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Thank you for taking the time to read this Participant Information Statement and Consent Form. We would 
like to invite you to take part in a research project that is explained in this form.   
 
This form is 11 pages long.  Please make sure you have read all the pages. 
 
What is an Information Statement and Consent Form? 
 
An Information and Consent Form tells you about the research project. It explains exactly what the research 
project will involve. This information is to help you decide whether or not you would like to take part in the 
research. Please read it carefully. 
 
Before you decide if you want to take part or not, you can ask us any questions you have about the project. 
You may want to talk about the project with your family, friends or health care worker.   
 
Taking part in the research project is up to you 
 
It is your choice whether or not you take part in the research project. You do not have to agree if you do not 
want to. If you decide you do not want to take part, it will not affect the treatment and care you get at The 
Royal Children’s Hospital. 
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Signing the form 
 
If you want to take part in the research, please sign the consent form at the end of this document. By signing 
the form you are telling us that you:   

 understand what you have read 
 had a chance to ask questions and received satisfactory answers 
 consent to taking part in the project 
 
We will give you a copy of this form to keep.  
 
1. What is the research project about? 
 
This research project aims to improve our understanding of COVID-19, a new viral infection that may cause 
mild to severe symptoms including fever, cough and shortness of breath. You have previously participated 
(before COVID-19) in a study investigating the prevalence of food allergy and predictors of adverse reactions 
to food in early adolescence, the SchoolNuts study. These existing, pre-pandemic studies give us a unique 
opportunity to understand more about COVID-19, particularly why children appear to be less commonly 
infected than adults, why the infection is less severe in children and what (if any) are the effects on the 
immune system (how the body responds to infection and allergy); and cardiometabolic health (i.e. 
cardiovascular - heart and blood vessels and metabolic – weight and growth) of having COVID-19 infection. 
 
While most children and adolescents infected with COVID-19 (caused by novel coronavirus called SARS-CoV-2) 
have no symptoms or mild symptoms, there is evidence in adults, and rarely in children, that COVID-19 
infections may cause inflammation in the blood vessels, including those around the heart. We would like to 
invite you to attend an appointment at MCRI to collect baseline samples and perform non-invasive 
assessments looking at the structure and function of the blood vessels. Due to the nature of the COVID-19 
pandemic, we do not know how common community transmission will be. If there are significant rates of 
infection, we will be able to compare the findings of those who become infected with those who do not. If 
community transmission is low, we can still use this important information to understand cardiovascular and 
immune health in adolescents and young adults.  
 
We would like to assess you twice; at enrolment and again at approximately 12 months. The first assessment 
may help understand why adolescents and young adults get less severe COVID-19 infection than older adults. 
The 12-month assessment may help understand if there are any long-term effects of COVID-19 infection. More 
broadly, the findings will help us understand heart and immune health in adolescents and young adults.  
 
We would also like to learn more about COVID-19 by asking you to provide brief (maximum 5 minutes) 
information via an online survey once every 2 weeks about your symptoms that may be caused by infections, 
including COVID-19.  
 
We know that as well as physical health, there are wider social effects of the COVID-19 pandemic and the 
responses to it that may also impact mental health. A team of researchers have developed a brief online 
questionnaire that asks about how adolescents and young adults feel about their health, life changes, 
behaviour and emotions during the COVID-19 pandemic. We will ask you to fill this out now and in 12 months.  
 
After approximately 12 months (depending on the status of the pandemic), we would like to know who has 
been infected with COVID-19, even though they may not have displayed symptoms. We can do this by 
collecting a blood sample (at MCRI) from you.  
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This study is being conducted by Murdoch Children’s Research Institute (MCRI) at The Royal Children’s 
Hospital (RCH). Adolescents and young adults who have participated in the SchoolNuts study will be included. 
We will ask families to keep track of symptoms, fill out the questionnaires and attend MCRI at the beginning 
(baseline) and end of the study (follow-up) in approximately 12 months. The exact duration of the study will 
depend on how the pandemic develops in Victoria. 
 
2. Why am I being asked to take part? 
 
You are being asked to take part because you have previously participated in the SchoolNuts study.  
 
3. What do I need to do in this research project? 
 
You will be contacted by a member of the study team to ask if you are happy to participate in the study. You 
will be given the opportunity to ask questions. If you decide to take part in this project, you will need to sign a 
consent form before any study related activities can begin. We will ask you to download and save/print a copy 
for your own records. 
 
STUDY PROCEDURES 
 
The study will initially run for approximately 12 months from when you sign the consent form. The timing of 
onsite clinical assessments at MCRI will be dependent on current Department of Health and Human Services 
(DHHS) restrictions and guidelines. For the onsite clinical assessments, we will offer out-of-hours and 
weekend appointments if more convenient. The study involves the following; 
 

Study timeline  What does part of the study involve and how long will it take? 

BASELINE 

 Wellbeing Questionnaire – 10 minutes (online) 
 Allergy Questionnaire – 2 minutes (if no allergies) or less than 15 minutes (online) 
 Clinical assessment – 1 hour at MCRI (when appropriate to attend based on DHHS 

restrictions and guidelines) 

FORTNIGHTLY  Symptom check – Less than 1 minute (if you have been well) or less than 5 
minutes (if you have been unwell) (online) 

FOLLOW-UP 
 Wellbeing Questionnaire – 10 minutes (online) 
 Clinical assessment – 1 hour at MCRI (when appropriate to attend based on DHHS 

restrictions and guidelines) 
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Please see below table for further detail of study assessments 
 

Study 
Timeline  

What does this 
part involve? 

Details of assessment 

Baseline 
(after you 
sign consent 
form) 

Wellbeing & 
Allergy 
questionnaire 

A questionnaire to ask about; 

 how the pandemic response has impacted on your social and 
emotional wellbeing and mental health  

 food allergy, asthma, eczema, healthcare visits related to allergy, and 
quality of life 

We will send a reminder email or text, followed by a phone call, if you have 
not filled out the survey within a week 

Clinical 
Assessment 

Before this assessment, you will need to fast for at least 4 hours (water only 
during this time).   
 
We will capture some basic information about you including; 

 date of birth, contact details 
 any medical conditions and recent/current medication  

We will collect the following samples; 

 20ml blood sample (about 4 teaspoons) 
 Up to 3ml saliva sample 
 we may ask a representative sample to provide an additional 9ml 

blood to standardise our laboratory processing across the cohort. You 
can decide if you do not want to provide an additional 9ml of blood. 

We will perform a non-invasive cardiovascular (blood vessel) and growth 
assessment including; 

 height, weight, and ‘body composition’ including body fat content 
using special scales. 

 an ultrasound of your neck to look at the blood vessels. An 
ultrasound uses sound waves (that the human ear cannot hear) to 
make a picture. We will monitor your adolescent’s heart rate at the 
same time. To do this we place 3 small sticky pads directly on your 
skin, across your chest and abdomen. This is not painful, you just 
needs to lie still for a few minutes.  

 a test to look at the stiffness of your blood vessels. This is done using 
a cuff (similar to blood pressure cuff) which inflates around the thigh 
while a small probe that looks like a small pen is placed on the neck. 
This test is not painful, although it may be a little uncomfortable 
while the cuff inflates.  
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 retinal photo (back of the eye). You do not need eye drops and the 
photo is not painful. 

 hand grip strength by squeezing a hand-held device to measure 
muscle strength in the hand and forearm. This is a measurement of 
fitness and is simple and quick. 
 

If you are interested, we may perform a hearing assessment and dental 
examination, please see below table for further information. 

Fortnightly Symptom 
Check 

A question once every 2 weeks for you to complete to ask: 

 have you been unwell? 
o If no, there will be no further questions to answer 

 If yes, you will be prompted to answer; 
o any signs or symptoms of infection  
o have you had a COVID-19 test 
o have you visited GP/hospital 
o have you been in contact with a confirmed case of COVID-19 

in the past 2 weeks 

If you suspect you may have a fever, please check your temperature regularly 
and note if it is equal to or above 37.5◦C. We will ask you about fever in the 
fortnightly symptom check.  

If you have not filled out the symptom check for 2 fortnights in a row, we 
contact you to confirm we have the correct details and to check you are still 
happy to continue.  

If you have any symptoms, we encourage you to follow current the DHHS 
testing guidelines https://www.dhhs.vic.gov.au/getting-tested-coronavirus-
covid-19 

Follow-Up 
(approx. 12 
months 
after you 
sign the 
consent 
form) 

Wellbeing 
Questionnaire A questionnaire to ask about; 

 how the pandemic response has impacted on your social and 
emotional wellbeing and mental health.  

We will send a reminder email or text, followed by a phone call, if you have 
not filled out the survey within a week 
 
 



 
YoungLives Participant: v5.0 dated 18 September 2020                                                                                                Page 6 of 11 

 

 Clinical 
Assessment 

Before this assessment, you will need to fast for at least 4 hours (water only 
during this time).   
 
We will perform the same assessments as at the Baseline clinical visit; 

 any medical conditions and recent/current medication  
 20ml blood sample (about 4 teaspoons) 
 saliva sample 
 we may ask a representative sample to provide an additional 9ml 

blood to standardise our laboratory processing across the cohort. You 
can decide if you do not want to provide an additional 9ml of blood. 

 height, weight, and ‘body composition’ including body fat content 
using special scales. 

 an ultrasound of your neck  
 a test to look at the stiffness of your blood vessels.  
 retinal photo  
 hand grip strength  

If you are interested, we may perform a hearing assessment and dental 
examination, please see below table for further information. 

 
If you are interested 
Hearing Assessment 
We know that hearing loss may be caused by changes in the small blood vessels of the ear. There is evidence 
that COVID-19 infections may cause inflammation in the blood vessels throughout the body. If you are 
interested, we can perform a quick hearing assessment that will look at the differences in hearing ability 
between the baseline and follow up visit. The assessment involves; 

 using headphones and an iPad, where you will complete one play task which takes between 4 and 8 
minutes. You may complete extra play tasks to determine whether your hearing is affected by 
transient fluid in the middle ear at the time of the assessment. If you use hearing aids you will 
complete the assessment without the hearing aids. If you have a cochlear implant, you will not 
complete the assessment for the ear with the cochlear implant. 

 
Dental Examination 
Dental researchers in our team would like to understand more about changes in oral health due to limited 
access to professional dental care, changes in diet and dental hygiene habits during the pandemic.  
 
If you are interested, a registered oral health professional may perform an examination (which may take up to 
an extra 20 minutes) including; 

 examination of your mouth, gums and teeth, checking for gum inflammation, as well as cavities/dental 
decay and developmental anomalies of the teeth 

 collection of a plaque swab (a swab like a long cotton bud will be gently run along the surface of the 
teeth 

 make a 3D scan of your teeth to compare with our findings. The 3D scan will be only of the mouth and 
you will not be identifiable in these photos. The 3D image may be used to improve data collection and 
software analysis of future scans 

 ask you about your oral health and recent diet by a brief online questionnaire at home, before 
attending for assessment (15 minutes) 
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The oral health professional may use an audio recorder to document dental findings during the examination. 
The audio file will be transcribed into a password protected database and kept securely on the MCRI network 
drive. You will be advised when the voice recording occurs and none of your identifying information will be 
captured on the recording.  

You will receive a report following your dental examination and will also have access to non-urgent dental 
advice, including whether further dental treatment is advised. We will only offer the dental examination if 
considered safe at the time of the visit based on the DHHS and MCRI guidelines. 

4. What will my samples be used for? 
 
The samples collected are for research purposes only. The research samples will be stored at MCRI’s secure 
Biobanking Facility. 
 
The samples will be assigned a unique study code with no individually identifiable information. RCH/MCRI 
research staff will be the only people who are able to link your identity with your unique study code. 
 
The sample will be tested to look for SARS-CoV-2 antibodies which may indicate previous COVID-19 infection. 
The sample will also be used to investigate different aspects of COVID-19 and other infections including (but 
not limited to) lipid (cholesterol) levels, signs of inflammation, coagulation and possible effects on the immune 
system and cardiometabolic health.  
 
Some of these data, samples or tests may be analysed interstate or overseas, as some analyses can be done in 
only a few places worldwide. Note that data, samples or images sent to other countries for ethically-approved 
research are not covered by Australian regulations. All samples, images and data will be coded to ensure 
confidentiality, and residual samples and all data generated will be returned to MCRI. Interpretation and 
reporting of results in scientific papers will be coordinated by MCRI researchers. 
 
OPTIONAL CONSENT 

1. Some of the blood we collect will be used for genetic research. All living organisms (whether bacteria, 
human or animal), have a unique complete set of instructions – similar to a recipe book.  This set of 
instructions is known as a genome and is made up of DNA or RNA.  Within each DNA is a unique 
chemical code that guides the growth, development and health of an organism. By looking at DNA or 
RNA, we can - for example - study the SARS-CoV-2 virus and look at genes that might influence how 
you fight infection or affect cardiometabolic health. We may also use an approach where we scan all 
of the genetic information to look for changes that are common across other study participants. 

The genetic tests we are doing are for research purposes only. We will not give you the results of any 
genetic tests as they are of uncertain clinical significance, please tick the appropriate box on the 
consent form (optional consent 1). 

2. As part of future ethically-approved research, we may like to look at other functions of DNA/RNA in 
the stored blood/saliva. If you are happy for us to store the samples for future DNA/RNA research, 
please tick the appropriate box on the consent form (optional consent 2). 
 

3. We would also like to look at the data collected as part of the SchoolNuts study with your permission. 
This is so we can compare information from when you participated in the SchoolNuts study with the 
information we collect in the YoungLives study. Please tick the appropriate box on the consent form 
(optional consent 3).   
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4. We would like to share the information and samples we collect from you with other researchers within 
Australia and/or overseas to increase our understanding of COVID-19 and other infections. The 
location of data/samples sent overseas is not yet determined. Data and samples would be sent 
anonymously, identifiable only by a study number, so that your identity is not disclosed to these 
researchers. Any data or samples sent to researchers outside of Australia will not be covered by 
Australian regulations. Please tick the appropriate box on the consent form (optional consent 4). 
 

5. We would like you to consider letting us store any leftover blood samples that we collected as part of 
this research project. We would like to use these samples in future ethically-approved research studies 
related to infection and immune responses. If you give your permission, we will store your blood 
samples at MCRI. We will store them for an indefinite period of time. We will use a special ID number 
on the samples. Your name will not be attached to the samples.  

We do not plan to contact you to use the samples in future research. Please tick the appropriate box 
on the consent form (optional consent 5). 

6. In the future we may undertake new research projects that you may be suitable for. These might be 
new projects or a further follow up of the current project. We would like your permission to contact 
and send you information about these research projects. By consenting to this option, it does not 
oblige you to participate in future research. Please tick the appropriate box on the consent form 
(optional consent 6). 
 

7. As part of this research we may use Twilio, a US based system which can send SMS messages. This 
system is linked to REDCap (the study database) which means that personal data (mobile number) will 
be transferred between these services. Your mobile number is automatically removed from Twilio so 
no personal information remains logged on Twilio’s servers but instead remains securely in REDCap. If 
you choose to receive your study surveys/reminders via text message, this system may be used. 
Please tick the appropriate box on the consent form (optional consent 7). 

5. Can I withdraw from the project? 
 
You can stop taking part in the project at any time. You just need to tell us. You do not need to tell us the 
reason why. If you leave the project we will use any blood/saliva/plaque and information already collected 
unless you tell us not to.  
 
6. What are the possible benefits for me and other people in the future? 
 
There may be no direct benefit to you. We will return the result of the follow-up blood test which measures 
the presence of SARS-CoV-2 antibodies (proteins produced by immune system). The presence of these 
antibodies may indicate if you have been previously exposed to COVID-19. We do not know if you can be 
infected with COVID-19 more than once.  When we return the results to you, we will also provide up-to-date 
information on what the results mean for you. Information gained from this study may also benefit other 
children and adolescents in the future by increasing the understanding of infections including COVID-19.  
 
We will also inform you of the results of blood pressure and body mass index (a measure of body shape based 
on height and weight) from the follow-up visit. You may also be contacted by a clinician on the research team 
if a result or other study measurement with possible or known clinical significance is abnormal to discuss your 
health and recommendations will be made for further management if appropriate. If we find that you have an 
abnormally high blood pressure or BMI outside the normal range, we will also provide you with a separate 
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letter that we will ask you to pass onto your family doctor (GP). As part of this project, you may have a 
thorough dental check by an oral health professional and will be given advice if further care is needed. 
 
We give you a voucher for parking at RCH or cover some public transport costs for you to attend the follow-up 
visit. This depends how you will be getting to the hospital, so we will discuss this with you when we arrange 
the visit. If you have any questions, please contact us (see details at the end of this letter). 
 
7. What are the possible risks, side-effects, discomforts and/or inconveniences? 
 
It is possible you may feel some discomfort during the blood collection. Anaesthetic cream can be used to 
numb the skin before the blood is taken. It is possible there may be some bruising, swelling or bleeding where 
the needle enters the skin.  Some people can feel a little light-headed when blood is taken. Very rarely, having 
blood collected can lead to an infection. 
 
Ultrasound scans and blood pressure measurements are generally without risk. There is no radiation involved 
in ultrasound scans. We will use an inflatable cuff on your arm to measure blood pressure and on your thigh to 
measure stiffness of your blood vessels. It may be slightly uncomfortable while the cuff is inflates. 
 
We have been careful to make sure the questions in the survey do not cause any distress, however we do ask 
questions about your mental health and whether COVID-19 has negatively impact on your health and family 
life. If you feel anxious about any of the questions you do not need to answer them. After completing the 
survey, we will provide you with links to specific COVID-19, mental health and wellbeing support services. 
 
The main inconvenience is the time taken to visit MCRI and to perform the symptom checks/questionnaires at 
home. We will try to organise the most convenient day and time for the baseline and follow-up visits and they 
should not normally take any more than approximately 60 minutes. 
 
Due to the changing nature of the COVID-19 pandemic, it is possible we may not be able to answer all the 
questions we are trying to investigate by the end of the study. This may be because the number of people 
infected with COVID-19 who are enrolled in this study is too small. We will let you know what we have learnt 
at the end of the study by a study newsletter that does not identify participants. 
 
8. What will be done to make sure my information is confidential? 

 
Any information we collect for this research project that can identify you will be treated as confidential. We 
may only disclose the information with your permission, except as required by law.  
 
The blood, saliva, plaque and information we collect will be re-identifiable.  This means that we will remove 
your name and give them a unique study number.  Only the research team can match your name to your study 
number, if it is necessary to do so. 
 
All information will be stored securely at RCH and MCRI. RCH and MCRI are research partners. This means that 
the two organisations will share research information with each other. 
  
The following people may access information collected as part of this research project:  
 
• the research teams involved with this project 
• The Royal Children’s Hospital Human Research Ethics Committee. 
 
We may share anonymized data and samples with other collaborating research groups (including those 
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overseas) under legal agreements if you have agreed for us to do so. 
 
We will keep the information for 15 years. The research information may be destroyed or kept indefinitely in 
secure storage after this time. 
 
In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to 
access and correct the information we collect and store about your adolescent.  Please contact one of the 
researchers at the end of this document if you would like access to your adolescent’s information. 
 
When we write or talk about the results of this project, information will be provided in such a way that your 
adolescent cannot be identified. 
 
9. Will I be informed of the results when the research project is finished? 
 
We will send you a summary of the overall project results at the end of the study.  The summary will be of the 
whole group of participants, not your adolescent’s individual results. 
 
10. Who should I contact for more information? 
 
If you would like more information about the project, please contact:  

Name: Prof David Burgner, Principal Investigator 

Contact telephone: (03) 9936 6730 

Email: david.burgner@mcri.edu.au 

 
Name: Meg Kaegi, YoungLives Project Coordinator 

Contact telephone: (03) 9936 6553 

Email: meg.kaegi@mcri.edu.au 

 
You can contact the Director of Research Ethics & Governance at The Royal Children’s Hospital Melbourne 
if you: 

 have any concerns or complaints about the project 
 are worried about your rights as a research participant  
 would like to speak to someone independent of the project.  

The Director can be contacted by telephone on (03) 9345 5044. 
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CONSENT FORM 

HREC Project Number: 66867 

Short Name of Project: YoungLives study 

Version Number: 5.0 Version Date: 18 September 2020 

 I have read this information statement and I understand its contents.  
 I understand what I have to do to be involved in this project.  
 I understand the risks I could face because of my involvement in this project.  
 I voluntarily consent to take part in this research project. 
 I have had an opportunity to ask questions about the project and I am satisfied with the answers I have 

received. 
 I understand that this project has been approved by The Royal Children’s Hospital Melbourne Human 

Research Ethics Committee. I understand that the project and any updates will be carried out in line with 
the National Statement on Ethical Conduct in Human Research (2007).  

 I understand I will receive a copy of this Information Statement and Consent Form. 
 

  I voluntarily give permission to participate in the YoungLives study. 
 

 I do  I do not Optional consent 1 - Consent for the use of my blood/saliva for genetic research 

 I do  I do not  Optional consent 2 - Consent to the storage of my blood/saliva and extraction 
of DNA/RNA for use in future ethically approved research, broadly related to 
immune responses, infections and child health  

 I do  I do not  Optional consent 3 - Consent to access data collected as part of the SchoolNuts 
study 

 I do  I do not  Optional consent 4 - Consent to share my information and samples with other 
researchers within Australia and/or overseas to increase our understanding of 
COVID-19 and other infections 

 I do  I do not  Optional consent 5 - Consent to the storage of my blood sample/saliva/plaque 
for use in future ethically approved research, broadly related to immune 
responses, infections and child health 

 I do  I do not  Optional consent 6 – Consent to be contacted about future research 

 I do  I do not  Optional consent 7 - Consent to the use of Twilio if I choose to receive the study 
surveys/reminders via text 

 
Participants Name  Participants Signature  Date 

Declaration by researcher: I have explained the project to the participant who has signed above. I believe that they understand the purpose, extent and 
possible risks of their involvement in this project. 

 
Research Team Member Name  Research Team Member Signature  Date 

Note: All parties signing the Consent Form must date their own signature. 


