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NOTE TO RESEARCHER: Amend/delete all text in red as appropriate. All guidance information (blue) should be deleted. The final text should be all in black. Project title
Researcher name(s)

The PIS should be detailed enough that participants’ consent can be considered ‘informed’ but also concise and comprehensible. Depending on your participants, it may be appropriate to use this template to:
· translate the content into another language. 
· adjust it to account for cultural context or literacy level. 
· create a ‘script’ or presentation to relay this information verbally (for example, for participants who are unable to read). For more information, see the guidance on consent. 
Where participants can read, they should receive a copy of the PIS to keep for themselves.
What is the study about?
We invite you to participate in a research [project/study] about…
Give a short description which can be understood by someone with no specialist knowledge of the subject.
Why have I been invited to take part? 
Give a short description of why the person has been invited.
Do I have to take part?
This information sheet has been written to help you decide if you would like to take part. It is up to you and you alone whether you wish to take part. If you do decide to take part you will be free to withdraw at any time without providing a reason and with no negative consequences.
Expand or replace this text as appropriate. 
[bookmark: Research]What would I be required to do?
Give a clear and concise description of what the participant will be asked to do, including expected duration and any repeat activities or visits. 
[bookmark: Risks]Are there any risks associated with taking part?
[bookmark: _Hlk80861778]Describe any risks (where these are introduced by the research activity). For example, inconvenience, discomfort, emotional distress, re-traumatisation, safety/security of the research participant or their data. This should include risks at the time of their participation and any that may come later.
If there are risks, then also include information about steps you will take to minimise or mitigate these plus details of any relevant resources for support or more information.  
Are there any benefits associated with taking part?
Describe any benefits of taking part. It should be clear whether there are direct benefits to participants or not. Often there will not be direct benefit to participants - the research may instead benefit individuals like them in the future, such as through greater understanding of something or improvements to service. 
Informed consent
It is important that you can give your informed consent before taking part in this study. You will have the opportunity to ask questions about the research before you provide your consent.
Who is funding the research?
My research is being funded by [       ] 
Reward/compensation
Describe any rewards or compensation you will offer. For example, a prize draw, sticker for children, travel expenses. 
How will we use information about you? 
NOTE: this section uses the HRAs transparency wording which is now mandatory. Black text – do not edit. Red text – delete as appropriate but do not edit.
We will need to use information from [you] [from your medical records] [your GP] [OTHER] for this research project.
This information will include your [initials/ NHS number/ name/ contact details/ provide a bullet list of identifiers held by site and/or sponsor for the research]. People will use this information to do the research or to check your records to make sure that the research is being done properly.
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.
OPTION if not already stated: [insert name of sponsor] is the sponsor of this research, and is responsible for looking after your information. We will keep all information about you safe and secure by:
In bullet points, concisely list some of the steps you will take to keep information secure
· [bookmark: Reward]
· 
International transfers
[IF NO TRANSFERS OUT OF UK WILL OCCUR] Your data will not be shared outside the UK.
OR
[IF TRANSFERS OUT OF UK WILL OCCUR, WHICH IF IT REMAINS A POSSIBILITY E.G. IN THE FUTURE – INCLUDING SHARING IN DE-IDENTIFIED FORM WITH OTHER RESEARCHERS - SHOULD BE INCLUDED AND ABOVE DELETED]
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
If this happens, we will only share the data that is needed. We will also make sure you can’t be identified from the data that is shared where possible. This may not be possible under certain circumstances – for instance, 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 sorts of organisations:
· [insert list e.g. 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 do what we tell them 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 AS APPLICABLE]:
Seek advice from data protection if using/adjusting this section – email: dataprot@st-andrews.ac.uk 
· (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 Information Commissioner's Office (ICO) website
· [OTHER]
Once we have finished the study, 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.
DELETE one option in square brackets: 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] OR [we will keep your study data for a maximum of XX years]. The study data will then be fully anonymised and securely archived or destroyed.
What are your choices about how your information is used?
NOTE: this section uses the HRAs transparency wording which is now mandatory. Black text – do not edit. Red text – delete as appropriate but do not edit.
· you can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have
· 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
· 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]
Where can you find out more about how your information is used?
NOTE: this section uses the HRAs transparency wording which is now mandatory. Black text – do not edit. Red text – delete as appropriate but do not edit.
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.
· The HRAs information on patient data and research www.hra.nhs.uk/patientdataandresearch
· by asking one of the research team
· by using the contact emails or telephone numbers given at the end of this document.
[bookmark: _Hlk125968578]Use of your personal data for research and your data protection rights 
[bookmark: _Hlk125729991]The University of St Andrews (the ‘Data Controller’) is bound by the UK 2018 Data Protection Act and the General Data Protection Regulation (GDPR), which require a lawful basis for all processing of personal data (in this case it is the ‘performance of a task carried out in the public interest’ – namely, for research purposes) and an additional lawful basis for processing personal data containing special characteristics (in this case it is ‘public interest research’). You have a range of rights under data protection legislation. For more information on data protection legislation and your rights visit https://www.st-andrews.ac.uk/terms/data-protection/rights/. For any queries, email dataprot@st-andrews.ac.uk.
Ethics review
This research proposal has been scrutinised and subsequently granted ethical approval by the University of St Andrews Teaching and Research Ethics Committee. This project has also been reviewed and approved by NHS/ another University/other.
[Include PVG statement here, if relevant i.e. if working with children]
Where can I find out about the results of the study?
Describe when and how you expect results of the study to be available to participants. For example, you might hold an event, publish them in a webpage or blog post, email participants a summary, or publish in an open access publication. It is good practice to ensure results or outcomes are shared with participants.
What should I do if I have concerns about this study?
In the first instance, you are encouraged to raise your concerns with the researcher. However, if you do not feel comfortable doing so, then you should contact my supervisor or the School Ethics Contact (contact details below). A full outline of the procedures governed by the University Teaching and Research Ethics Committee is available at https://www.st-andrews.ac.uk/research/integrity-ethics/humans/ethical-guidance/complaints/.
Contact details
[bookmark: _Hlk80861969]Undergraduate researchers are advised not to include their email address, but only that of their Supervisor(s). Avoid using personal email addresses or phone numbers if possible.
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Edit the footer with the date of this version, version number such as ‘v1.2’, and an abbreviation of your project title. 
See Research Data Management’s guidance on file naming and organisation. 
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