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PARENT/GUARDIAN INFORMATION SHEET AND INFORMED CONSENT FORM 

Study Title Open-label, Uncontrolled, Single dose Study to Evaluate the Pharmacokinetics, 

Pharmacodynamics, and Safety of AZD7442 in Pediatric Participants Aged ≥ 29 

weeks Gestational Age to < 18 Years 

Short Title A Study to Evaluate the Safety and Physiological Effects of a Single Dose of 

AZD7442 in Children 

Study Number D8850C00006 

IRAS ID 1004564 

Sponsor Name AstraZeneca AB 

Study Doctor Dr Simon Drysdale 

Participant ID 

INTRODUCTION 

Your child is being invited to take part in a clinical research study being run by AstraZeneca AB 

(hereafter known as the ‘Sponsor’). Before you decide whether you would like your child to participate, 

it is important for you to understand why the research is being done and what it will involve. This 

parent/guardian information sheet and informed consent form will provide you with essential information 

about this study and your child’s rights as a clinical research participant so that you can make an 

informed decision about their participation.  

Your child’s participation in this study requires your written consent. Before you decide whether you 

want them to participate in this study, you will be given an explanation about what the study involves.  

Please take as much time as you need to make a decision about whether or not you would like your 

child to participate in this study. It may be helpful to talk with your family and friends as you make this 

decision. 

Please consider the study time commitments and responsibilities when you are deciding whether to let 

your child take part. 

WHAT IS THE PURPOSE OF THE STUDY? 

The purpose of this study is to learn more about an experimental drug called AZD7442 (the ‘study drug’) 

and to find out if it may help prevent and treat COVID-19 and its associated health problems in children 

and adolescents. ‘Experimental’ means that the drug is being used in research studies like this and we 

continue learning about the drug efficacy, effects and safety of it. 

The drug being tested is a combination of two monoclonal antibodies (an antibody that has been 

artificially manufactured not purified from blood products). This family of drugs are used to prevent other 

infections such as respiratory syncytial virus (RSV) in infants and others, as well as many immunological 

conditions and cancers. 

This is the first study of AZD7442 in children and adolescents although it has already been trialled in 

adults, and no safety risks have been identified in adults. AZD7442 has shown benefit in adult patients, 

where it reduced the risk of developing symptomatic COVID-19 by 77% when given as a preventative 

(before infection) medication. AZD7442 also reduced the risk of developing severe COVID-19 by 50% 

when given within 7 days of the onset of symptoms as a treatment in adult patients with confirmed 

COVID-19 infection. Based on the available safety and efficacy (how well a medication works) data in 

adults, AZD7442 has been authorised for use by several agencies who regulate the prescription of 

drugs in their region based on the positive results seen in clinical trials. This includes the Food and Drug 

Administration (FDA) in the United States, European Medicines Agency (EMA), and the Medicines and 
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Healthcare products Regulatory Agency (MHRA) in the United Kingdom. EVUSHELD (tixagevimab and 

cilagavimab administered by 2 injections at the same time) is authorised for use in these and several 

other countries to be used as prophylaxis of COVID 19 in adults and children (≥ 12 years weighing at 

least 40 kg) whose immune system is not working well to protect from infection.  

In this study AZD7442 is being tested to prevent or treat COVID-19 in children and adolescents with 

underlying conditions which may increase their risk of developing severe COVID-19 infection. COVID-

19 is the disease caused by SARS-CoV-2, a coronavirus that emerged in December 2019. COVID-19 

is spread from person to person and can cause severe infections. There have been more than 200 

million confirmed cases of COVID-19 around the world, resulting in more than 4 million deaths as well 

as lasting health problems in some who have survived the illness.  

In this study, a single dose of AZD7442 will be tested in children and adolescents in different age groups. 

The AZD7442 dose levels (amount of AZD7442) being tested in this study will be chosen based on your 

child’s body weight. Dosages used in this study have been tested for safety and efficacy (how well a 

medication works) in earlier AZD7442 studies in adults. 

WHY HAS MY CHILD BEEN INVITED? 

Your child has been invited to take part in this study because either: 

- They have an underlying condition that increases their risk of developing severe COVID-19 if 

they become infected; or, 

- They have an underlying condition and have already been infected with the virus that causes 

COVID-19 (severe acute respiratory syndrome coronavirus 2, or (SARS-CoV-2). 

About 120 participants, including infants born at 29 weeks to up to adolescents below the age of 18 

years old are expected to take part in this study in North America, South America, and Europe. 

DOES MY CHILD HAVE TO TAKE PART? 

No. You have a choice whether or not you would like your child to participate. 

If your child joins the study, they can leave at any time. Leaving will not affect their care. If your child 

chooses to leave the study, please let the study doctor know as soon as possible. 

WHAT WILL HAPPEN TO MY CHILD IF THEY TAKE PART? 

Your child is expected to be in the study for a maximum of 479 days. 

Your child will need to undergo a series of tests within 7 days before being given AZD7442. This is 

called screening. Participants must meet all inclusion criteria (study entry requirements). Children and 

adolescents participating in the trial for prevention of COVID-19, or for treatment of mild-moderate 

COVID-19, must have a medical condition that puts them at increased risk of severe COVID-19. Infants 

must weigh at least 1.5 kg (3 lbs 5 oz) at screening to qualify for this study.  

If your child meets the screening criteria for study participation, they will be given a single dose of 

AZD7442 and monitored for up to 15 months. If your child doesn’t meet the screening criteria, the 

reasons will be explained. Your study doctor will talk to you and your child about other possible treatments. 

Study Treatment 

A single dose of study drug (a combination of two monoclonal antibodies) will be administered. These 

two monoclonal antibodies are each administered separately as 2 injections if given as an injection 

into the thigh muscle, or may be mixed together if administered into the blood via an intravenous (IV) 

infusion (study drug slowly injected into a vein using a needle connected to a drip),as determined by 

your study doctor. The amount of study drug will be based on your child’s age and weight. After 

receiving the study drug on Day 1, your child will be monitored for at least 1 hour to check their 

general safety, including any reactions at the site where your child received the injection/infusion. 
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Because this is the first time the drug is being used in children, 2 participants between the ages of 2 and 

less than 18 years old will initially receive AZD7442. They will be monitored for 24 hours to ensure the 

safety of the children and adolescents taking part in this study. Once the safety evaluation of the first 2 

participants is confirmed, all participants will be given the study drug. Children younger than 2 years old 

can be enrolled after the 24-hour safety monitoring. Once 14 days of data for the first 6 participants is 

available, a committee of experts in their field, called the Data and Safety Monitoring Board (DSMB), will 

review the data to ensure AZD7442 is safe for use in all selected age groups. The DSMB will meet up to 

7 times during this study to conduct periodic safety reviews. As this is a phase 1 study the safety data will 

also have been shared with the lead investigator at your study site.  

Your child will have up to 7 visits at the study site over 1 year that will last between 1 and 3 hours 

and a phone call at Day 457 (15 months). However, some visits may last longer depending on the 

activities occurring on that day. For example, if your child receives the study drug via an intravenous 

(IV) infusion the Day 1 visit may last 2-4 hours. Timing will depend on your child’s age (younger and 

smaller children will receive the drug more slowly) and the time it takes to complete all other planned 

procedures. The study doctor will explain what your child has to do and the tests that they will have 

during the study. 

Study Procedures 

To conduct the study, some tests and procedures will have to be performed on your child. The following 

tests and procedures are required during the study. Please see the Schedule of Study Visits to see at 

which visits your child will have these tests.

 You (and your child if applicable) will be asked questions regarding their medical history, age, 

gender, ethnic and racial background at screening. 

 Your child will have a complete physical examination at screening and targeted (limited) physical 

examinations at follow up visits as specified in the Schedule of Study Visits table below. A 

complete physical examination will include a check of your child’s general appearance, lungs, 

heart, skin, stomach, head and neck (including ears, eyes, nose, and throat), lungs, heart, 

abdomen, extremities (arms, legs, hands and feet), musculoskeletal system (bones, muscles and 

joints), lymphatic system (the system that helps rid the body of toxins and waste), and nervous 

system (network that carries messages to and from the brain). 

 Your child’s heart rate, respiratory rate (rate of breathing), pulse oximetry (measures the level of 

oxygen in the blood), blood pressure, and body temperature will be measured. 

 Your child’s height and weight will be measured at screening. 

 Your child will have an electrocardiogram (ECG), a test that measures the electrical activity and 

rhythm of the heart. 

 Your child’s past and current medication will be reviewed. 

 You will be asked if your child has experienced any side effects or symptoms 

Tests requiring blood, urine, and other samples during this study: 

 In all participants blood samples will be collected to perform the following tests during the study: 

 Routine safety tests including haematology (tests on blood, blood proteins, and blood-

producing organs), blood chemistry, and to check your child’s general health. 

 Blood will be tested for its ability to clot. 

 A test for SARS-CoV-2 during screening, (for neonates the test will be PCR or rapid test, for 

all participants other than neonates a blood sample will be also taken to test SARS-CoV-2 

serology) 

 Measurement of AZD7442 concentration. 

 For neonates, i.e., participants aged ≥ 29 weeks gestational age to < 1 month, only safety tests 
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will be performed and samples for measurement of AZD7442 concentration will be collected, the 

total estimated blood volume to be collected is approximately 22 mL per participant, as shown in 

the table below.  

 In participants older than approximately 1 month additional blood samples will be collected to 

perform the following tests: 

 Levels of antibodies against the SARS-CoV-2 virus (detects immune response to the virus). 

 Levels of anti-drug antibodies (detect any potential immune response of the body to 

AZD7442). 

 Urine samples will be collected to perform the following tests during the study: 

 In all participants routine safety tests including presence of glucose, protein, and blood in all 

participants. 

 If your child is at least 12 years old, their urine will be tested for alcohol and drugs. 

 If your child is female and able to have children, their urine will be tested to check for 

pregnancy. 

 if the test results are positive/indeterminate, an additional blood test will be conducted to 

confirm pregnancy. 

 Saliva, blood, or nasal fluid sample will be collected for SARS-CoV-2 RT PCR testing. 

 If your child is older than approximately 1 month, nasal fluid samples will also be taken to measure 

AZD7442 concentration. 

For children and adolescents under approximately 1-month old, the maximum amount of blood 

collected during the study will be about 22 mL (approximately 1.5 tablespoons). For children over 1-

month, the maximum amount of blood collected during the study will be about 75 mL (approximately 

5 tablespoons). 

Estimated Blood Volume Collected Each Visit 

Visit Estimated blood volume for 

infants under 1 month old 

Estimated blood volume for all other 

participants 

Screening Visit  

(Day -7 to Day 0) 

3.7 mL (approx. 1 tsp) 6.3 mL (approx. 1 ½ tsp) 

Visit 1 (Day 1) 1.2 mL (approx. 1/5 tsp) (IV only) 6.0 to 11.0  b c

Visit 2 (Day 4 to 15) 1.2 mL (approx. 1/5 tsp) 2.5 mL (up to 1 tsp) 

Visit 3 (Day 31) 4.9 mL (approx. 1 tsp) a 14.8 mL (approx. 1 tbsp) 

Visit 4 (Day 92) 2.6 mL (approx. 1/2 tsp) a 10.3 to 12.8  (approx. 1 tbsp) c

Visit 5 (Day 183) 3.5 mL (approx. 1/2 tsp) a 3.0 mL (approx. 1/2tsp) 

Visit 6 (Day 366) 4.9 mL (approx. 1 tsp) a 14.8 mL (approx. 1 tbsp) 

Total 22 mL (approx. 1.5 tbsp) 75 mL (approx5 tbsp) 

Approx. = approximately; mL = millilitres; tsp = teaspoon; tbsp = tablespoons 
a For Visits 3 to 6 blood samples should be taken on at least 2 different days and at least 24 hrs apart. 
b At Visit 1, participants receiving AZD7442 via IV infusion will have an extra 2.5 mL blood sample taken for 

post-dose PK sampling. 
c At Visit 1 and Visit 4, participants will also have an additional 2.5 mL taken for blood sample to measure the 

level of antibodies against SARS-CoV-2, if they did not have COVID-19 or was not exposed to a 
SARS-CoV-2 positive individual at the time of joining this study. 

Schedule of Study Visits 

The study will comprise:  

 A screening period, where the screening tests will be performed within 7 days before your child 

receives their dose of AZD442. 
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 Visit 1 (Dosing): This is a single visit where your child will receive one dose of AZD7442. The 

dose amount will be based on your child’s body weight. The dose will be given either 

intramuscularly (IM) or by intravenous (IV) infusion, determined by the study doctor.  

 The IM dose is made of two injections given one right after the other, one in each thigh. 

 The IV dose is a single infusion infused directly into a vein. 

At Visit 1, participants receiving AZD7442 via IV infusion will have an extra blood sample taken 

for post-dose PK sampling (to see how the body handles AZD7442). 

Remaining tests will be completed before or after dosing as described on the following pages. 

 At least 6 follow-up visits and one phone call will be conducted over the following 15 months. 

Your child will be assessed for COVID-19 infection and immunity. These visits will include 

collection of blood and urine samples. Saliva or nasal swab samples may be collected depending 

on your child’s age (in accordance with the study protocol). For Visits 3 to 6 blood samples should 

be taken on at least 2 different days and at least 24 hrs apart. 

Please note that the study, and your child’s participation in the study, may be stopped earlier than 

expected, for example for scientific or safety reasons.  

If your child discontinues from the study before the follow-up visits are completed, they will need to 

come in for an early discontinuation visit, at which the same assessments will be done as shown for 

Visit 6. 
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Schedule of Study Visits and Activities 

Assessment (“X” means “happens at this visit”) 

Screen-
ing 

Treatment and Follow up Period 

Early Dis-
continuation Visit

Visit 1 Visit 2 Visit 
2A 

Visit 
3 

Visit 
4 

Visit 
5 

Visit 6 FU 

Day -7 to 1 1 4, 8, 
11, or 

15 

8 31 92 183 366 457

Consent X 

Check if your child can participate in this study X X 

Questions regarding medical history, age, gender, ethnic 
and racial background 

X 

Physical exam (weight, and height at screening only) X X  X X X X X 

Blood pressure, respiratory rate, heart rate, temperature, 
blood oxygen levels 

X X (post-
dose) 

X  X X X X X 

Electrocardiogram test  X X X 

Blood and urine samples for safety assessmentsa X  X X X X X 

Urine drug and alcohol screening (if 12 or more years old) X X 

Pregnancy test b Xc X

Pre-dose 

X  X X X X X 

Medications ongoing during the study X X X  X X X X X 

COVID-19 symptom testd X 

An antigen test at screening for SARS-CoV-2 infection (if no 
PCR test ≤ 3 days before screening) 

X 

Blood/saliva/nasal swab test for SARS-CoV-2 infection  X (pre-
dose) 

X 

AZD7442 dosing X 

Evaluation of side effectse X X X X X X X X X X 

Blood sample to measure the level of antibodies against 
SARS-CoV-2 (if more than 1- month old) h

X X (pre-
dose) 

 X X X X X 

Blood sample to measure the level of AZD7442 in the body  X (only post 
IV dose) 

X  X X X X X 

Blood sample to detect any immune response against 
AZD7442  
(if more than 1-month old) 

X (pre-
dose) 

 X X X X X 
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Assessment (“X” means “happens at this visit”) 

Screen-
ing 

Treatment and Follow up Period 

Early Dis-
continuation Visit

Visit 1 Visit 2 Visit 
2A 

Visit 
3 

Visit 
4 

Visit 
5 

Visit 6 FU 

Day -7 to 1 1 4, 8, 
11, or 

15 

8 31 92 183 366 457

Nasal sample for exploratory biomarkers (if more than 1-
month old) (biomarkers measure presence/progress of 
disease and the effect of treatment) 

X  X X X X X 



263445 D8850C00006 Global Model ICF V3.0 07 March 2022 
263445 D8850C00006 UK Model Parent/Guardian ICF V1.1 05May2022 
263445 D8850C00006 Dr Simon Drysdale v1.0 08Sep2022  Page 8 of 17

d Please see text for specific blood sample tests. 
e Females of childbearing potential only, blood is only collected if urine pregnancy test is positive or indeterminate. 
f If the screening urine sample is not collected on Day 1, it will be collected on Day 1 pre-dose. 
g The study doctor may perform unscheduled PCR testing to confirm SARS-CoV-2 infection if you experience any 

symptoms. 
h The first 2 participants will be contacted daily for the first 4 days after AZD7442 dosing, and then contacted weekly for 

safety monitoring and COVID-19 symptom checks. All other participants will be contacted weekly for safety monitoring 
and COVID-19 symptom checks. 

i After receiving study drug on Day 1, participants will be monitored of their safety on site for a minimum of 1 hour. 
j Follow-up of side effects on Day 457 will be via phone call. 
k Only for participants who did not have COVID-19 or was not exposed to a SARS CoV-2 positive individual at the time of 

joining this study. 

EXPENSES AND PAYMENTS 

Participating in this study will not cost you or your child anything. Study drug, study visits, tests and 

examinations are free of charge. 

Your child will not be paid for participating in the study. You will be reimbursed for your travel, parking 

and reasonable refreshment expenses incurred as a result of your child’s participation in this study. The 

study team will discuss the limits with you. 

The Sponsor of this study will pay the NHS study site for their work on this study. In the United Kingdom, 

study teams will conduct the trial as part of their work for their NHS Trust (in England) or Health Board 

(in the devolved nations). Doctors and nurses receive no additional personal payments for running the 

trial. 

WHAT WILL MY CHILD HAVE TO DO? 

 You and your child must attend the study visits (7 visits to the study site over 15 month period) as 

requested by the study team and complete the scheduled study procedures and treatment. 

 If your child cannot come to a visit, you must tell your study doctor. 

 You and your child must inform the study doctor about any treatments they have previously/are 

currently taking and their medical history. 

 You and your child must inform the study team about any changes in your child’s health. 

 Your child must not start new medications/treatments while on this study without consulting with 

the study doctor first.  

 Your child must not participate in any other clinical research studies involving experimental drugs 

while on this study. Your child must not participate in this study at more than one location. 

 You will be provided with an identification card which says that your child is taking part in this study. 

Please carry this card with you at all times and show it to any relevant doctors or nurses. Please 

return the card at the end of the study. 

WHAT ARE THE ALTERNATIVES FOR DIAGNOSIS OR TREATMENT? 

If your child doesn’t join the study, they will continue to receive care for their existing conditions, 

including COVID-19. If your child is receiving any other investigational drug or device they cannot join 

this study. Your study doctor will talk to you about other possible treatments, their risks and benefits. 

WHAT ARE THE POTENTIAL DISADVANTAGES AND RISKS OF TAKING PART? 

If your child already has COVID-19, there is a risk that the infection will not get better, or even get worse 

during the study. 

Vaccinations 

Prior vaccinations such as the COVID-19 vaccine or booster are permitted if administered more than 

14 days prior to or after receiving the study drug in this trial. There is no Available data for adults 

suggests that the study drug may provide 6 months of protection against pre-Omicron SARS-CoV-2 

variants. In laboratory studies this drug shows activity against SARS-CoV-2 variants with reduced 
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activity against Omicron. The ability to protect against Omicron in people has not yet been confirmed.   

If your child receives a COVID-19 vaccination during the study they can continue to participate in the 

study. Your child can get a flu vaccine at any time, but they should wait at least 30 days after receiving 

the study drug to get any other routine vaccines. Please discuss any potential vaccinations with your 

doctor. 

What are the side effects of any treatment received when taking part? 

Potential risks associated with taking any antibody-based treatment for any condition include: 

 Injection site reactions: swelling, redness, rash, itching, discomfort, pain, bruising, infection, or 

excessive bleeding at the site of injection. 

 Antibody-dependent enhancement of disease: a reaction by which antibodies do not help fight the 

virus and, on rare occasions, cause a worsening of disease. This is not known to happen with 

COVID-19/SARS-CoV-2, but it has been identified rarely in a handful of other viruses. 

 Anaphylaxis: a serious life-threatening allergic reaction occurring within a few seconds or minutes 

of exposure to allergic substances, it involves hives, swelling, a sudden drop in blood pressure, and 

sometimes shock (inadequate blood flow to important organs of the body). 

 Hypersensitivity: a milder form of an allergic reaction, occurring after exposure to allergic 

substances, can cause redness, swelling, pain, headache, nausea, rash, dizziness, and changes in 

blood pressure. 

 Infusion-related reactions: any other reaction occurring during or within the first 24 hours of infusion 

of study drug by vein. 

In the PROVENT study (which included more than 5000 adults) and the TACKLE study (which included 

more than 900 adults), which were not studies in children, there were a small number of cardiovascular 

(heart and / or blood vessel) side effects reported slightly more often in those participants who received 

AZD7442 compared to participants who did not receive AZD7442. Some of these heart and blood 

vessel side effects were severe. All participants who experienced severe heart side effects were at a 

high risk for heart-related events and many had a prior history of heart and/or blood vessel disease from 

before entering the study. It is possible that some participants could have side effects that we do not 

know about yet. 

What are the risks of the study procedures? 

 Blood Tests 

 Your child may have pain, swelling, redness, bruising or infection at the site where blood is taken 

or a catheter (a temporary needle) is inserted. If your child has a central line (long term catheter) 

blood samples will be done using this central line as much as possible. Your child may feel dizzy 

or may faint. An infection at the site of blood tests or catheter insertion is possible. The study staff 

will keep the blood test area clear and clean. 

 Electrocardiogram Risks 

 ECGs are electrical recordings of heart rhythm. To capture your child’s heart rhythm, electrode 

pads will be placed on different parts of your child’s body. The ECG patches may cause a skin 

reaction such as redness or itching. Your child may also experience localised skin discomforts 

and/or hair loss associated with the placement of ECG leads. If your child should experience a 

skin reaction during their participation in the study, please notify the study doctor. 

 Nasal Swab  

 A swab will be inserted into the nose (the same type of swab as for LFT tests that will have been 

done for school, or for PCR tests as part of testing due to symptoms of COVID-19).. There is 

minimal risk to this procedure but it may be minimally uncomfortable for some children and 

adolescents. 
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 Nasosorption 

 A swab to gently absorb nasal fluid from the mucus within the nose. It may be minimally 

uncomfortable for some children. 

 Nasopharyngeal Swab (if applicable) 

 A swab will be inserted into the back of the nose to collect a sample to measure the quantity of 

SARS-CoV-2 virus. There is minimal risk to this procedure but it may be minimally uncomfortable 

for some children and adolescents. 

HARM TO THE UNBORN CHILD 

Pregnancy, contraception, and breast-feeding. 

Because the effects of AZD7442 on an unborn child or infant are not known, if your child is of 

childbearing potential (or your child’s female partner if your child is a male) they must not get pregnant 

or breastfeed a child during the study. A young person must use effective birth control if they are sexually 

active one month before dosing and up to 365 days after dosing. The study doctor can discuss 

acceptable birth control methods with you and your child, if applicable. 

If your child or your child’s partner become(s) pregnant, you must tell the study doctor immediately. 

WHAT ARE THE POTENTIAL BENEFITS OF TAKING PART? 

There is no certainty that your child will have any benefit from the study drug. However, it is expected 

that the study drug may prevent, treat, or reduce their risk of developing severe COVID-19 infection. 

AZD7442 has shown benefit in adult patients, where it reduced the risk of developing symptomatic 

COVID-19 by 77% when given as a preventative (before infection) medication. AZD7442 also reduced 

the risk of developing severe COVID-19 by 50% when given within 7 days of the onset of symptoms as 

a treatment in adult patients with confirmed COVID-19 infection.  

The information the study Sponsor receives from this study may help to treat patients with COVID-19 

better.

It is not certain that your child will directly benefit from the participation in the study. Your child’s 

participation may, however, help other patients in the future by improving the knowledge of diseases 

and improving medical care. 

WHAT HAPPENS WHEN THE RESEARCH STUDY STOPS? 

The study doctor will discuss your child’s ongoing care with you once they have finished participating 

in the study. Your child will not be able to receive the study drug after the study is over.

WHAT IF RELEVANT NEW INFORMATION BECOMES AVAILABLE? 

Changes may happen in the study that could make you and your child change your minds about 

continuing to take part. If something changes, we will tell you as soon as possible. Your child can choose 

to leave the study at any time.  

WHAT WILL HAPPEN IF I DO NOT WANT MY CHILD TO CARRY ON WITH THE STUDY? 

Your child’s participation in the study is voluntary which means you or your child can stop their 

participation at any time. If you want to have a modified visit schedule or if you want to stop your child’s 

participation, you should tell the study doctor. It is not mandatory but would be helpful for the study if 

you explain to your study doctor why you or your child wish to stop your child’s participation, in particular 

if your child has experienced discomforts. 

If your child stops participating in the study the study doctor will stop the collection of your child’s data 

but their previously collected data and biosamples will be kept and used to guarantee the validity of the 

study and comply with regulatory requirements, as allowed by law. The study doctor will then invite your 

child to have an end of study examination to check their wellbeing. If your child doesn’t attend a planned 
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visit, the study doctor will try to reach you. If the study doctor cannot reach you, public sources will be 

consulted to verify your child’s wellbeing. This is important for study results.  

If you do not want your child’s data or biosamples to be used after they leave the study, you must inform 

the study doctor. In such case, your child’s remaining biosamples will be destroyed as soon as possible, 

but your child’s coded data previously collected will be kept as required by clinical regulations. 

The study doctor can also choose to take your child out of the study if they believe that it is best for 

them. Your child’s participation in the study will also stop if the Sponsor, health authorities, the ethics or 

regulatory agencies decide that the study must be stopped. 

WHAT IF THERE IS A PROBLEM? 

If there is an emergency, call 999 right away or go to the Accident and Emergency Department and 

contact your child’s study doctor as soon as you can. All relevant contact details can be found at the 

end of this Parent/Guardian Information Sheet and Informed Consent Form. 

If your child becomes ill or is injured while they are in this research study, you must tell your study 

doctor straight away.  

Injuries that have been caused by the study drug, tests or procedures are called ‘research injuries’. 

Injuries caused by your child’s usual medical care or their condition, are not research injuries. 

The Sponsor will provide compensation for any injury caused by taking part in this study in accordance 

with the guidelines of the Association of the British Pharmaceutical Industry (ABPI). The Sponsor will 

pay compensation where the injury probably resulted from: 

 A drug being tested or administered as part of the study protocol;  

 Any test or procedure you received as part of the study. 

Any payment would be without legal commitment (please ask if you wish more information on this). The 

Sponsor would not be bound by these guidelines to pay compensation where:  

 The injury resulted from a drug or procedure outside the study protocol; 

 The protocol was not followed.   

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 the 

NHS Trust or Private Clinic but you may have to pay your legal costs. 

The normal NHS or Private Clinics complaints mechanisms will still be available to you (if appropriate). 

If you have private medical insurance for your child you are advised to inform your provider of your 

consideration for them to take part in a clinical research study as this may affect their cover. 

WILL INFORMATION ABOUT MY CHILD BE KEPT CONFIDENTIAL? 

a. Which data and biosamples are collected? 

In order to conduct the study, the study site will have to collect and register information about your 

child’s identity (such as their name, address and telephone number) as well as data that is necessary 

to assess their health conditions such as your child’s medical condition and medical history (this may 

include information from their doctors/ available in your child’s medical records), their life style, their 

demographics (age, gender, ethnic and racial background]), your child’s images and data generated 

from the images (e.g. x-rays. 

In addition, the study site will collect biosamples from your child (such as blood, saliva, nasal swabs, 

and urine). These will be analysed and the data derived from the analysis will be part of your child’s 

coded data (which means that his/her/their name, contact details or health insurance number, have been 

replaced by a code. For more information about coding, see details below in this section and in FUTURE 

RESEARCH section). 
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b. What are my child’s data and biosamples needed for? 

Your child’s data and biosamples are needed for the Sponsor to develop the drug, get permission to 

introduce and keep it on the market, monitor its safety and get it reimbursed by governments i.e., 

throughout the drug development program Therefore, they will be used as planned in this study as well 

as within related research activities necessary for this drug development programme in order to: 

 Understand how the study drug(s) and similar drugs work in the body (i.e., evaluate the study drug 

mode of action, alone or in combination with other study drugs), 

 Better understand the studied disease and associated health problems, 

 Develop diagnostic tests for the disease, 

 Learn from past studies to plan new studies or improve scientific analysis methods, 

 Publish research results in scientific journals or use them for educational purposes. 

The legal basis for the use of your child’s data for the above purpose is based on Sponsor’s legal 

requirements that cover the conduct of clinical studies and public interest. 

c. Who can access my child’s data and biosamples? 

Only at the study site, your child’s name and contact details will be accessible to the study doctor and 

the study team to conduct the study. Non-medical personnel acting on behalf of the Sponsor and being 

bound by a duty of confidentiality as well as Health authorities and Ethics Committees may also be given 

access to this data only to verify that the study is carried out in compliance with legal and quality 

requirements. 

The study site will share your child’s data and biosamples with the Sponsor but only after they have 

been coded.  

The Sponsor may share your child’s coded data and biosamples with its research partners and service 

providers for the purposes of the drug development programme. 

In order to ensure proper conduct and accurate results of the study and to get permission to market the 

drug, the Sponsor will share your child’s coded data with authorities and possibly with Ethics 

Committees. They may also be shared with scientific journals, so the study results can be reviewed by 

independent scientists and to ensure the accuracy of results. 

In none of these cases will your child’s identity be revealed. 

Some of the above-mentioned persons may be located outside the United Kingdom. If this other country 

does not have equivalent personal data protection standards than the United Kingdom, appropriate 

Safeguards (such as contracts and technical Security measures) will be adopted to protect and maintain 

the confidentiality of your child’s data and biosamples.  

In case another organisation takes over development or commercialisation of the study drug, your 

child’s coded data or biosamples may be transmitted to them. They will then have to protect the data 

and biosamples in the same way as described herein. 

d. How long will my child’s coded data and biosamples be kept? 

The study site and the Sponsor are obliged to keep all study data for 25 years after the end of the study,

unless there is a legal requirement for keeping them longer. Your child’s coded data will then be deleted 

or anonymised, and their biosamples destroyed as soon as possible after the tests are completed unless 

you authorise the Sponsor to use them for future research (a tick-box available in the Informed Consent 

Form will allow you to make this choice). For more details about anonymising, please see below. For 

internal Document Retention policy you may go to ww.astrazenecapersonaldataretention.com. 

e. What are my child’s rights under data protection law? 

You have the right to review which of your child’s data are collected and being used; you can also ask 

for a copy of this data, ask for restriction of use of this data, or ask to have incorrect data rectified. You 

may also ask the study doctor to receive a copy of the data you child has provided for the future research 

in a standardised electronic format or to have them transmitted to another person of your choice. 
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To ensure the scientific integrity of the study, you will not be able to review some of the data or receive 

a copy of it until the study ends. 

To exercise these restricted rights, please contact preferably the study doctor. If there are issues related 

to the use of your child’s data, you have the right to file a complaint with your local data protection 

authority or with the Sponsor’s one. 

If you wish to contact the DPO of the sponsor, please be aware that your name is not known there. You 

would need to link your identity to your study participant number which may compromise the coding of 

your data. 

Sponsor DPO: AstraZeneca has assigned a data protection officer responsible for overseeing 

AstraZeneca’s compliance with EU and UK data protection law, which you may contact at 

privacy@astrazeneca.com or Privacy Office, Middlewood Court, Silk Road, Macclesfield, Cheshire 

SK10 2NA.  

You may also contact the UK Information Commissioners Office https://ico.org.uk/global/contact-us/

f. What does anonymised data mean? 

Health authorities as well as pharmaceutical companies believe that access to clinical studies data 

advances clinical science and medical knowledge and is in the best interest of patients and public 

health, provided that participant privacy is protected. Therefore, the Sponsor may generate and share 

internally or with other researchers an anonymised set of your child’s data collected in the study (e.g., 

on www.clinicalstudydatarequest.com). This means your child’s coded data will be stripped of your 

child’s Participant code as well as of any other information that could reasonably be used to identify 

your child such as their date of birth.  

FUTURE RESEARCH 

In addition to participating in the clinical study, we would like to know if you would be willing that your 

child’s coded data and leftover biosamples collected are used in future research projects with 

appropriate ethical approval. 

You are free to consent to the use of your child’s coded data and biosamples for future research. If you 

decide not to do so, your child may still take part in the clinical study. 

What is future research? 

Future research is important to advance science and public health. At present, however, it is not 

possible to foresee all details of future scientific research projects. These future scientific research 

projects are beyond the scope of the clinical study and use of sample and data as outlined in this 

Parent/Guardian Information Sheet and Informed Consent Form and may occur whilst the study is 

ongoing or after the study has finished. 

Your child’s coded data and biosamples may only be used for scientific health-related research to find 

new ways to detect, treat, prevent or cure health problems. 

They may also be used jointly with information from other sources outside typical clinical research 

settings, e.g. from public research databases. However, they will not be combined with other information 

in a way that could identify your child. Your child’s coded data and biosamples may also be anonymised 

for some of the future scientific research.  

Some future research projects may require the analysis of your child’s genetic information. You can 

think of genetic information as a large instruction book that your body reads to understand how it should 

be built and function. All humans have the same instruction book in their body but some words or letters 

may be different from one person to the other. Some of those differences have no effect on your health 

but others can influence the likelihood of developing a disease or affect how medicine to treat a disease 

will work. If genetic analyses are done, they may involve all or part of your child’s genetic information. 

How will my child’s coded data and biosamples for future research be handled? 
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All biosamples will be securely stored on behalf of the Sponsor for up to 15 years from the date of issue 

of the Clinical Study Report and will be destroyed thereafter. Please note that the location of the 

biosamples may change at the request of the Sponsor. 

Any additional data generated from your child’s biosamples will be stored as long as necessary for 

scientific research objectives and allowed by law and will be destroyed or anonymised thereafter. For 

more information on Sponsor’s internal Document Retention policy you may go to 

www.astrazenecapersonaldataretention.com. 

May my child’s coded data and biosamples be shared? 

The Sponsor may share your child’s coded data and biosamples with research partners or deposit them 

in scientific databases. This may include researchers from universities, research hospitals, and 

companies.

Some of the above-mentioned recipients may be located outside the United Kingdom. The data 

protection laws which apply in those countries may not be as stringent as the laws in the United 

Kingdom. Nevertheless, appropriate safeguards and security measures will be taken in order to protect 

and maintain the confidentiality of your child’s biosamples and coded data. 

How will my child’s privacy be protected? 

Your child’s coded data and biosamples will be subject to appropriate safeguards, and will only be used 

for the purpose of scientific health related research. They will not be used to contact you/your child or 

to affect your child’s care or any other decision affecting your life such as insurance rates or employment 

opportunities. 

Your child has the same rights as the ones described in the section “What are my child’s rights under 

data protection law?”. 

What if I want to withdraw my child from future research? 

Your child’s participation in future research is voluntary. You and your child are entitled to withdraw your 

child’s consent for future research at any time, without giving a reason and without a negative effect on 

your child’s standard of medical care. If you wish to withdraw your child, please inform your study doctor. 

You child may still continue to participate in the clinical study even if you or your child choose to withdraw 

from future research. 

If you withdraw your child from future research, your child’s coded data and biosamples will not be used 

for future research and your child’s samples will be destroyed as soon as possible. Your child’s coded 

data (either copied from the clinical study database or newly generated) will also be destroyed unless 

this information is already included in analyses or used in scientific publications or if the coded data has 

been anonymised and therefore we can’t identify your child’s data or biosamples.  

Results from future research? 

We may have to study coded data and biosamples from many people over many years before we can 

know if the results of future research are meaningful.  

Therefore, you and your child should not expect to receive individual results from future research 

projects. We will not give any such data to your child’s doctor and we will not put them in their medical 

record as they are not individual valid results. 

You are free to consent to the use of your child’s coded data and biosamples for future research. 

If you agree, you can indicate this in the informed consent form.

INVOLVEMENT OF THE GENERAL PRACTITIONER (GP) 

The study doctor will inform your child’s GP that they are taking part in this study and may ask them to 

provide relevant medical information about your child if necessary. 
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WHAT WILL HAPPEN TO THE RESULTS OF THE RESEARCH STUDY? 

Trial Result Summaries are a short and easy to understand summary of the results of this study. These 

will be added to www.trialsummaries.com within 6 months of the last study participants last site visit.

You can visit www.trialsummaries.com website anytime to sign up to be notified via email when the trial 

results summary of your study is available. Or, please let your child’s study doctor know if you need a 

printed copy of the document. 

Information in technical language related to study protocol will be posted on 

http://astrazenecaclinicaltrials.com and http://www.clinicaltrials.gov and 

https://www.clinicaltrialsregister.eu/. Information in technical language related to study results will be 

posted on http://astrazenecaclinicaltrials.com and https://www.clinicaltrialsregister.eu/. These websites 

do not contain any information about your child. Your child’s study is phase I, that is why information 

may not be visible for you on https://www.clinicaltrialsregister.eu due to EU regulation. 

WHO IS ORGANISING AND FUNDING THE RESEARCH? 

The Sponsor, Astra Zeneca AB, will pay the Hospital Trust for including your child in this study. 

WHO HAS REVIEWED THE 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, wellbeing and dignity. This study has been reviewed and given 

favourable opinion by the Fast Track Research Ethics Committee. It has also been reviewed and 

approved by the UK regulatory body, the Medicines and Healthcare products Regulatory Agency 

(MHRA). 

FURTHER INFORMATION AND CONTACT DETAILS 

Remember, there are no stupid questions! Feel free to ask at ANY TIME! It is your right and your child’s 

right to be fully informed before deciding to take part in this study as well as in the future research 

proposed.  

In case of a study-related injury or whenever you have any questions about the study or your study 

drug, please contact your study doctor or his/her staff at the details below: 

Dr Simon Drysdale: 0208 725 2316 

Cecilia Hultin: 0208 725 2316 

St George’s University Hospitals NHS Foundation Trust 

Blackshaw Road London SW17 0QT  

If you need to report side effects or are feeling unwell, there is a 24-hour contact number: 

0782 181 0046  

If you have questions about your rights as a research participant, or do not feel comfortable in speaking 

with your study doctor please ask the hospital for details or contact:  

Patient Advice Service (PALS) office on 0208 725 2453 or pals@stgeorges.nhs.uk 
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PARENT/GUARDIAN INFORMED CONSENT FORM 

Study Title Open-label, Uncontrolled, Single dose Study to Evaluate the 

Pharmacokinetics, Pharmacodynamics, and Safety of AZD7442 in 

Pediatric Participants Aged ≥ 29 weeks Gestational Age to < 18 Years 

Short Title A Study to Evaluate the Safety and Physiological Effects of a Single 

Dose of AZD7442 in Children 

Study Number D8850C00006 

IRAS ID 1004564 

Sponsor Name AstraZeneca AB 

Study Doctor Dr Simon Drysdale 

Participant ID 

By signing and dating this informed consent form you confirm that: Please Initial 

Each Box 

1. The study doctor or study personnel delegated by the study doctor has 

explained the study to me comprehensively. 

2. I have had the opportunity to discuss the study with the study doctor and all 

my questions were answered.

3. I have had an adequate amount of time to consider the study. 

4. I have read and understood all the above information related to the study. 

5. I understand that I will receive a copy of this document once I have signed 

it. 

6. I understand that the study doctor will notify my child’s GP of their 

participation in this study and may share or request relevant medical 

information with them if necessary for managing my child’s health and 

safety throughout. 

7. I understand that my decision for my child to take part in the study is 

entirely voluntary. If I decide not to let my child participate in the study or to 

stop my child’s participation during the study, this will not affect my child’s 

standard medical care. 

8. I have truthfully answered all questions about my child’s medical history and 

my child will follow all rules listed in the document. 

9. I consent to let my child take part in the clinical study and study procedures 

described herein.  

10. I understand my child’s participation entails their name and contact details 

being collected during the study as described to me, and access and 

reviewed by listed authorised people 

11. I understand my child’s participation entails their coded data being used by 

the sponsor or by people or companies acting on its behalf or working with 

the sponsor 

12. I understand my child’s participation entails their coded data being used by 

persons or organizations located in countries that do not have data 

protection rules equivalent to those of my country. I understand that the 

sponsor monitors these uses and takes all possible measures to protect 

their privacy 
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13. I consent to my child’s biosamples being collected and analysed as 

described herein 

I further understand that I can make a choice about the topic listed below and that by ticking 

“Yes” I do give consent and that by ticking “No” I do not give consent:

14. The use of my child’s coded data and biosamples for future research, as 

described in this Parent/Guardian Information Sheet and Informed Consent 

Form including where necessary for the research, possible analyses of my 

child’s genetic information. 

Yes  No 

Parent/Guardian of Study Participant

FULL NAME (capital letters)

DATE (dd-Mmm-Year) 

SIGNATURE 

Signature of person conducting the informed consent discussion

FULL NAME (capital letters)

DATE (dd-Mmm-Year) 

SIGNATURE 

When completed: 1 copy for participant, 1 for research site, 1 (original) to be kept in medical 

notes. 


