GP being informed of their participation in the trial.  

8. I understand that my child's data will be kept by the Sponsor and at my child’s hospital in a confidential manner for 25 years 
from the end of the trial. 

 

9. I agree for my child to take part in the above trial.  

 
 

JS 

 

 

 

 

 

 

 

 

 

St George's 
University of London 

Cranmer Terrace  
Tooting  
London  

SW17 0RE 
0208 7253887/0208 725 2316  
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FOR SITE USE ONLY:  
Site Name:   

Child’s Trial Number           

Child’s Initials:        Child’s DOB:      /     /          
 

Consent Form 
The statements below are optional (you can still take part in the trial even if you do not wish to agree to these): 

10. I agree to take part in the sleep assessments, including sleep actigraphy. I agree to my contact details being provided to 
Activinsights (primary caregiver only). 

 

11. I agree for my child’s name, postcode, date of birth, NHS number, sex, trial number, and a copy of this consent form to be 
shared with NHS Digital so they can link this information to HES data containing my child’s details and provide members of 
the PARROT trial team working on the trial with HES data regarding their hospital attendances. 

 

12. I understand and give permission for personally identifiable information relevant to this trial to be used to identify 
information about my child held in HES, maintained by NHS Digital for the purpose of helping to determine the NHS costs for 
the two treatment groups. 

 

13. I understand and give permission for members of the PARROT trial team in the University of Liverpool to link information 
from my child’s hospital electronic medical records and any other written or electronic medical information about my child 
collected as part of the trial. 

 

14. I agree that I may be contacted in the future in relation to this or other related studies.   
          (if you agree to this statement provide your details below): 

Telephone number:               

Email address:  
 

 

 
To be completed by the person with parental responsibility or personal legal representative: 
Your child’s (or relative’s)  
full name (please print):   

Your full name  
(please print):  

Your signature:  Date:  

    

To be completed by the Researcher:  
(After person with parental responsibility or personal legal representative has correctly completed the form) 
Researcher full name  
(please print):  

Researcher signature: 
 

 
 

Date:  

 

 

 

 

 

St George's,  
University of London 

Cranmer Terrace  
Tooting  
London  

SW17 0RE 
0208 7253887/0208 725 2316  
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