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[bookmark: Text82]Full Title of Study
[bookmark: Text83]Short Title/Acronym
Who is the Sponsor of the research?
The University of Edinburgh and NHS Lothian Health Board are the Co-Sponsors of the research study.
How will we use information about you?
	[image: ]
	[bookmark: Text104]We will need to use information from you / your medical records / your GP / other for this research study.


The information will include your delete as appropriate:
Name
Initials
Date of birth
Address
Postcode
Telephone number
Email
Ethnicity
Relevant medical information
People will use this information to do the research or to check your records to make sure that the research is done properly.
[bookmark: Text108]OPTION where applicable: We will collect your Community Health Index (CHI) number or NHS number. The CHI is a population register, used in Scotland for health care purposes. The CHI number uniquely identifies a person on the index and is personal identifiable information. Your CHI number or NHS number is being collected to allow us to insert rationale for collection of CHI.
	[image: ]
	OPTION where applicable: People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead.


As the Sponsor, we are responsible for looking after your information.
Delete as appropriate: We will not share your information related to this research project with any other organisations.
OR
Delete as appropriate: We will share your information related to this research project with the following types of organisations: Will data be sent to any third parties? Name the organisation(s) and locations. If not yet known, consider if an opt-out consent point is necessary.
[bookmark: Text106]List the organisation types
We will keep all your information safe and secure by:
In bullet points, concisely list some of the steps you will take to keep information secure
Explain how data will be used, anonymised, stored, for how long (specify number of years or indefinitely), destroyed, future use, sharing.
Where will data be stored? Name the organisation and country where the data will be stored.
[bookmark: Text107]     .
International transfers
OPTION: if data will not be shared outside the UK: Your data will not be shared outside the UK.
OR
OPTION: If data might or will be transferred outside the UK, or if it remains a possibility in the future, including for future re-uses of pseudonymised data for legitimate research related purposes, where the data for transfer risks becoming re-identifiable to the recipient, include this text and delete the sentence above: We may share data about you outside the UK for research related purposes to:
In bullet points, concisely list the reasons why you will send data out of the UK.
[bookmark: Text109]     .
If this happens, we will only share the data that is needed. Where possible, we will also make sure you cannot be identified from the data that is shared. This may not be possible under certain circumstances e.g., if you have a rare illness, it may still be possible to identify you. If your data is shared outside the UK, it will be with the following types of organisations: Examples given below. Delete/insert as appropriate.
Our partners who analyse your data.
Companies to pay your expenses
Organisations who store your data
We will make sure your data is protected. Anyone who accesses your data outside the UK must follow our instructions so that your data has a similar level of protection as it does under UK law. We will make sure your data is safe outside the UK by doing the following: Delete/insert as appropriate.
[Some of] the countries your data will be shared with have an adequacy decision in place. This means that we know their laws offer a similar level of protection to data protection laws in the UK.
We use specific contracts approved for use in the UK which give personal data the same level of protection it has in the UK. For further details visit the Information Commissioner’s Office (ICO) website.
We do not allow those who access your data outside the UK to use it for anything other than what our written contract with them says.
We need other organisations to have appropriate security measures to protect your data which are consistent with the data security and confidentiality obligations we have. This includes having appropriate measures to protect your data against accidental loss and unauthorised access, use, changes or sharing.
We have procedures in place to deal with any suspected personal data breach. We will tell you and applicable regulators when there has been a breach of your personal data when we legally have to. For further details about UK breach reporting rules visit the ICO website.
How will we use information about you after the study ends?
Once the study is finished, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study.
[bookmark: Text111]DELETE one option. OPTION 1 where data is stored for a set number of years: We will keep your study data for a maximum of insert number years. The study data will then be fully anonymised and securely archived or destroyed.
OR
[bookmark: Text110]OPTION 2 where conditions determine how long data is stored for: We will keep your study data for the minimum period of time required by state the conditions that will be used to determine this time period. The study data will then be fully anonymised and securely archived or destroyed.
What are your choices about how your information is used if you withdraw from the study?
You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we have already collected.
[bookmark: Text96]OPTION if follow up data will be collected after withdrawal: If you choose to stop taking part in the study, we would like to continue collecting information about your health from central NHS records/ your hospital/ your GP. If you do not want this to happen, tell us and we will stop.
You have the right to ask us to remove, change or delete data we hold about you for the purposes of the study. We might not always be able to do this if it means we cannot use your data to do the research. If so, we will tell you why we cannot do this.
[bookmark: Text95]OPTION if data will be used for future research: If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study. Insert details of any specific bank / repository.
OPTION if contact details will be used to invite the participant to take part in future ethically approved research: If you agree to take part in this study, you will also have the option to allow the research team (within the sponsoring organisation) to securely store your contact details and agree to be contacted about other ethically approved research studies. You will only be contacted by a member of this research team to determine if you are interested in taking part in another research study. Your verbal consent may then be sought to pass your contact details to another research team within the University of Edinburgh and/or NHS Lothian. Agreeing to be contacted does not oblige you to participate in further studies.
OPTION if contact details will be used to share a summary of the results of the study with the participant: If you agree to take part in this study, you will have the option to allow the research team (within the sponsoring organisation) to securely store your contact details and agree to be contacted with a summary of the results of the study. You will only be contacted by a member of this research team with the results. Or detail if another organisation will manage the communication of the results and will receive the participant’s contact details.
Detail if you plan to make further use of identifiable data following loss of capacity.
[bookmark: Text112]     .
Where can I find out more information about how my information is used?
DELETE one option. OPTION 1 if data will not be shared outside the UK: You can find out more about how we use your information:
OR
OPTION 2 if data might or will be transferred outside of the UK: You can find out more about how we use your information, including the specific mechanism used by us when transferring your personal data out of the UK:
Information available from www.hra.nhs.uk/patientdataandresearch.
By asking one of the study team.
[bookmark: Text113]By sending an email to insert email address. This can be deleted if the email to be provided is the Data Protection Officer (below).
[bookmark: Text114]By calling on insert telephone number.
By sending an email to dpo@ed.ac.uk (the University of Edinburgh Data Protection Officer).
[bookmark: _Toc218796761]Contacts for further information
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	[bookmark: Text86]Name:	insert name
[bookmark: Text87]Email:	insert email address
[bookmark: Text88]Telephone:	insert telephone number
[bookmark: Text89]Website:	insert URL if available
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