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Participant Information Sheet (PIS)

Study Title: Infection and Immunity Group (1&l) Biobank
Biobank Manager: Mr Tom Hall

We would like to invite you to take part in our |&l Biobank. This information
sheet describes the Biobank and what it means to participate. This information
sheet may have words that you do not understand. Please ask the staff who
provided the PIS to explain anything that you do not understand. Please take as
much time as you need to think about your decision to participate or not, and
ask any questions you have. If it is helpful to you, you are encouraged to discuss
the Biobank with family, friends, your personal physician, other health
professionals, or any members of your community that you trust. All
participation is voluntary and you are not under any obligation to participate.
We will go through the information sheet with you and answer any questions

you have. We'd suggest this should take about 10 minutes.

Part 1 of the PIS tells you the purpose of this Biobank and what will happen to

you if you wish to take part.

Part 2 gives you more detailed information about the conduct of the Biobank
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Please feel free to ask our staff any questions you may have which are not
answered in this information sheet. If you decide to take part in this Biobank
you will be asked to sign a consent form and will receive a copy of this for your

own records.

Thank you for reading this.

Partl

What is the purpose of this Biobank?

Biobanking involves the collection of your biological samples or tissues to store
for future research use. Biological samples include fluids (such as blood) and
tissues which are collected from you during a routine or special procedure. A
biobank is a type of facility that receives, stores, processes and distributes
biological samples as well as data related to those samples. Biobanks provide

scientists with access to the samples and study data to conduct other research.

The 1&l Biobank was created to collect and store biological samples and health
information of women who are pregnant or breastfeeding and their babies. The
biological samples and health information collected will be made available to
medical researchers from City St George’s, University of London, St George'’s
University Hospitals NHS Foundation Trust, and other institutions to better

understand how the immune system develops and how this can be harnessed


http://www.biobankcentral.org/resource/glossary.php#Biomaterials
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through vaccination. The ultimate goal is to improve the diagnosis, treatment

and prevention of diseases in babies and young children.

Why have | been invited?
You have been invited to take part in this Biobank because you are either an

adult without any current medical illnesses or a patient being seen clinically

Do | have to take part?

You are under no obligation to take part in this Biobank. If you do decide to take
part you will be given this Participant Information Sheet to keep and be asked to
sign a Consent Form. You should be aware that, once your samples and data

enter the Biobank, it will not be possible to withdraw from it.

What are my rights when participating in a Biobank?

You have the right to receive all information that could help you make a decision
about participating in this Biobank. You also have the right to ask questions

about this Biobank at any time and to have them answered to your satisfaction.

By signing the 1&I Biobank consent form, you do not give up any of your legal
rights against the Sponsor or involved institutions for compensation, nor does
the consent form relieve the Sponsor or their agents of their legal and

professional responsibilities.



What will happen to me if | take part?
You are being asked to consent to donate a sample for the purpose of storage
in the Biobank. This may be a blood, breastmilk, vaginal or rectal swab or fluid

sample, placental tissue or another sample.

Your samples will be maintained in the Biobank at City St George’s, University of

London. The samples will be kept until they are used up.

What type of research will be done on the samples?
Your samples may be used for ethically approved future research, the specific

nature of which is currently not known at this time.

Will I be paid and/or reimbursed if | agree to take part in this Biobank?
You will not be paid or reimbursed for any expenses related to taking part in this
Biobank.

What are the possible risks of taking part?

For blood and blood product collection that is not done at the same time as
routine blood testing for medical care, there is a risk of infection, bleeding, or
bruising when a blood sample is collected from your vein. This risk is not greater

than therisk of a
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regular blood draw. There are no risks to collecting blood or placental tissue
samples. A vaginal or rectal swab or fluid sample may be uncomfortable but

should not cause pain.

What are the possible benefits of taking part in the Biobank?

Since the research being done on samples from the Biobank is ongoing and will
take many years, it is unlikely that you will get any direct benefit from taking
part in the Biobank. This research may lead to better diagnosis and treatment in

future for women and babies with infections or immune problems.

What if there is a problem?

If you are unhappy with how you have been treated as part of this Biobank and
would like to complain or feel that you have come to harm in some way by
taking part, we want to know so that we can address these issues. The detailed

information on how to do this is given in part 2.

Will my taking part in this Biobank be kept confidential?
Yes, we will follow ethical and legal practice and all information about you will be

handled in confidence. The details are included in Part 2.
This completes Part 1. If the information in Part 1 has interested you and you are

considering participation, please read the additional information in part 2 before

making any decision.

Part 2
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What will happen if | don’t want to carry on being included in this Biobank?

Once your samples and data have entered the Biobank, they will no longer be
identifiable and therefore it is not possible to withdraw your participation in the

Biobank once you have entered into it.

What if there is a problem?

If you wish to complain, or have any concerns about any aspect of the way you
have been treated during your participation in the Biobank then you can speak
with Lead Researcher, Professor Kirsty Le Doare; Tel. 0208 725 1255) who will
do their best to answer your questions or concerns. The normal National Health
Service complaints mechanisms are also available to you (The Patient Advice
Liaison Service (PALS) Tel: 020 7380 9975)

If you wish to raise a complaint on how we have handled your personal data, you
can contact our Data Protection Officer who will investigate the matter. If you
are not satisfied with our response or believe we are processing your personal
data in a way that is not lawful, you can complain to the Information
Commissioner’s Office (ICO) (https://ico.org.uk/).

Harm:


https://ico.org.uk/
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City St George’s, University of London has agreed that if you are harmed as a
result of your participation in this Biobank, you will be compensated, provided
that, on the balance of probabilities, an injury was caused as a direct result of
the procedure you received during your samples being taken for the Biobank.
These special compensation arrangements apply where an injury is caused to
you that would not have occurred if you were not involved in the Biobank. We
would not be bound to pay compensation where: The injury resulted from a
procedure outside the Biobank protocol and/or the protocol was not followed.
These arrangements do not affect your right to pursue a claim through legal

action.

Will my taking part in the Biobank be kept confidential?
Once your samples and data are entered into the Biobank, they will be given a
unique donor identifier and all your samples and data will be anonymised. We

will keep all information about you safe and secure.

We need to manage your data in a specific way for the Biobank to be reliable.
This means that we won'’t be able to let you see or change the data we hold

about you.

You can find out more about how we use your information

CSG Privacy link: https://www.sgul.ac.uk/privacy

Or contact our university Data Protection Officer at:


https://www.sgul.ac.uk/privacy
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Email: dataprotection@sgul.ac.uk

Tel: 020 8725 0668

For general information on how the NHS uses research data please visit

https://www.hra.nhs.uk/information-about-patients/

Your samples may be given by the Biobank to qualified researchers in the
international research community (which may include national and international

researchers from academia or charitable organisations).

External researchers who would like to do future research using your samples
will sign agreements with City St George’s, University of London. These
agreements will control how your samples will be used. They will not be
permitted to disclose or to transfer samples to anyone else. They will also not
be permitted to use samples for purposes other than those included in the

agreements.

The information from the biobank will be available only to researchers who have

received research ethics approval for their research.

We will respect your privacy. No information about you will be given to anyone
or be published without your permission, unless the law requires us to do this.
City St George’s, University of London is also committed to respecting your

privacy.


mailto:dataprotection@sgul.ac.uk
https://www.hra.nhs.uk/information-about-patients/
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Any samples, sent outside of the UK may increase the risk of disclosure of
information because the laws in those countries dealing with protection of
information may not be as strict as in the UK. All information will be transferred

in compliance with all relevant UK privacy laws.

City St George’s, University London conducts research to the highest standards
of research integrity. As a publicly-funded organisation the University has to
ensure that it is in the public interest when we use personally-identifiable
information about people who have agreed to take part in research. The
University’s data protection policy governing the use of personal data by the

University can be found on its website:

(https://www.sgul.ac.uk/about/our-professional-services/information-services/informatio

n-governance/data-protection/data-protection-policy).

Any personal data we collect in this Biobank will be used only for the purposes
of carrying out research and will be handled according to the University’s

policies in line with the Data Protection Act 2018.

For the purposes of data protection law, the University is the ‘Data Controller’
for this study, which means that we are responsible for looking after your

information and using it properly.

What will happen to any samples | provide to the Biobank?
Your samples may be used for future ethically approved research which cannot

yet be specified. It is not possible to predict all of the ways in which samples


https://www.sgul.ac.uk/about/our-professional-services/information-services/information-governance/data-protection/data-protection-policy
https://www.sgul.ac.uk/about/our-professional-services/information-services/information-governance/data-protection/data-protection-policy
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stored in a Biobank might be used in the future, so it is not possible to tell you

exactly how your

sample will be used. However, this future research may include assay
development, looking at immune system function or how our immune system

fights diseases.

All of your data and samples will be collected in a safe and confidential manner
and securely stored in a suitable Biobank facility. Once your samples are given a

unique donor identifier, all your data will be anonymised.

Samples may be transferred outside of the UK and you can indicate your
preference for this on the Biobank consent form. Data collected as part of the
Biobank may be sent to associated researchers to countries where the laws do
not protect your privacy to the same extent as the law in the UK, and the
Sponsor, City St George’s, University of London, will take all reasonable steps to

protect your privacy.

Access to the data and samples will only be permitted by authorised Biobank

personnel. Biobank samples will be kept until used up.

Will any genetic tests be done?
The consent form includes an optional clause to allow the use of your samples

for DNA testing.



Who is organising and funding the Biobank?

This Biobank is being sponsored by City St George’s, University of London, who
are responsible for the set-up and management of the Biobank. Funding of the
Biobank is being provided by the UK Research Council (UKRI)

Who has reviewed this Biobank?

All research in the NHS is looked at by independent group of people, called a
Research Ethics Committee (REC), to protect your interests. This study has
been reviewed and given favorable opinion by Research Ethics

Committee.

Further Information and Contact Details

Contact for research queries: Lead Researcher, Prof. Kirsty Le Doare, Professor of
Vaccinology and Immunology
Email: kiledoar@sgul.ac.uk

Tel. 02087251255

Contact for Biobank queries: Dr Tom Hall, Biobank Manager
Email. thall@sgul.ac.uk
Tel. 0208 725 1255

Thank you for reading this information sheet and for considering taking part
in this Biobank



