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PARENT/LEGAL GUARDIAN  INFORMATION SHEET     

Short title: Study to evaluate conjugate MenACYW vaccine in the UK infant schedule 

Study title: Immunogenicity and Safety Study of an Investigational Quadrivalent 
Meningococcal Conjugate Vaccine in Infants and Toddlers when Administered Using a 
1+1 Schedule in a National Immunization Schedule Having a Meningococcal Group B 
Vaccine as Standard of Care 

Study protocol: MET52 

Sponsor: Sanofi Pasteur Inc. 

Eudract Number: 2017-004520-30 

Study Doctor: Professor Adam Finn 

Dear parent/guardian  

You are being invited to consider your child’s participation in a research study of a vaccine. The 
name of the vaccine is MenACYW vaccine.  The vaccine has been developed to try to protect 
against meningococcal disease. Infants who are about 2 months of age may be eligible to take 
part.   

The information in this document is designed to help you decide whether you would like your child 
to take part in this study. Participation in the study is your choice. You are completely free to accept 
or decline participation of your child in the study. Take all the time you need to make your decision. 
If you accept, you can still leave the study at any time without giving a reason. Whatever you 
decide, any medical care your child needs will continue unchanged. It is important for you to 
understand that agreeing to take part does not guarantee that your child will be in the study.  Your 
child will need to complete initial evaluations for the study doctor to confirm if they are eligible to 
participate. The study doctor can discuss with you any alternative treatments/vaccines that may be 
available to your child. 

Sanofi Pasteur is the company that makes the vaccine. Sanofi Pasteur is also paying for the study. 
Professor Adam Finn is the study doctor for this research. The study doctor oversees the conduct 
of the study. The Bristol Children’s Vaccine Centre will receive funding from Sanofi Pasteur to 
cover the costs of doing the research including the costs of employing the research staff 
undertaking the work. 

Please take time to read through the following information carefully and discuss it with others. 
Please ask your study doctor if there is anything that is not clear or if you have any questions. 

Who has reviewed the study? 

All research studies are reviewed by an independent group of people, called a research ethics 
committee to protect your child’s safety, rights, well-being and dignity. This study has been 
reviewed and has been given a favourable opinion by the Yorkshire & The Humber – Sheffield 
Research Ethics Committee. 
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The study has also been reviewed and approved by the UK regulatory body, the Medicines and 
Healthcare Products Regulatory Agency (MHRA). 

 

1       OVERVIEW OF THE STUDY 

1.1 What is the purpose of the study? 

You have been approached to participate in this study because your child will soon turn 2 months 
of age and will be due to receive their first round of childhood immunisations. In this study, the 
MenACYW vaccine will be given as an injection alongside other vaccines that children normally 
receive.  

The MenACYW vaccine is being developed to try to protect people of all ages against 
meningococcal disease caused by four common groups of these germs A, C, W, and Y. It has 
been tested in more than 5,700 people - babies, children, adolescents, adults, and the elderly - 
and found to be safe and protective against meningococcal disease. 

The aim of the study is to show whether the immune response to the MenACYW vaccine is as 
strong as needed to protect against meningococcal disease when it is given alongside the 
childhood vaccines given routinely in the United Kingdom (UK). The study is also looking at the 
safety of the MenACYW vaccine and the safety of the childhood vaccines when these are given 
together. The MenACYW vaccine is ‘investigational’ meaning that it is not yet licensed for use in 
the UK or elsewhere. It is referred to in this document as the ‘study vaccine’. The other childhood 
vaccines given in this study are licensed for use in the UK.   

Meningococcal disease is a rare but serious illness that can occur at any age. It can present as 
meningitis (infection of the covering of the brain and spinal cord), blood infection, or pneumonia. 
The disease is caused by a germ called meningococcus. Very few people get the disease, but 
certain people such as babies, young children and adolescents are most likely to be affected. To 
protect a child against meningitis, several different vaccines are required. There are about 12 types 
of meningococci of which groups B, C, W and Y are historically the most common in the UK. Today 
most of the disease in the UK is caused by group B, but an increase in the disease caused by 
group W has been noted lately. Babies are vaccinated against disease caused by group B with a 
meningococcal B (MenB) vaccine named Bexsero ®. This is given at 2, 4 and 12 months of age. 
In addition, babies receive a vaccine to protect against the disease caused by group C at 12 months 
of age (Hib/MenC vaccine). Adolescents receive a vaccine that protects against disease caused 
by the four groups, A, C, W and Y. MenACYW vaccine is also available for other children including 
babies but is not routinely given to children in the UK before adolescence.  

Many of the symptoms of meningococcal disease are similar to other diseases, with fever, aches, 
chills, and headache. There may also be a characteristic rash. Young children may be irritable or 
sleepy, refuse to eat or have fever with cold hands and feet. Meningococcal disease can become 
very serious quickly. The disease is treated with antibiotics. However, even with proper treatment 
about 1 in 5 to 10 people with the disease die. Some people survive but may suffer hearing loss, 
brain and kidney damage, or may lose fingers or limbs. This is why preventing the disease by 
vaccination is important. 

A total of about 700 participants are planned to take part in this study, all in the UK. 
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1.2 What will happen to my child during the study? 

Your child will be in the study for about 11 to 12 months. In general, and with your agreement, 
some or all of the study visits will take place in your own home, where members of the study team 
(doctors and nurses) will visit you.  

All children taking part in the study will have 5 study visits over about one year and will receive all 
the childhood vaccines normally given to other children in the UK. If you have any questions about 
these vaccines please ask the study doctor. 

The first visit will occur when your child is about 2 months old. During this visit, the study 
doctor/nurse will explain the study to you and answer any questions you might have. If you agree 
to your child’s participation in the study, you will sign the informed consent form. A study doctor 
will ask you questions about your child’s health and will perform a physical examination to make 
sure your child is healthy and can participate in the study. Your child’s demographic information 
will be recorded, including name, date of birth, gender, race and ethnicity. During the first study 
visit, the study doctor will also ask about the mother’s vaccination against pertussis (whooping 
cough) during pregnancy and will collect this information if available.  

During the first study visit, your child will be assigned by chance, like flipping a coin, to one of 
three groups: Children in Groups 1 and 2 will receive two doses of the study vaccine (at 3 and 12 
months of age) in addition to the other childhood vaccines; Children in Group 3 will only receive 
the other childhood vaccines, not the study vaccine. Neither you nor the study doctor or study staff 
will be able to pick which study group your child is in. 

The different vaccine schedules in the study look like this: 

Visit Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 

Age 2 months 3 months 4 months 12 months 13 months* 

Group 1 Consent 
Physical exam 
Infanrix-hexa® 
Rotavirus  
MenB 
PCV13 
Diary Card 

Blood (about a 
quarter of the 
children) 
Infanrix-hexa® 
Rotavirus 
MenACYW 
Diary Card 
 

Blood (half the 
children) 
Infanrix-hexa® 
MenB 
PCV13 
Diary Card 

MenB 
MenACYW 
Diary Card 
Blood 
(about  a 
quarter of 
the 
children)  

Blood (all 
children) 
PCV13 
Hib/MenC 
MMR 

Group 2 Consent 
Physical exam 
Infanrix-hexa® 
Rotavirus 
MenB 
PCV13 
Diary Card 

Blood (about a 
quarter of the 
children) 
Infanrix-hexa® 
Rotavirus 
MenACYW 
Diary Card 
 

Blood (half the 
children) 
Infanrix-hexa® 
MenB 
PCV13 
Diary Card 

MenACYW 
Diary Card 
Blood 
(about a 
quarter of 
the 
children)  

Blood (all 
children) 
PCV13 
Hib/MenC 
MMR 
MenB 

Group 3 Consent 
Physical exam 
Infanrix-hexa® 
Rotavirus 
MenB 
PCV13 
Diary Card 

Blood (about 
half of the 
children) 
Infanrix-hexa® 
Rotavirus 
Diary Card 
 

Blood (all 
children) 
Infanrix-hexa® 
MenB 
PCV13 
Diary Card 

MenB  
Diary Card 
Blood 
(about half 
of the 
children)  

Blood (all 
children) 
PCV13 
Hib/MenC 
MMR 
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*The vaccines given during Visit 5 are not part of this study but are provided by the study 
doctor/nurse to complete your child’s vaccination schedule as recommended in the UK. 

Infanrix-hexa® is a 6-in-1 vaccine given as a single injection containing vaccines to protect 
against six separate diseases: diphtheria, tetanus, whooping cough (pertussis), polio, 
Haemophilus influenzae type b, known as Hib, a bacterial infection that can cause severe 
pneumonia or meningitis in young children; and hepatitis B. 

Rotavirus vaccine is a vaccine against rotavirus infection, a common cause of diarrhoea. Unlike 
the other vaccines, the rotavirus vaccine is given as a liquid into the baby's mouth to swallow.  

PCV13 (pneumococcal vaccine) protects against pneumococcal infections like ear infections, 
serious pneumonia, meningitis and blood infection.  

MenB vaccine protects against infection by meningococcus group B.  

Hib/MenC protects against serious infections, including meningitis, boosting the previous Hib 
vaccine doses and protecting against the MenC meningitis bug. 

MMR vaccine protects against measles, mumps and rubella (German measles). 

Your child will be observed for half an hour after receiving the injections. After each visit, you will 
be asked to record his/her temperature and any redness, swelling and tenderness at the places 
where the injections were given, and any vomiting, abnormal crying, drowsiness, loss of appetite 
and irritability in a diary on the day of vaccination and for 7 more days afterwards. You are also 
requested to record any other illnesses or problems that occur until the next visit. You will receive 
a phone call about 8 days after vaccination to remind you to record these events in the diary and 
to check on your child’s health.  

At Visit 5, after all study activities are completed, the study nurse will give your child their remaining 
childhood vaccines as per national recommendations. Throughout the study, you are asked to 
inform the study team if your child has any serious illness or problems, such as hospitalisations or 
visits to a doctor for any reason. 

In this study, your child will be required to provide blood samples. The blood samples are collected 
by study doctors or nurses who are experienced in the technique at the same visits as the 
immunisations. Babies may have anaesthetic cream applied to their skin before the samples are 
taken, to minimise any pain and distress.  

All children will have a blood sample at 13 months. Children assigned to Group 3, and half of the 
children assigned to Groups 1 and 2, will have an additional two blood samples; approximately half 
of these children will have blood samples at 3 and 4 months, and the remaining half will have blood 
samples at 4 and 12 months. The blood samples at 3, 4, and 12 months of age are about 3 mL (a 
little more than half a teaspoon), and the blood sample at 13 months is about 6 mL (a little more 
than a teaspoon). 

Samples are collected to test how your child’s body responds to the study vaccine by measuring 
antibodies (proteins in blood which protect against infection) against meningococci types A, C, W, 
and Y. This is also done for children in Group 3 to see if the body develops any antibodies to 
meningococci types A, C, W, or Y without receiving the study vaccine. These samples will be sent 
to a Sanofi Pasteur laboratory located in USA or to a Sanofi Pasteur-approved laboratory located 
in the UK for testing and/or storage. 
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A licensed meningococcal vaccine will be offered at the end of the study to children in Group 3 
who have not received the study vaccine. This licensed vaccine will likely protect against 
meningococcal disease caused by 4 types of germs (A, C, Y and W). This vaccine will be offered 
so that all children in the study will have a similar chance of being protected against meningococcal 
disease. This vaccine is not part of this study, and it will be given during an additional optional visit 
at least 30 days after visit 5.  

1.3 What tests and procedures are required? 

During the study, if you decide to participate, the following will be required by you and your child; 

• Provide information about your child’s medical conditions, medications that your child has been 
or is currently taking and allow your study doctor to review any of your child’s previous medical 
records and records created during the study that are available. 

• Attend and complete the scheduled visit(s) and test(s) or procedure(s) as planned and follow 
your study doctor’s instructions.  

• Quickly inform the study doctor or study staff of any health problems your child might have, 
even if you think they are not caused by the vaccine. 

• Have samples of blood taken from your child 

• Take and record your child’s body temperature 

• Complete the diary card regularly, as requested by your study doctor 

• Have the diary card with you at each visit 

Genetic testing will never be performed on the blood samples taken. If you have questions about 
the collection, handling or storage of your child’s samples, please ask the study doctor.  

Your child’s blood samples to test how your child’s body responds to the study vaccine will be 
stored for up to 25 years after the end of the study.  It can take many years for a vaccine to be 
developed and approved for use.  Even after the vaccine is made available to the public, we 
continue to gain more knowledge of the vaccine’s benefits and risk or improve the methods we use 
to measure the efficacy of the vaccine.  It is for this reason that it is important we retain these blood 
samples so that we can go back and confirm the results of this study if new information or improved 
methods become available. 

1.4  Will my child’s GP be informed?  

The study doctor may notify your General Practitioner (GP) of your child’s participation in the study 
and may share relevant medical information during the study if necessary for managing your child’s 
health and safety throughout the study. 

 

2 FUTURE USE OF SAMPLES AND DATA  

Your child’s leftover blood samples collected during the study can be very useful for additional 
research not related to the study such as the development and validation of new techniques for 
measuring the effectiveness of vaccines. The use of your child’s data and samples for additional 
research is optional and requires your consent. You can withdraw your consent at any time. In that 
case, samples will be destroyed and data already available will be anonymized unless otherwise 
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required by applicable laws. Your child’s data and samples may be stored for up to 25 years after 
the end of the study. 

 

3 BENEFITS AND RISKS 

3.1 What are the potential benefits of taking part? 

This study is experimental research and there is no guarantee that your child will get any benefit 
from it.  

The children who receive the study vaccine may be protected against meningococcal disease 
caused by 4 types of this germ (A, C, W, and Y). Cases of disease caused by W and Y and very 
small numbers of C are currently seen in the UK. 

Since all the children in this study will receive the licensed routine vaccines, it is expected that the 
children will be protected against diseases covered by these licensed routine vaccines. 

Information from this study might help researchers to understand meningococcal disease better or 
come up with new tests or vaccines to help others in the future. 

As with any vaccine, the vaccines in this study may not protect everyone who receives them. 

3.2 What are the potential risks and discomforts from study products? 

There are discomforts or risks of side effects that might occur with the use of the vaccines. Some 
risks and side effects are still unknown at this stage. The study doctor is trained to take the right 
measures to reduce risks and limit any discomfort your child may experience. 

Apparent side effects are not always caused by the vaccines given. 

The study vaccine has already been given to 5705 people aged between 6 weeks and more than 
65 years in 8 completed studies. Of these, a total of 562 infants and toddlers received the study 
vaccine alongside routine childhood vaccines, and the kind of reactions observed after the study 
vaccine were similar to those observed after the routine vaccines. No immediate allergic reactions 
have occurred after vaccination with the study vaccine in the studies that have been done so far. 

Studies to confirm that the study vaccine does not interfere with antibody responses to other 
vaccines are in progress. Results to date do not show any such effects. 

As with any vaccination, there is a very rare possibility of an allergic reaction, such as a rash, 
swelling of the lips or face, or difficulty breathing. If such a reaction occurs, it is usually almost 
immediately after the vaccination. This is why your child will be observed for at least 30 minutes 
following each vaccination in case any allergic reaction should occur. The study staff are fully 
trained and equipped to deal with this unlikely event. 

Like the licensed childhood vaccines given in this study, the study vaccine may cause redness, 
swelling, or tenderness at the injection site. There may also be itching, bruising, a rash, hardening 
or a small bump where any vaccine was given. Your child may get a fever or feel irritable. Your 
child might have unusual crying. Your child might not feel like eating or have diarrhoea or vomiting. 
Your child might be drowsy or may sleep less. These reactions are usually mild and short-lived. 
There is a rare chance of seizures due to fever in certain infants and toddlers who develop a high 
fever after vaccination. 
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Fever may occur after any vaccination but is more common when the routine MenB vaccine 
(Bexsero®) is given with other routine licensed childhood vaccines at two and four months. Giving 
your child an anti-fever medication like paracetamol can reduce the risk and severity of fever. Your 
study doctor or nurse will talk to you more about how to give your child such medication. 

Sudden floppiness (loss of tone) and unresponsiveness may also take place after getting the 
licensed childhood vaccines. Your child’s skin may look pale or blue. This happens very rarely and 
only lasts for a short time. Swelling of the entire vaccinated limb may also occur. 

You should ask the study doctor about the risks associated with receiving the licensed childhood 
vaccines. 

This is not a complete list of possible side effects. Your child may experience some different ones. 
The study doctor may provide further information about possible side effects. It is very important 
that you tell the study doctor about any health problems your child experience(s) even if you think 
they were not caused by any of the vaccines given in the study. If a serious health problem occurs 
– for example, one that requires your child to go to the hospital – you or a family member must tell 
the study doctor as soon as possible. 

3.3 What are the possible risks and discomforts from study procedures? 

Your child may have soreness, tenderness or bruising at the spot where blood was drawn. Fainting 
or feeling dizzy is seen after blood sampling in older children, but this is uncommon. 

 

4 YOUR CHILD’S RIGHTS AND REGULATORY REQUIREMENTS 

4.1 What if I decide to stop my child’s participation in the study or if the study is stopped? 

If you decide to stop your child’s participation in the study for any reason, you simply have to inform 
the study doctor. The data already collected may be analysed and used as initially planned, 
provided you agree.  

If your child leaves the study for any reason, the study doctor may recommend that your child 
comes back for certain tests or examinations to check on your child’s health. 

If you decide to stop your child’s participation in the study and no longer authorize any further use 
of your child’s personal data (consent withdrawal): your child’s samples will not be used anymore 
and could be destroyed, but your child’s coded data already collected will be kept as required by 
clinical regulations.  

Also, the study doctor may remove your child from the study at any time. This could happen for 
many different reasons, for example, if the study vaccine does not work, if there are concerns about 
your child’s health, if you do not follow study instructions, or if the study gets stopped. If this 
happens, the study doctor will inform you and ensure that your child’s participation in the study is 
stopped properly. The data and samples that have already been collected will be analysed and 
used as initially planned. 

4.2 Are there any compensation and expenses for my child’s participation in the study? 

You will not have to pay for the study vaccine or any expenses related to study procedures. 

You will not be paid for your child’s participation in this study.  
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Out-of-pocket expenses will be reimbursed. Expenses include travel costs for research specific 
visits. If this study leads to the selling of a new vaccine, you will not be entitled to any financial 
benefits. 

4.3 Insurance 

Sanofi Pasteur has insurance to cover any possible risk / event related to your child’s participation. 
If your child develops any serious medical problems related to the study vaccines and/or study 
procedures, you will be paid back all medical costs that are directly related to the medical problems. 

Any compensation payable for any injury caused to your child by taking part in this study will be in 
line with the guidelines of the Association of the British Pharmaceutical Industry (ABPI). The 
Sponsor will pay for the cost of medical treatment for any injury that is directly due to treatment 
with the study drug or study procedure (that has been used as described in the study protocol). 
The Sponsor will not compensate you where the injury has happened because a procedure has 
been carried out that is not in line with the study protocol or where the study doctor has acted 
negligently.   If one of the study team caused an injury by making a mistake, appropriate 
compensation would be provided through their employer, in this case University Hospitals Bristol 
NHS Foundation Trust. 

The Sponsor has taken out an insurance policy to cover compensation for any personal injury 
resulting from your child taking the study drug, provided such personal injury is not due to fault or 
negligence of the study doctor or his team. If your child has medical insurance please check with 
your insurance company that taking part in this study will not affect your child’s policy. 

4.4 What will happen with potential new findings concerning my child’s health? 

The study doctor will keep you informed during the study of any changes or new information that 
could make you change your mind about your child’s participation in the study.  

All families taking part in the study will be sent information about the overall results once these 
become available. In the unlikely event that your child’s blood test results require further medical 
follow up, arrangements will be made for this either via your local hospital or your GP. It is possible 
that the tests and procedures your child undergoes as part of this study could reveal an unexpected 
finding about your child’s health not related to the purpose of the study. You will be informed of 
such findings and treatment options will be discussed with you. 

 

5.0 CONFIDENTIALITY AND PRIVACY  

5.1 Why is my child’s data being collected and analysed? 

The data collected from your child’s participation in the study will be analysed with those of all other 
study participants. To obtain or maintain approval to sell the vaccine, and as requested by 
regulatory authorities, the Sponsor will also have to use your child’s data for other things such as 
to plan other studies to better understand how the vaccine and similar vaccines work in the body. 

5.2  Who is the Data Controller?  
As Sponsor, Sanofi Pasteur Inc. a Sanofi company located in the USA, Discovery Drive, 
Swiftwater, PA 18370-0187, is the data controller for this study. 
 
5.3 What is the legal basis for Sanofi Pasteur Inc. processing your child’s personal data? 
As a pharmaceutical company who conducts research to improve health care, the Sponsor has a 
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legitimate interest in using information relating to your child’s health and care for research studies, 
when you agree for your child to take part in the study.  
 
5.4 Who will have access to your child’s data?  
The The Bristol Children’s Vaccine Centre will keep your child’s name, NHS number and contact 
details confidential and will not pass this information to Sanofi Pasteur Inc. The The Bristol 
Children’s Vaccine Centre will use this information as needed, to contact you about the study, and 
make sure that relevant information about the study is recorded for your child’s care, and to oversee 
the quality of the study. Certain individuals from Sanofi Pasteur Inc. and regulatory organisations 
may look at your child’s medical and research records to check the accuracy of the study. Sanofi 
Pasteur Inc.  will only receive information without any identifying information. The people who 
analyse the information will not be able to identify your child and will not be able to find out your 
child’s name, NHS number or your contact details. Because Sanofi Pasteur Inc.  conducts studies 
in many countries around the world, your child’s study data may be sent to other companies in the 
Sanofi group and third parties bound by contractual agreements. As some of Sanofi’s group entities 
and third parties are located outside the European Union (“EU”), Sanofi Pasteur Inc.  will only 
transfer your child’s data outside of the EU in accordance with EU data protection law requirements 
by using standard contractual clauses that have been approved by the European Commission. 
Sanofi has also implemented binding corporate rules (BCRs) for transfer of personal data between 
group companies. You can obtain copies of such adequate safeguards by contacting Sanofi (using 
the contact details in the “What are your rights relating to your personal data?” section below) and 
you can access Sanofi BCRs at https://tinyurl.com/ybcomc7r.  
Your child’s anonymised data may also be shared for the purpose of scientific and medical 
research separate from the purposes of this particular study (e.g. with researchers, to allow public 
access to study information, for sharing results with people in other studies, or in publications).  
Your study doctor will inform your child’s GP, and where appropriate, any other medical 
professional likely to be involved in your child’s treatment, that your child is taking part in this study. 
Your child’s study doctor may share and may ask your child’s GP and other medical professionals 
to share, any medically important information related to your child’s health and medicines they 
take. This is in case your child needs to be treated for any side effects of the MenACYW conjugate 
vaccine or for any other condition that may arise.  
 
5.5 How will your child’s personal data be protected?  
Your child’s data and/or samples will be managed with all possible protections to ensure adequate 
safeguards.  
Your child’s privacy and confidentiality are protected by ensuring that:  

• Your child’s medical information will only be shared with those directly involved in the study 
and with the regulatory bodies who monitor the quality of the study data, your child’s safety 
and study activities. All data and samples are coded before they are shared.  

• Your child’s name will not be used on any forms or samples.  

• Only the study doctor and his/her study team or some organisations working with Sanofi 
Pasteur Inc.  have access to the information that enables your child’s coded data and 
samples to be linked to your child’s name.  

• When all of the information which can identify your child has been removed from the data 
collected, data are considered anonymised and as non-personal data.  

All efforts will be made to increase data protection as needed and permissible by law.  
Appropriate security measures using restricted access will also be implemented at each step.  
 
5.6 How long will your child’s personal data be kept?  
Your child’s data will be kept for 25 years from the end of the study.  
 
5.7 What are your rights relating to your child’s personal data?  
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Your rights may be limited, as we need to manage your child’s information in specific ways in order 
for the research to be reliable and accurate. If you withdraw your child from the study, we will keep 
the information about your child that we have already obtained. To safeguard your child’s rights, 
we will use the minimum personally-identifiable information possible.  
If you wish to raise a complaint on how we have handled your child’s personal data, you can contact 
our Data Protection Officer at the following address: Global Privacy Office, Sanofi, 54 rue La Boétie, 
75008 Paris, France who will investigate the matter.  

You also have the right to complain to the Information Commissioner’s Office (ICO) if you feel that 
your child’s personal data is not being processed in accordance with applicable data protection 
law. 

__________________________ 

5.8    YOUR RIGHT TO ACCESS YOUR CHILD’S INFORMATION 

You have the right to access, correct, and limit the access to your child’s personal data at any 
time during the study. You can exercise those rights by contacting the study doctor or research 
team. They will then be able to direct your questions to the Sponsor’s Data Protection Officer or 
the Sponsor’s Data Representative as needed 

Your child’s data will be shared with the Sponsor only if you consent to your child participating in 
the study.   

WHERE CAN I OBTAIN FURTHER INFORMATION ABOUT THIS STUDY? 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov  as required by 
U.S. Law. In addition, the study will be available on https://clinicaltrialsregister.eu (EU law). These 
Web sites will not include information that can identify you. At most, the Web sites will include a 
summary of the results. You can search these Web sites at any time 

If you have any cause to complain about any aspect of the way in which you have been approached 
or treated during the course of this study, please contact the study team in the first instance. If you 
have any questions about your rights as a research patient that you do not want to discuss with 
the study doctor or research team, please contact: [Insert appropriate contact and phone number, 
such as PALS  

Thank you for taking the time to read this information. 

 

 

 

Professor Adam Finn  

Study Doctor 
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PARENT/LEGAL GUARDIAN INFORMED CONSENT FORM            

Short title: Study to evaluate conjugate MenACYW vaccine in the UK infant schedule 

Study title: Immunogenicity and Safety Study of an Investigational Quadrivalent 
Meningococcal Conjugate Vaccine in Infants and Toddlers when Administered Using a 
1+1 Schedule in a National Immunization Schedule Having a Meningococcal Group B 
Vaccine as Standard of Care 

Study protocol: MET52 

Sponsor: Sanofi Pasteur Inc. 

Eudract Number: 2017-004520-30 

Study Doctor: Professor Adam Finn 

Participant Name …………………………….   Participant Number……………………………. 

I confirm the following: 

I declare that I have read and understood all the information sheet for this study and 
have had enough time to think about my child taking part.  

 

Parent 
initial 

All information, including the reasons for conducting the study, its organization, the 
study vaccine(s), all required tests and procedures as well as the associated risks were 
explained to me and I am satisfied with the answers given to all my questions. 

 

Parent 
initial 

I understand that my choice for my child to participate in this study is completely 
voluntary 
 

Parent 
initial 

I understand that I can refuse for my child to participate in this study without any penalty 
or loss of benefits 

Parent 
initial 

I will receive a copy of this parent information sheet and informed consent form to 
keep for myself. 

 

Parent 
initial 

I am aware that the study doctor may provide additional important health information 
associated with my child’s participation or information that may affect my willingness 
to let my child to continue in the clinical study. I am aware that my child’s withdrawal 
from this study for whatever reason will not affect in any way the quality of health care 
provided to my child. 

 

Parent 
initial 

I understand that I am free to withdraw my child from this study at any time without 
giving a reason and without their medical care or rights being affected. Parent 

initial 

 
I declare that I will truthfully answer all questions about my child’s medical history and 
that I will do my best to follow all the requirements of participation listed in the 
document. 

Parent 
initial 
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By signing this informed consent, I agree to let my child participate in the study and 
understand that I am not giving up any of my legal rights. 

 

Parent 
initial 

I agree to my child’s samples being taken and used as described in the parent 
information sheet. Parent 

initial 

I understand that by signing this form, I also consent to:  

• My child’s medical and personal data being collected during the study as it 
was described to me and accessed and reviewed by authorised people. 

Parent 
initial 

• My child’s coded data being used by the Sponsor or by people or companies 
acting on its behalf or working with the Sponsor. 

Parent 
initial 

• My child’s anonymised data being sent to persons or organizations located in 
countries that do not have equivalent levels of data protection as in my 
country. I understand that the Sponsor monitors this sharing and takes all 
possible measures to protect my child’s privacy. 

Parent 
initial 

• My GP may be informed about my child’s participation in this study. Parent 
initial 

 

I understand that I can make a choice for the topics listed below and that by ticking “Yes” 
I will give consent and that by ticking “No” I do not give consent:  

The storage and use for future research of my child’s data and leftover samples 

Yes  
 

Parent 
initial 

No  
 

Parent 
initial 

By signing this document, I agree that my child will take part in this study, as set out in 
this information sheet and consent form.  

PARENT’S or Legally Acceptable Representative’s (LAR) NAME 
 
NAME 

  
SIGNATURE 

  
DATE 

 

 

 

(Capital letters)    (Month/Day/Year) 

 
      
PERSON OBTAINING CONSENT 
 
NAME 

  
SIGNATURE 

  
DATE 

 

 (Capital letters)    (Month/Day/Year) 

 

mailto:meningitis-vaccine-study@bristol.ac.uk

