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Example from Health Research Authority (HRA): 6

Who is organising and funding the study? |

The INTERVAL study has been set up by
Blood and Transplant the Universities of Cambridge and Oxford
in collaboration with NHSBT. Your
S5, INIVERSITY OF involvement in the study will be for a
i OXFORD period of two years; however, the study
e == : will extend beyond this as we intend to

) look at participants’ health over many
B UNIVERSITY OF  years to assist future studies about the
P CAMBRIDGE health of blood donors.

Funding has been provided by NHSET. If the 1-year initial phase of the
study is concluded satisfactorily, then further funding is expected from
NHSBT to complete the study. Once funding stops, data and samples
collected during the study will be maintained, as a national collection,
by the lead academic institution, the University of Cambridge, in
partnership with NHSBT.

Who has approved the study? “

All research in the NHS is reviewed by an independent group of
people, called a Research Ethics Committee which is there to protect
your safety, rights, wellbeing and dignity. This project has been
reviewed and was given a favourable review by the Cambridge (East)
Research Ethics Committee.

What will happen if an invention

is made using my sample?

You are giving your sample as an absolute gift, i.e., without receiving a
payment and without attaching conditions. The INTERVAL study is
operating on a non-commercial basis, meaning it does not sell your
sample to make a profit and will not allow anyone else who is working
with the sample to do so either. However, if samples are made
available to other research institutions or to private-sector research
partners, a fee may be charged to cover the operational costs.
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In the future, your sample may help researchers in the public and
private sector to make an invention, e.g. develop a new product to
diagnose, prevent or treat disease. If an invention results from the
research undertaken with your sample you will not receive any
compensation or payment. INTERVAL partners in the public sector may
work together with commercial companies to develop inventions for
the benefit of patient and donor care; and we hope that such products
are brought into use by the NHS to improve health care in the future.

What happens if something goes wrong? ’

The risk of participants suffering harm as a result of taking part is
minimal, and INTERVAL has insurance in place to provide
compensation for any negligent harm caused by participation.

Who do | contact if | have any concerns? |

If you have any concerns or complaints about anything to do with the
INTERVAL study then you can telephone the freephone number on:

(.) 0800 064 0089 won to Fri: 9:00 - 17:00 or
email us at: helpdesk@intervalstudy.org.uk

Alternatively, if you would like to write to the person in charge,
please send your letter to:

Professors John Danesh and David Roberts
The INTERWVAL Study
University of Cambridge
Department of Public Health and Primary Care
Wort's Causeway, Cambridge CE1 8RN

We will reply to your letter promptly in writing, unless you enclose
your telephone number and wish to discuss your concerns with us.
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Take away message

* Do not collect personal data if it is not essential.

* Indicate clearly in a consent form where the participant’'s consent is
being asked for processing their personal data and where consent is
being asked for taking part in the research.

» Keep consent forms under constant review.

* Indicate the future uses of data (publishing, archiving).
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Mini Module

Ethical consent and data sharing
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https://trainingmodules.ukdataservice.ac.uk/ethical_consent/#/

Further resources

« UK Data Service
« UKDS Model Consent Form —
« Example Information Sheet HgEﬁ%EEAE%A

 Consent for data sharing
« DARIAH ELDAH Consent Form Wizard | CFW
« HRA Example Consent Form

 Requlating access to data
* Manaqging and sharing research data: A quide to good practise



https://ukdataservice.ac.uk/
https://ukdataservice.ac.uk/app/uploads/ukdaesrcinfosheet.pdf
https://ukdataservice.ac.uk/learning-hub/research-data-management/ethical-issues/consent-for-data-sharing/
https://consent.dariah.eu/form/dariah-eldah-consent-form-wizard
http://www.hra-decisiontools.org.uk/consent/docs/Example%201%20-%20Interval.pdf???
https://ukdataservice.ac.uk/learning-hub/research-data-management/data-protection/access-control/
https://uk.sagepub.com/en-gb/eur/managing-and-sharing-research-data/book262873

N
" |[Z UK DataService

Thank you.

Dr Hina Zahid

UK Data Service

Email: hzahid@essex.ac.uk
Twitter: UKDataService
Twitter: hinaz2016
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