


Participant Information Sheet (PIS)

GUIDANCE NOTE (please read):
This template is provided to research teams applying for ethical review with Ethiclear. It includes segments highlighted in blue (like this one), which represent guidance and should be removed prior to submission. Segments highlighted in yellow are recommended to be considered to be kept but modified according to your needs.
Whilst it is not essential that you use our template, it is essential that your PIS answers the fundamental questions and points conveyed below. It is also essential that the PIS you submit for review is correctly version-controlled and dated, and is the version (including fonts, layouts, branding, etc.) that you intend to be used and available to prospective participants of your study.

About the Participant Information Sheet:
The Participant Information Sheet, or “PIS”, is a vital document for any human participant research study. Think of it as a piece of information which clearly helps someone understand what they might be getting into from the outset before they think about providing consent and signing up. It may be presented to participants as a file, pamphlet, flyer, email invitation, web page, or other information document.
It’s important to remember that the committee will need to see your information sheet as-is, whether this is a Word document, PDF, or a screenshot of how it will appear to a potential participant as a document, on a web browser, email client, or app. In this way, the documents you provide to the Ethiclear committee as part of your submission will be the same ones you will show the participants (including any dates, text, images, version numbers, logos, styling, fonts etc.).
[STUDY TITLE]
Add a brief statement welcoming/inviting the potential participant to the study. You should inform them that they need to read the sections of the document carefully which explains what the study is about, why it’s being undertaken and what it will involve.
You are being invited to take part in a research project.  Before you decide whether or not to take part, it is important for you to understand why the research is being undertaken and what it will involve.  Please take time to read the following information carefully and discuss it with others, if you wish.

Please read the following information and do not hesitate to ask any questions about anything that is unclear to you. Take as much time as needed to consider whether you want to take part.   

Thank you for reading this document.

What is the purpose of this study?
Insert some basic background information here on the study. What is it about? What are the aims? Will any samples need to be provided? Why is it of interest and what does it hope to achieve?

This project aims to [Insert basic background information on the research project and its aims. Keep this paragraph short and use lay language.]

Who can take part and why have I been invited to take part?
Explain why the recipient is being invited. For example, they belong to a specific demographic, work in specific environments, have a specific condition, or some other factor. You should also include briefly here any inclusion or exclusion criteria for the study. Is it for females only? For certain age groups? For shift workers? For dog walkers? For council staff? Explain why the participant is appropriate for the study and why they are seeing this document. Describe if/how the study may be of interest to the participant.

You have been invited to take part because [confirm why the individual has received an invitation to participate in the project].

Do I have to take part?
Explain that taking part is entirely voluntary. If they wish to take part, they will need to provide consent in a separate consent form. No reason needs to be provided if they don’t wish to take part. At any point before or during the study they can also withdraw without needing to provide a reason. If withdrawal is dependent on timing, this should be made clear. Consider what happens if a participant withdraws consent after their data is anonymised or aggregated.
No, your participation in this research project is entirely voluntary and it is up to you to decide whether or not to take part. If you decide to take part, we will discuss the research project with you [and ask you to sign a consent form]. If you decide not to take part, you do not have to explain your reasons and it will not affect [your legal rights/ their workplace benefits/ career progression.
You are free to withdraw your consent to participate in the research project at any time, without giving a reason. If you choose to withdraw your consent after you have signed the consent form and/or after you have participated, [please refer to later in this document where we confirm what will happen to your data] [or] [please explain here the impact of withdrawing consent in terms of what will happen to any data/information already provided by the participant.  Will it still be used? Will it be deleted etc]
What does taking part involve?
Describe from the participants perspective what taking part involves. Over what timeframe will it take place? When will it start? What things will be asked of them? Interviews? App installations? Off-site or remote activities? Site visits?
If you agree to take part, you will be asked to [describe what is involved from a participant’s perspective and the period of involvement/how long it will take.  Briefly explain what will happen (e.g. interviews, questionnaires, scans, etc.).  If any activity involves the participant being recorded (audio/video/photograph), this must be explicitly stated.]
Will I be paid for taking part?
A quick ‘Yes’ or ‘No’ for clarity, followed by any additional information. Are they being reimbursed for their time? How much? What format? Vouchers, cash or bank transfer? If the latter, how are these gifted? Any remuneration should be minimal so the participant doesn’t feel unduly coerced into taking part for significant personal or financial gain.
[Yes, [insert details of any payments that will be made for time and expenses (e.g. travel).] 
[No, you will not be paid for taking part in this project. Any [data/information/samples] you give will be as a gift and you will not benefit financially now or in the future [even if this project leads to the development of a new treatment/method/test/assessment].
What are the possible benefits of taking part?
Might the participant expect some reasonable benefit from taking part? Do not exaggerate or guarantee the likelihood of any potential benefit/s. If there are none, please state this, and feel free to describe how their contribution might benefit the outcome of the study, the research team and potentially any work thereafter with any specific context.

[State any benefits to the participants that are reasonably expected. It is important not to exaggerate the potential benefits. If there is no intended benefit to the participant from taking part, this should be clearly stated e.g. there will be no direct advantages or benefits to you from taking part, but your contribution will help us understand [insert details].]
What are the possible risks of taking part?
Be very transparent here about all potential risks. This could include any foreseeable discomfort or risks to health before, during or after the study. Also outline the likelihood of such risks becoming real during their participation. Describe all separate risk areas. For example, direct risks to physical or mental health, to data, to confidentiality and more. For each risk, outline any strategies to mitigate such risks to the participant. You may wish to perform a risk assessment and include any particular outcomes from that assessment in this document.

[State any foreseeable discomforts, risks or disadvantages to potential participants, including the likelihood of their occurring and any actions taken to mitigate against such risks. If there are no foreseeable risks, please state this explicitly (e.g. we do not believe there are any specific risks associated with your participation in this project, but please contact us if you have any specific concerns)]
Will I need to provide any personal data and how is it handled?
Describe all data items that will need to be collected. For example, name, address, date of birth, email address etc. How and where will they provide this? On paper, digitally, through an app or third party company/vendor? In line with the General Data Protection Regulation (GDPR), the study team must aim to minimise the data they collect – only obtaining data within the scope of the project. Note that most projects involve the collection of some personal data. If no personal data is captured at all, then this should be explicitly specified in this section.

All information collected from (or about) you during the research project will be kept confidential [unless there are legal or exceptional circumstances that may require us to make specific disclosures e.g., in order to protect the safety and wellbeing of yourself or others, or to report a crime]. Any personal information you provide will be managed in accordance with data protection legislation. Please see ‘What will happen to my Personal Data?’ (below) for further information.
What will happen to my personal data?
GDPR: GDPR applies when any data relates to an identifiable living person who can directly or indirectly be identified in any way as a result of data collected by the organiser, study team or sponsor in the study. In the UK and EU, the study team must be GDPR compliant and make this known. The participant always has the right to know what data is stored about them and how. They can also request copies or updates of inaccurate information about them which is stored. If personal data is collected, describe any ways in which you will anonymise/pseudo-anonymise or code participant data to mitigate risks of data exposure. Who will be the data controller? And the data processor? Who is the dedicated Data Protection Officer (DPO) and how can they be contacted? Mention that the participant can contact the Information Commissioner’s Office (ICO) should they have any concerns about how their data is being handled. You must mention the legal basis for data processing.
Collaboration: Will the work be a collaboration between multiple entities? Will personal data be shared? How? Will these entities also be data controllers or processors in any way? - make this clear. Will the data be transferred to people or entities outside of the European Economic Area? What safeguards might be in place for the transfer of such data?
Data processing period: Detail the period you will be processing participant data over. Explain that the informed consent forms (ICFs) you will collect (with personally identifiable information) should be retained after the study for a period of time reflective of the risk level of the study. For example, for 3 years after study completion in case of internal or external audits by potential regulators.
Study withdrawal: Should the participant decide to exit the study at any point, what might happen to their data at that point? What if it has already been anonymised? Or summarised and communicated in some way (scientific publication, presentation, social media). Would it be possible to de-anonymise this data? Explain what might happen in such situation/s should they be relevant.
[Personal Data means any information relating to an identifiable living person who can be directly or indirectly identified from one or more identifiers or from factors specific to the individual. This may include information such as an individual's name, address, email address, identification number or online identifier.]
By participating in this project, you will be providing us with some Personal Data, including [briefly signpost the Personal Data that will be collected, including via the consent form, and briefly explain how this Personal Data will be used.  If all data (excluding the consent form) will ultimately be de-identified for use in any write-up/output/publication, confirm that here If you are offering choices to the participants regarding anonymity/ identification, this should be made clear here]
[State who is the Data Controller] for this project and is committed to respecting and protecting your Personal Data in accordance with your expectations and Data Protection legislation. Further information about Data Protection, including: 
    • your rights
    • the [State name of organisation] Data Protection Policy and broad data management principles; and
    • how to contact [state the organisation] Data Protection Officer and/or the Information Commissioner’s Office 
can be found at [relevant organisation webpage].  If you do not have access to the internet and/or otherwise require this information in another format, please let us know. 
In accordance with Data Protection legislation, we are required to inform you of our lawful basis for collecting and processing your Personal Data. The lawful basis we are relying on as part of the research project is [specify]. 
[Where relevant] [This project also involves the collection and processing of some sensitive (‘special category’) data, namely [insert brief description/nature of special category data requested].  Our condition for processing your special category data is [article 9(2)(j), namely that this is necessary for archiving purposes in the public interest, scientific or statistical purposes.]]
[State your organisation] will need to share [description of Personal Data] with [name of third party] for the purposes of this research project.]
[After [timeframe], the research team will de-identify the Personal Data it has collected from, or about, you in connection with this research project, with the exception of your consent form [include details of any other person data which will be retained e.g. raw data, if this is to be kept for the full retention period, contact details etc].   Your consent form [and any other personally identifiable information should be retained] will be retained securely for [insert the timeframe stipulated by the funder of the research project] and may be accessed by members of the research team and, where necessary, by members of the organisation’s audit teams or by regulatory authorities.]   
[As referenced above, if you choose to withdraw from this project [State what will happen to Personal Data and samples collected up until the point of participant withdrawal from the research project]
What happens with my data at the end of the study?
Explain how the data might be collected and compiled throughout and after the study completes. Will it be made public? Will the data be re-used in any way in the future for future research?
What is the end goal of this data? To anonymise, summarise and analyse it? Will it be shared on social media in some way? Through presentations, conferences or publications? For internal or external stakeholders?
Include a statement outlining how the data collected during the research project will be used after the end of the research project] 
All de-identified data and information will be kept for a minimum of [insert either the timeframe stipulated by the funder of the research or otherwise] [but may be published in support of the research project and/or retained indefinitely, where it is likely to have continuing value for research purposes.]
[If relevant] [It is our intention to publish the results of this research project in {state media where data will be published eg : academic journals or other similar forums and to present findings at conferences.}] [Inform the participants when the results are likely to be published, where they can obtain a copy of the published results, or, if randomised, whether they will be told in which arm of the research project they were involved].  [The data and results of this project will be used as part of our product development and internal research and development. The data and results will not otherwise be published]. 
[Participants will not be identified in any write-up, report, publication or presentation arising from this project.]] 
[Insert whether there is an intention to use verbatim quotes from participants in any write-up, report, publication and confirm if participants will be identifiable via such quotations]  
What if there is a problem?
Make it clear that any problems that come up should be taken up with the lead of the study. This person is referred to as the Chief Investigator (CI) who assumes overall responsibility for the study and this person will be named in your Study Protocol, which you will also submit accompanying this document. Concerns can relate to data handling, health concerns or anything else.
If you have any concerns about how you have been approached or treated during this research or if you otherwise wish to make a complaint, please contact [us] in the first instance. If your concern or complaint is not managed to your satisfaction, please contact [insert other name and contact details of independent contact]. 
If you are harmed by taking part in this research project, there are no special compensation arrangements.  If you are harmed due to someone's negligence, you may have grounds for legal action, but you may have to pay for it.
You may also contact an independent or regulatory authority [include additional information as appropriate]. The study has insurance in-place [include relevant details as appropriate].
Who is organising this work and funding it?
Give a brief overview of the organisation who is funding the study. If relevant, mention the company, team or department. Finally, mention by name once again the Chief Investigator (CI) for this study.
The research is being led by [insert Chief Investigator/lead researcher name and organisation]. [The research is currently funded by [insert funding body or sponsor]].
[Organisation] is committed to protecting the safety, rights and dignity of research participants and insists that all research conducted by its staff is underpinned by the highest ethical standards.
[Organisation] declares the following conflicts of interest: [add if/as appropriate].
Who has reviewed this research project?
Include details of any committees/panels/boards, including Ethiclear, who has reviewed the project. If you have sought guidance from regulatory bodies, such as the HRA, on your approach to ethics/review, then include also any relevant information and determination from those.
This research project has been reviewed by [Ethiclear, other ethics committees, regulatory bodies, institutional panels, etc.] [webpage, etc.] and has been granted a favourable ethical opinion.
Who can I contact?
When providing contact details, please ensure you include those of the Chief Investigator (CI), who will be the main point of contact for anyone in the study. Also include anyone else (including shared mailboxes) that can be contacted. Explain who they are, what their name and job role is and provide an email address and phone number if they have one. Do not use personal details (e.g. personal phone numbers or non-work email addresses).
Should you have any questions relating to this research project, you may contact [us] [during normal working hours] using the details below: [add as appropriate]


Add a short closing sentence or two thanking the prospective participant for reading the document and explain to them what the next steps are. For example, if they decide to take part, they can provide consent with the accompanying informed consent form (ICF). The study team can then follow-up with how to proceed.
Thank you for considering taking part in this research project. If you decide to participate, you will be given a copy of this Participant Information Sheet [and a signed consent form] to keep for your records.
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