[bookmark: _Hlk216777203]Sections MUST NOT be deleted.
Highlighted text should be replaced with study-specific details.
Text in blue is for guidance only and should be deleted.
Formatting and images are suggestions only. This is a two-column layout template, useful for online forms.
This Participant Information Sheet (PIS) template document has been designed as a starting point, with some suggested text and information that is relevant to ACCORD sponsored research.
HRA Guidance
We recommend you read the Health Research Authority (HRA) Consent and Participant Information Sheet (PIS) Guidance, which provides researchers with a structured, best practice framework to support ethically and legally sound consent processes in UK research. The guidance will help you design, write and structure information and consent materials so that potential participants are adequately informed and able to make a voluntary choice about taking part. This template document is designed to help you ensure all elements are covered.
Key elements of the guidance include:
Principles of consent: outlines ethical and legal principles, including voluntary, informed decision-making and capacity to consent.
Recommended content: specifies what information a PIS and consent form should cover (study background, procedures, risks, benefits, confidentiality, data use, contact details and more).
Design and style guidance: advice on clear, proportionate participant-centred language, layout and format to support understanding.
Tailoring for different groups: guidance on adapting materials for adults, children, people lacking capacity, or emergency research contexts.
Examples and suggested text: practical examples to help with drafting, while emphasising that content should fit the specific study rather than simply copying a template.
Good Practice Recommendations
The template format also follows the recommendations made below, and detailed in the article: Wylde V, Brennan S, Johnson E, Roberts K, Beswick AD, Jameson C. Recommendations for developing accessible patient information leaflets for clinical trials to address English language literacy as a barrier to research. Trials (2024) 25: https://doi.org/10.1186/s13063-024-08471-5.
Formatting
· Text should be left-aligned, and bullet points, lists or sections used to break up the text.
· Use colour, considering readability in the selection of colours.
· Format text and images into two columns, with images in the left column.
· Headings should be easily distinguishable from the body of the text, short, and structured as questions.
· Print PISs on low-to-no gloss paper in an appropriate-sized booklet format and make it clear if readers need to turn overleaf.
· Select wider typefaces in a large font size (which can be increased if needed), avoid underlining, using text that is all in capitals and italics, and only use bold type face in the main text for emphasis.
· Include space without text (whitespace) to help with readability.
Information presentation
· Using a layered/tiered approach can help structure the provision of accessible information. Information needs to be presented in a logical order, with key/important messages first.
· Focus on one message at a time with related information grouped together and consider including summaries.
· Keep the volume of information short and avoid repetition or unnecessary information; the focus should be on the provision of enough information for people to make an informed decision about participation.
· Use appropriate, familiar and inclusive images that are relevant to the trial, that explain the text, support the main messages of the PIS, and/or explain a difficult concept.
· Limit the use of statistics, and if they are used consider how best to convey these to readers, including the use of image and analogies to explain numbers and statistical concepts.
Writing style
· Work in partnership with communities to co-produce accessible PISs and ensure a writing style that will be accessible to all readers.
· Use familiar, appropriate and inclusive phrasing, analogies and terminology. Use clear and familiar plain language, written in a conversational and narrative style, demonstrating respect and value for the readers.
· Ensure the PIS is written at an appropriate reading age and test readability with online readability tools e.g.: https://www.thefirstword.co.uk/readabilitytest, OR https://goodcalculators.com/flesch-kincaid-calculator/ OR https://www.thewriter.com/tools/readability and/or user testing. Avoid jargon, assumptions and patronising language.
· Minimise the use of abbreviations and acronyms and where they are necessary explain them immediately and clearly.
· Write from the reader’s perspective; approach the information to be provided from the point of view of what the reader wants and needs to know, rather than what the researchers think they need to convey.
· Use an active voice and short words, sentences and paragraphs.
· Provide context for new information and ensure consistency throughout.
Content
· If using a front page, provide a concise overview of the trial and avoid using too many logos.
· Explain the purpose of clinical research and the purpose of the study, emphasising that participation is voluntary and encourage readers to discuss with other people before deciding about participation.
· Describe the importance of research participation and clearly convey the existing uncertainty that underpins the need for the trial.
· Clearly describe eligibility criteria, treatment allocation, the treatment(s) and standard care, and any treatment side effects.
· Explain study processes, including how data will be collected, handled and stored.
· Describe the advantages and disadvantages of participation, any incentives for participation and withdrawal processes.
· Provide an ethics statement and contact information for the research team and an independent advisor/advocate.
Accessibility
· Translate the accessible PIS into different languages and ensure communication and interpretation support is available for written and verbal information.
· Provide information in multiple formats e.g. braille, large print, plain text, audio, video format with voiceover/subtitles.
· Ensure the verbal information that is provided in any conversations with potential participants is clear, simple and culturally appropriate and offers wider support as well as information.
Proportionate Consent
Investigators should familiarise themselves with the HRA guidance for ‘Simplified arrangements for consent in clinical trials’. This guidance explains how consent procedures and the level of information provided may be adapted in a proportionate manner, taking account of the nature, complexity, risks, and potential benefits of the research to support genuinely informed decision-making by participants.
The study should meet all the following conditions:
· Authorised use of the investigational medicinal product (IMP): The IMP, or each IMP where more than one is used, is authorised for use in the United Kingdom and is administered in accordance with that authorisation.
· IMP administered as part of routine clinical care: The IMP is provided to the participant in the course of their routine health care, independent of participation in the clinical trial.
No additional trial‑specific interventions: The participant receives no additional medication, intervention, or diagnostic procedure solely for the purposes of the clinical trial.
Where these conditions are met, the protocol must clearly describe:
· Justification for the use of simplified consent, explaining why these arrangements are appropriate for the study and how the regulatory conditions are satisfied.
· Details of the information to be provided to participants, including the content, format, and method of delivery (e.g., verbal explanation, written summary, digital information).
· The method by which consent will be evidenced, specifying how consent will be recorded, documented, and retained in compliance with applicable regulatory and governance requirements.
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[bookmark: _Toc218796750][bookmark: _Toc219032524]You are invited to take part in a research study
<Insert Study Acronym>		Page 2
<Insert version number and date>
<Insert IRAS ID or relevant ethics number>		PIS vX.0 XX/XXX/20XX
Before you decide, it is important that you understand why the research is being carried out and what it would involve for you.
Delete as appropriate.
Please take time to read this information sheet carefully.
You may also want to discuss it with others.
Contact us if there is anything that is not clear, or if you would like more information.
Take time to decide if you want to take part in this research study.
If you choose not to take part, this will not affect the care you receive from your doctors.
You can decide to stop taking part in the study at any time without giving a reason.
We will only use information that we need for the study. We will let very few people know your name or contact details. Everyone involved in the study will follow privacy rules and keep your data safe and secure.
At the end of the study, we will save some of the data in case we need to check it or use in future research.
If you decide to take part, we will ask you to sign a form to give your consent for each part of the study.
[bookmark: _Toc218796751][bookmark: _Toc219032525]Important things that you need to know
Provide a short summary (one paragraph) of the study to give participants a clear, concise picture of the research you are asking them to take part in. Use bullet points where possible.
What research question is being addressed.
What areas (disease, therapy or service) are being studied, what drug, device or procedure is being tested.
Why it matters, why it is relevant to participants, patients and the public.
Who is being asked to take part?
Briefly describe what the participant would need to do.
How long the study lasts.
[bookmark: _Toc218796752][bookmark: _Toc219032526]Contents of this leaflet
1.	You are invited to take part in a research study	4
2.	Important things that you need to know	4
3.	Contents of this leaflet	5
4.	Why are we doing this study?	6
5.	Why am I being asked to take part?	6
6.	Do I have to take part in the study?	6
7.	What will happen if I take part?	6
8.	What are the possible benefits and disadvantages of taking part?	8
9.	Samples and genetic tests	9
10.	More information about the study	10
11.	What will happen to information collected about me during the study?	11
12.	Contacts for further information	12
To update the table of contents, right click in the contents, select ‘Update Field’, select ‘Update page numbers only’ or ‘Update entire table’.
[bookmark: _Toc218796753][bookmark: _Toc219032527]Why are we doing this study?
In lay language, explain why the study is being conducted, the rationale, the research question, what existing gaps there are.
What you hope to achieve.
Describe the usual standard care and what is additional to this.
Describe who has been invited to participate and why.
Detail how many people you are recruiting.
Ensure any medical terminology and acronyms are clearly explained.
[bookmark: _Toc218796754][bookmark: _Toc219032528]Why am I being asked to take part?
[bookmark: Text84]You are invited to take part as you have been diagnosed with X / attended a clinic for X / are a healthy volunteer.
[bookmark: _Toc218796755][bookmark: _Toc219032529]Do I have to take part in the study?
No, it is up to you to decide whether or not to take part.
If you decide to take part, you will be given this information sheet to keep and asked to sign a consent form.
If you take part, you are still free to withdraw at any time and without giving a reason.
Deciding not to take part or withdrawing from the study will not affect the healthcare that you receive, or your legal rights.
[bookmark: _Toc218796756][bookmark: _Toc219032530]What will happen if I take part?
Break this into sub-sections, if necessary, include a flow chart or table if there are multiple visits, arms or procedures.
Procedures/steps: screening, inclusion and consent procedures, randomisation, blinding, study procedures, what you will do, when, where, how many visits, how long each visit will last.
Interventions/treatments: in plain language, what they are, how they differ from standard care.
Monitoring/assessments: blood tests, tissue samples, scanning (detail any ionising radiation and the risk), questionnaires, interviews. Explain the frequency.
What happens at the end of participation? Describe any long term follow up, including remote follow up.
Describe if participants or the research team will use portable devices (e.g. iPads, phones, wearables) or online portals/questionnaires, and where the data will be stored (e.g. organisation, country, cloud platform). If participants use personal devices, remind them they are responsible for their own device security and provide basic best practice advice. Useful guidance is available from the National Cyber Security Centre.
Explain if the study will involve video/audio recording or photography.
Ensure any terminology is clearly explained e.g. randomisation, placebo, blinding.
Who will take consent and provide an explanation of the consent process?
Detail any study payments that will be made, including travel expenses.
EXAMPLES:
Information and consent
	[image: ]
	One of the study team at your hospital will go through this information sheet with you and answer any questions you have. This should take about 15 minutes.

	[image: ]
	If you wish, talk about this research study with people you know, such as your relatives or carers, and take as long as you need to decide.

	[image: ]
	If you agree to take part, we will ask you to sign a consent form. We will give you a copy of the signed consent form, this participant information sheet and the GDPR information sheet either in person or we can email them to you.

	[image: ]
	Whatever you decide about taking part, you will receive the same standard medical care in addition to the study medicine, if you are allocated to take it.


Collection of information about you and your medical history
	[image: ]
	[bookmark: Text106]One of the study team will ask you some simple questions about your health, collect some information from your medical records, and insert tests.

	[image: ]
	They will record your contact details and the contact details of the close personal contacts you identify who have agreed to provide information about how you get on. We may need to use these contact details if new safety information becomes available, or the study is stopped.


Random allocation to treatment
Randomised studies are the fairest tests of treatment because the process of randomly allocating each patient to a group makes the groups very similar, so that it is fair to compare them to see which one does better. The chance of being in either group is equal, or 50%, also known as “50:50”, meaning:
	[image: ]
	[bookmark: Text107]You are as likely to be assigned to taking drug A

	[image: ]
	[bookmark: Text108]as you are to be assigned to not take      


We do not choose who gets which treatment.
The only thing that should differ between the two groups is the treatment that is being studied.
You will receive standard care whichever group you are in.
Your study team will send some information about you in confidence to the coordinating centre in Edinburgh. This is described below in the section, “How will we use information about you?”
[bookmark: Text109]Next, the computer system will randomly allocate you to a policy of starting Drug A, or not.
You will know which treatment you are allocated to.
If you are allocated to start Drug A, you will be prescribed the drug chosen by your hospital consultant to start within one day as a daily tablet that you take by mouth. 
They will write to your general practitioner (GP) and other doctors caring for you to let them know that you are taking part, so that they will continue the treatment that the study has allocated you to until the end of the study.
Study visits and procedures
[bookmark: Text110]     .
[bookmark: _Toc218796758][bookmark: _Toc219032531]What are the possible benefits and disadvantages of taking part?
What are the possible benefits of taking part?
EXAMPLE:
	[image: ]
	[bookmark: Text103]You may / may not benefit from taking part in this study.
The results from this study may help us to improve future treatments for people like yourself in the future.


If there is any possibility that findings from the study may be used towards the development of a commercial product, test or treatment, a statement must be added to inform participants that they will not benefit financially due to their involvement in the study. Example:
The results of this study may be used for the future commercial development of a new medicinal product, treatment or test. Your participation in this study will not entitle you to benefit financially from the commercial development of the product, treatment or test.
What are the possible disadvantages of taking part?
In plain language, list details of all potential risks of harm, risks to confidentiality and psychological risk.
Distinguish risk from standard care vs risks specifically due to the research. Consider any unknown risks.
Side effects of drugs or interventions.
Time burden. Reiterate how much time, number of visits.
How you will handle any discovery of incidental health related findings. Explain the participant’s GP will be made aware of any incidental findings.
Any impact on insurance.
[bookmark: _Toc218796757][bookmark: _Toc219032532][bookmark: _Toc218796759]Samples and genetic tests
What samples will I be asked to donate?
Describe what samples will be taken (blood, saliva, tissue).
Describe how much blood will be taken (in teaspoons/tablespoons and equivalent ml).
What will happen to samples I give?
Explain how samples will be used, anonymised, stored, for how long (specify number of years or indefinitely), destroyed, future use, sharing.
Where will samples be retained? Name the organisation and country where the samples will be retained.
Will samples 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.
Consider optional vs mandatory samples.
Can you withdraw consent for sample use independently from other parts of the study?
Describe if you plan to use samples for future ethically approved research (explicit consent required).
Detail if you plan to make further use of identifiable data/tissue following loss of capacity.
Will genetic tests be performed?
Describe if DNA analyses will be performed.
Explicit consent is needed for (i) DNA analysis and/or (ii) genome wide analysis.
[bookmark: _Toc219032533]More information about the study
Who is organising and funding the study?
The University of Edinburgh and NHS Lothian have joint overall responsibility for this study, they are the study Sponsors.
[bookmark: Text99][bookmark: Text100]Insert the funder name fund the study by a grant to the University of Edinburgh.
[bookmark: Text101]Insert the CI name is the Chief Investigator in charge of the study.
Who has reviewed the study?
All research in the NHS is looked at by an independent group of people called a Research Ethics Committee.
[bookmark: Text102]A favourable ethical opinion has been obtained from insert REC name.
All participants are covered by the University of Edinburgh’s insurance policy, which is checked before the study start.
Local NHS approval has also been given.
[bookmark: _Hlk218800628][bookmark: Text98]When designing this study, we have taken into account patients’ opinions on what is involved in the study. Insert details of the group have reviewed and commented on this participant information leaflet.
Is there anything I need to do or avoid?
Consider any special precautions / requirements for participants e.g. fasting, medications to be stopped, avoiding alcohol etc.
What will happen to the results of the study?
[bookmark: Text85]This study will be written up as a publication, conference presentation.
Your identity and any personal details will be kept confidential. No named information about you will be published in any report of this study.
If the results of the study are to be made available to the participants (recommended) describe in what format the results will be provided (newsletter, e-mail, website, publicly accessible research registry e.g., ISRCTN). If using a website, describe how the participants can access this and insert a URL. Ensure the GDPR Information Sheet includes participants having the option to consent to allowing the research team to store contact details and agree to be contacted with a summary of the results of the study. Read HRA guidance for Informing participants who have taken part in a research study.
What if new information becomes available during the study?
Describe what will happen and who will be informed. Example:
If new information becomes available which might influence whether you should continue to take part in the study, we will contact you by email or post.
What if there are any problems?
If you have a concern any aspect of this study or wish to complain, please refer to the contact details at the end of this leaflet to identify the appropriate person to contact.
[bookmark: Text97]In the unlikely event that something goes wrong and you are harmed by taking part due to someone’s negligence, you may be able to take legal action for compensation against NHS insert Board/Trust name. You may have to pay your legal costs.
The normal NHS complaints mechanism is also available to you if appropriate.
What will happen if I don’t want to carry on with the study?
	[image: ]
	[bookmark: Text94]If you decide to withdraw, please contact your local study team or other. We will retain information collected about you before the time you withdrew.


Address the following:
Does withdrawal mean that participants will no longer be attending further research clinics or taking any further active part in the research?
Could participants withdraw their samples from further analysis?
If the study includes follow up, can participants withdraw from this element?
Could withdrawal post intervention pose a safety issue? How would you manage this (e.g. with an exit check-up)? Participants should be able to ask that any information collected at an exit check-up be included or excluded from the study.
Can participants withdraw data and tissue samples from subsequent tissue or data banking?
[bookmark: _Toc218796760][bookmark: _Toc219032534]What will happen to information collected about me during the study?
	[bookmark: _Hlk218867799][image: ]
	Please read the GDPR Information Leaflet for detailed information about how your data will be collected and handled.


[bookmark: _Toc218796761][bookmark: _Toc219032535][bookmark: _Hlk218861227]Contacts for further information
Contact your local study team about your participation:
	[image: ]
	[bookmark: Text86]Name:	insert name
[bookmark: Text87]Email:	insert email address
[bookmark: Text88]Telephone:	insert telephone number
[bookmark: Text89]Website:	insert URL if available


Contact the central study team with questions:
	[image: ]
	Name:	insert name
Email:	insert email address
Telephone:	insert telephone number
Website:	insert URL if available


You can obtain independent advice about this study by contacting:
	[image: ]
	Name:	insert name
[bookmark: Text90]Job title:	insert role
[bookmark: Text91]Address:	insert address
Email:	insert email address
Telephone:	insert telephone number


The contact for formal complaints in your NHS region is:
Insert contact details relevant to the research location. The example for NHS Lothian is:
Name: NHS Lothian Patient Experience Team
Address: Mainpoint, 102 Westport, Edinburgh, EH3 9DN
Telephone: 0131 536 3370 (open Monday to Friday, 9am to 2pm)
Email: loth.feedback@nhs.scot
Thank you for taking the time to read this information sheet and for thinking about taking part in this study.


The following Consent Form Template covers a range of standard consent items for guidance, not all items will be relevant to every study. A one size fits all approach does not apply, and only those consent points that are appropriate to the specific study should be included.
The Chief Investigator and research team are responsible for adapting the template to suit the requirements of their study. Consent items that are not applicable may be removed. In some cases, it may be appropriate to make certain consent points mandatory rather than optional, where agreement is essential to participation.
Points to consider:
· Making consent items compulsory by removing opt-in or opt-out options may reduce the number of participants willing to take part e.g. some potential participants may not agree to the use of their data or tissue in future ethically approved research.
· If a participant declines inclusion in an anonymised dataset, their data cannot be included in individual participant datasets for future ethically approved research. This limitation must be clearly communicated when anonymised datasets are shared with other researchers.
· The research team should establish a clear process for recording and managing participant's consent choices e.g. within the study database or in a study specific document held locally and/or centrally.


Participant ID:	     	Centre ID (if applicable):	     
CONSENT FORM
Full Title of Study
Short Title/Acronym
	
	Please initial box

	1. I confirm that I have read and understand the Participant Information Sheet and the GDPR Information Sheet for the above study.
	

	
	*Date
(DD MMM YYYY)
	*Version
Number
	

	Participant Information Sheet
	
	
	c

	GDPR Information Sheet
	
	
	c

	*complete during the consent process
	

	1. I have had the opportunity to consider the information, ask questions and have had these questions answered satisfactorily.
	c

	1. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason and without my medical care and/or legal rights being affected.
	c

	1. If appropriate or delete I give permission for the research team to access my medical records for the purposes of this research study.
	c

	1. If appropriate or delete I understand that relevant sections of my medical notes and data collected during the study may be looked at by individuals from the Sponsor (University of Edinburgh and/or NHS Lothian), from regulatory authorities or from the NHS organisation where it is relevant to my taking part in this research. I give permission for these individuals to have access to my data and/or medical records.
	c

	1. If appropriate or delete all or non-relevant information I give permission for my personal information (including initials, name, date of birth, ethnicity, address, postcode, telephone number, email address, IP address, and consent form) to be retained on NHS servers / passed to the University of Edinburgh / Trials Unit Centre [NAME] for administration of the study.
	c

	1. If appropriate or delete options that are not applicable I give permission for my Community Health Index (CHI) number or hospital number to be collected and retained on NHS servers / passed to the University of Edinburgh and/or Trials Unit Centre [NAME]
	c

	1. If appropriate or delete I agree to my General Practitioner being informed of my participation in the study.
	c

	1. I understand that data collected about me during the study may be converted to anonymised data.
	c

	1. If appropriate or delete I understand that data generated during the study will be sent outside of the UK / European Economic Area where laws protecting my personal information may be different to my own country.
	c

	1. If appropriate or delete I agree to give a blood sample which will be used for genetic DNA analysis.
	Yes c No c

	1. If appropriate or delete I give permission for whole genome/exome analysis to be conducted on my samples.
	Yes c No c

	1. If appropriate or delete I agree to my anonymised data being used for future ethically approved studies.
	Yes c No c

	1. If appropriate or delete I agree to my anonymised tissue being used for future ethically approved studies.
	Yes c No c

	1. If appropriate or delete I agree to be contacted about ethically approved research studies for which I may be suitable. I understand that agreeing to be contacted does not oblige me to participate in any further studies.
	Yes c No c

	1. If appropriate or delete I agree to be contacted with a summary of results of the study.
	Yes c No c

	1. If appropriate or delete I agree to my interview being audio/video recorded and the use of anonymised quotes in research reports and publications.
	Yes c No c

	1. If appropriate or delete I agree to my audio/video recorded interview being transcribed by a third-party contractor.
	Yes c No c

	1. If appropriate or delete I agree to my tissue being used in procedures involving animals.
	Yes c No c

	1. If appropriate or delete I agree to my tissue being used to create stem cells.
	Yes c No c

	1. If appropriate or delete I understand that the data generated and tissue collected during this study may be used for future commercial development of products/tests/treatments/biomarkers and I will not benefit financially from this.
	c

	1. I agree to take part in the above study.
	c



	
	
	
	
	

	Name of Person Giving Consent
	
	Date
	
	Signature

	
	
	
	
	

	Name of Person Receiving Consent
	
	Date
	
	Signature



1x original – into Site File; 1x copy – to Participant; 1x copy – into medical record
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