OXFORD RADCLIFFE
BIOBANK

ORB

Oxford Radcliffe Biobank

Information Sheet
Donating samples for medical research
(general research, after recovery from lack of capacity)

Medical enquiries:

You can speak to our research nurses or contact your own Consultant’s secretary for further information
about giving tissue samples for the research.

General biobank enquiries and correspondence:
Biobank Manager, Oxford Radcliffe Biobank
Nuffield Department of Surgical Sciences

Level 6, John Radcliffe Hospital, Oxford OX3 9DU
Email: orbmanager@ndcls.ox.ac.uk

If you change your mind about taking part, please write to withdraw permission.
You do not need to give any reason for your decision.
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While you were extremely unwell, we consulted a relative/friend to find out if they
thought you would be willing to donate samples for research. Now that you are better,
we are inviting you to confirm whether you would like to take part in the Oxford Radcliffe
Biobank. We want to emphasise that this is entirely voluntary. Your decision will not
affect your care in any way. Before you decide, it is important to understand how a
biobank makes medical research possible and what your participation would involve.

1. What is the Oxford Radcliffe Biobank about?

The Oxford Radcliffe Biobank collects blood, samples of other body fluids and tissue
samples, as well as information about donors for use in medical research. Researchers
want to develop new and better ways to manage disease and medical conditions. An
important part of our work is to collect and make available both normal and abnormal
(diseased) samples. Researchers can then study changes caused by disease at the
very earliest stages, and use this information to develop new tests and treatments. The
biobank takes care of samples and makes certain that they are shared properly.
Sometimes samples are used for genetic research (about diseases that are passed on
in families) in order to study differences between normal and abnormal cells. These
genetic tests are different from the genetic screening offered to families at high risk of
developing disease. Researchers will be studying diseases and not individuals, so the
results of this research will not be fed back to you or your doctors unless it might make
a difference for decisions about your healthcare.

Because samples and data will be stored for future use, many different tests, methods
and technigues may be used in the future to provide information that we cannot foresee.

2. Why have | been invited?

You were admitted to the Intensive Care Unit for treatment of your symptoms during the
COVID-19 pandemic, and after consulting with your relative/friend some samples were
taken so that the Oxford Radcliffe Biobank has a representative set of samples from
people with different grades of disease.

3. Do I have to contribute to the Oxford Radcliffe Biobank?

No. It is completely up to you to decide whether or not you wish to join. If you decide
not to join, your decision will not affect the healthcare you receive in any way. Any
samples the Biobank still holds will be disposed of. Those already issued to researchers
while you were unconscious cannot be removed from the research.

4. What will happen if | decide to take part?

If you decide to take part we will ask you to sign a consent form. We may ask you to
give additional samples of blood and/or other body fluids and/or tissue for research. We
will try to take samples during a routine test or a planned treatment so that donating
samples will cause as little inconvenience as possible. During your blood test, for
example, we may take up to 50 mis (about 3 tablespoons) more blood than is needed
for your test or treatment. However we may ask you to donate samples which are not
part of your routine care.
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We may ask your hospital to provide surplus samples left over from any routine surgery,
biopsy or diagnostic tests that you may have had or may need in the future.

Your samples may be used soon after collection but it is possible that they will be stored
for many years. We will not contact you in future if we want to make use of the samples
you have already provided.

5. What if | change my mind?

If you agree to participate, you can still withdraw at any time and without having to give
a reason. If you wish, we would destroy any unused samples and data so that they
cannot be used in future research. Data and samples that have already been used
cannot be taken out of that research.

6. Who will use the Oxford Radcliffe Biobank?

We supply samples and medical data to researchers whose research fits with the
biobank’s research programme. The kinds of research for which we will supply samples
and data has been reviewed and approved by an independent Research Ethics
Committee (South Central - Oxford C). Your samples will be used mainly by local
researchers, but projects may take place in hospitals, universities, non-profit institutions
or commercial laboratories/ companies worldwide. The research may be funded by
research councils, research charities, government bodies, commercial companies or
other organisations. All projects are reviewed and must meet regulatory conditions
before being allowed to use your samples. We sometimes charge researchers for
providing samples to cover our running costs but would never make a profit from your
samples.

7. What are the advantages and disadvantages of taking part?

Giving extra research samples means your routine test may take longer and you may
have a little more discomfort. Research tests will not affect your standard medical care.
We do not routinely report individual results. Research involves testing large numbers
of samples from many different people to try to identify factors that influence disease.
Findings often need many years of further research to prove if they are truly important.
You will not receive any personal financial reward for your involvement.

8. How will my information and privacy be protected?

Biobank staff will access your medical records to collect information needed for
research. To maximise the value of samples that we keep, we will maintain an
electronic database with relevant details about you, such as the diagnosis (if any) and
factors that may affect disease, such as lifestyle and family history. We may ask your
medical care team for regular follow-up reports. This information will help us
understand the meaning of our laboratory findings. We will hold the link between your
medical data and research samples in strictest confidence. We will not give
researchers information that could identify you. Although ORB will never share your
personal information with researchers, if the treating doctor is also a researcher they
may unavoidably be able to identify you. If this were to occur the clinician must agree
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not to share your identity with other researchers before ORB will allow any samples to
be given to them. Individual patients are never identified when research results are
published. We will be using information from your medical records in order to
undertake this study.

Data protection regulation requires that we state the legal basis for processing
information about you. In the case of research, this is ‘a task in the public interest.’
The University of Oxford is the data controller and is responsible for looking after your
information and using it properly. We will use the minimum personally-identifiable
information possible. We, the Oxford Radcliffe Biobank, will keep identifiable
information about you for up to 12 months after the biobank ethical approval ends.
Your local trust will keep identifiable information about you from the biobank, such as
the consent form, in keeping with local policies for retention of medical records.

Data protection regulation provides you with control over your personal data and how
itis used. When you agree to your information being used in research, however, some
of those rights may be limited in order for the research to be reliable and accurate.
Further information about your rights with respect to your personal data is available
at: _https://compliance.web.ox.ac.uk/individual-rights.

You can also find out more about how we use your information on
http://orb.ndcls.ox.ac.uk.

9. What about other research projects?
If you agree, and only if you have signed that part of the consent form, we will use the

electronic database to check whether there are any other studies that might be relevant
for you. If any suitable studies are planned or occur in future we would contact you and
invite you to consider taking part. These studies would require your direct input, not just
the use of what you have already provided to the biobank. The studies will be fully
explained and you will have ample time to consider whether or not you wish to be
included in them. Your participation will be entirely voluntary. All such studies would first
have to have approval from a Research Ethics Committee. Agreeing now to this
possible contact does not commit you to participating in any future studies.

10. What happens if something goes wrong?
The University of Oxford has appropriate insurance in place in the unlikely event that

you suffer any harm as a direct consequence of your participation in this study.

11. How can | get more information?
Please ask any questions before deciding whether to take part. You can speak to the

consultant or specialist nurse responsible for your care. You can also contact us at the
address on the cover.

Thank you for considering to participate.
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OXFORD RADCLIFFE

Nuffield Department of Surgical Sciences,
Level 6, John Radcliffe Hospital,

Oxford, OX3 9DU
orbmanager@ndcls.ox.ac.uk

01865 220550

CONSENT FORM
Donating blood and tissue samples for medical research

If you agree to take part in the biobank, please initial each box and sign this form.

1. I have read and understood the information sheet for this study (Version __ dated ). I have had
the opportunity to ask questions and have had these answered satisfactorily.

2. | agree to give samples for research and/or allow samples already collected as part of my aMare to be
used by the biobank.
’'Y

e
3. | agree that further blood and/or tissue samples may be taken for the biobank durin se of my
hospital care. | understand that | will be asked for permission each time.
4. | understand that my participation is voluntary and that | am free at any time W my permission for
the storage and distribution of any of my samples that have not already bgen in research. Withdrawing
from the biobank will not affect my present and future medical care(any&rights in any way.

my samples. | understand that the biobank will keep my inf(lrm idential. Information will only be
passed on to researchers in a form that protects my identi\\

5. | agree that biobank staff can collect and store information frow@{w&e records for research that uses
nc

my hospital consultant and GP being informed, and that Res€aleh findings that are important for treating

6. | understand that results from research tests on my sampiS\o M be medically important to me. | agree to Yes
serious medical conditions | may have can be diso*sgﬁh me.  (circle your answer, cross out the other) | NO

7. lunderstand and agree that my samples will be Ned a gift to the University of Oxford. If a commercial
product were developed as a result of researghN h my sample was used, | would not profit financially.

sMes and distribute them for use in any UK medical research
nd any research conducted outside the UK that has necessary
ture laboratory research may use new tests or techniques that

country-specific approvals. | unders
are not yet known. (\

8. | give permission for the biobank to siQre
that has research ethics committee a
Nt

i nMy medical notes and data collected by the biobank may be looked at
T University of Oxford, NHS organisations and research governance
Is to access my research records.

9. lunderstand that relevant se
by authorised individuals
monitors. | permit theSe,

nd and agree that my samples may be used in genetic research aimed at
influences on disease and that the results of these investigations are unlikely to

10. Genetic research:
understanding t I
have any imp& nsNOr me personally.

Additional — not part of consent to Oxford Radcliffe Biobank:

g to be contacted does not oblige me to participate in any further studies.

11. 1 a%\\;@o'ntacted about ethically approved research studies for which | may be suitable. | understand
that
A

Name of participant (please print) Signature Date

For completion by person taking consent:
I confirm that the purpose of the research, its voluntary nature and its procedures have been explained in terms understandable to this
participant.

Name (please print clearly) Signature Date

When completed, top copy for medical notes; copy to be kept in ORB site file; copy for patient
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