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PARTICIPANT INFORMATION SHEET GUIDANCE FOR RESEARCHERS

The purpose of the participant information sheet is to provide clear, accessible and sufficient information to a prospective research volunteer so that they can make an informed decision whether to take part in your research.  The information sheet should include a range of information to enable informed decision making, including (but not limited to):[footnoteRef:1]  [1:  This guidance should be read in conjunction with section on Data Protection of the Research Ethics and Governance Handbook. This participant information sheet guide and the Handbook have been updated considering the requirements under the European Union’s General Data Protection Regulation (GDPR) which applies to all organisations collecting personal data for any purpose and come into force on 25th May 2018.] 

· details of what the study is about, who is undertaking the study and why it is being conducted;
· the name of the data controller for the study (normally Northumbria University) and contact details of the Records and Information Manager; 
· participation is voluntary; people are free to withdraw at any time without giving a reason and with no negative consequences (e.g. without loss of current services/care);
· eligibility criteria;
· clear details of what participation would involve- i.e. what they would be asked to do, where, for how long etc.;
· the advantages/disadvantages of taking part;
· how confidentiality and anonymity will be addressed within the study;
· the data subject’s rights, including the right to lodge a complaint with the Information Commissioner’s Office (ICO);
· the categories of personal data collected;
· the legal basis of the data processing you are undertaking (normally task in the public interest for university research), and additional legal basis if you are collecting ‘special category’ data (see below);
· the recipients or categories of recipients of the personal data (if any);
· the source from which the personal data originate, if applicable, for example whether it came from publicly accessible sources (e.g. online, social media);
· what will happen to the data you collect- how it will be stored, for how long and with whom / how it will be shared, including whether any automated decision-making will apply, as well as the significance and the envisaged consequences of such processing for the participant;
· what safeguards are in place in relation to personal data transferred out of Europe;
· who has reviewed the study;
· the researcher’s contact details;
· another named person, besides the researcher, whom people can contact (e.g. with any questions / complaints);
It is important that the information is accessible and given in the most appropriate format for the intended sample group.  It is your responsibility as the researcher to understand your potential participants’ information needs, and to ensure you are providing information that is accessible and appropriate for the needs and abilities of (the different groups in) your sample.  For example, this may mean that an information leaflet will be accompanied with a DVD or audio/visual information.  If there are different sample groups within your study it is likely you will need to develop different information leaflets, for example, for children of different ages, or teachers and parents who are being asked to take part in different data collection activities.  Creating information leaflets specific to a sample group can mean shorter, clearer and more accessible information leaflets.  It may be appropriate to “layer” the information above, so that some of it appears on a single page information sheet given to the participant and other parts are on a project website or in a booklet.
It is important that the potential participant can spend time considering the information without being pressured by the investigator.  Potential participants need to be able to discuss the information about the study and their involvement with whomever they wish and be able to ask you questions, have them answered and have plenty of time to decide whether they wish to take part.[footnoteRef:2] [2:  Researchers undertaking biomedical, clinical, health and/or social care research may wish to use the NHS Health Research Authority recommended wording for Participant Information Sheets to cover transparency requirements under GDPR: https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/templates/transparency-wording-public-sector/ This should be read in conjunction with their existing guidance on Participant Information Sheets: https://www.hra.nhs.uk/planning-and-improving-research/best-practice/informing-participants-and-seeking-consent/ ] 

For studies submitted through the IRAS process, and where the University is sponsoring the study, you should also include information on the responsibilities of sponsorship, including the sponsors representative, and the complaints procedure: 
For example:
The Sponsor (Northumbria University) is ultimately responsible for the safe conduct of the study and the well-being of participants. Any unforeseen circumstances will be reported to the Sponsor’s representative (Research Policy Manager, Research and Innovation Services) and dealt with appropriately.
You should inform participants how complaints will be handled and what redress may be available.  
For example:
If you have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best to answer your questions [contact number]. If you remain unhappy and wish to complain formally, you can do this by contacting [insert details]. Details can be obtained from [insert name]. As study Sponsor, Northumbria University has insurance to cover this research study, which includes compensation cover in the event that any claims arise from participation in the study.



PARTICIPANT INFORMATION SHEET TEMPLATE

[Study Title]
Participant Information Sheet
You are being invited to take part in this research study. Before you decide if you would like to take part, it is important that you read this document so you understand why the study is being carried out and what it will involve.
Reading this document, discussing it with others, or asking any questions you might have will help you decide whether you would like to take part.

What is the Purpose of the Study?
There should be sufficient information here, some researchers might keep this section short and vague so as not to give away the true purpose of their research and generate expectancy bias. Other researchers might give a lot more information here.
Example: The aim of this study is to examine how different people perform on a commonly used test of problem-solving/reasoning called the Mental Rotation Task.
Example: I have developed a new parent education group to give information to parents about sensory processing, sensory behaviours and intervention strategies in Autism Spectrum Disorder.  It is important to find out parents’ views and opinions of the group and whether it helps them with understanding and managing their child’s sensory processing needs.  The study will deliver the new education group to a number of parents and then gather their views and experiences of the group. I am conducting this study as part of my MA in [insert course title] at Northumbria University.

Why have I been invited?
Make sure that you explain clearly who can or cannot take part, and justify this – i.e. explain why there may be age limits, why you are only seeking to recruit females, etc.
Example: It is important that we assess as many people as possible and you have indicated that you are interested in taking part in this study, and that you are an adult aged between the ages of 18-40.
Example: Because you are a parent who has a child with a diagnosis of Autism who has been referred into the Occupational Therapy Service for an assessment of their sensory processing.
Do I have to take part?
Example: No. It is up to you whether you would like to take part in the study.  I am giving you this information sheet to help you make that decision.  If you do decide to take part, remember that you can stop being involved in the study whenever you choose, without telling me why.  You are completely free to decide whether to take part, or to take part and then leave the study before completion. You are welcome to take part in the parent education group and choose not to take part in the research.  Deciding not to take part, or leaving the study, will not affect your right to come to the parent education group. (Or: your role, your care etc.). 

What will happen if I take part?
This must give the prospective participant all the information they need to make an informed choice – i.e. where and when the research takes place, what will be required, how long it is expected to take, etc.
If your study has any special requirements - e.g. to avoid eating or drinking on the morning of the testing - then you must make such requirements very clear beforehand.
If you are testing people individually, or in groups, then you should also state this as well.
Example: You will be asked to attend a testing session held in [room] in [building] at Northumbria University on [date]. After signing a consent form, the investigator will ask you to [insert activity here]. After you have completed the study, the investigator may give you a debrief sheet explaining the nature of the research, how you can find out about the results, and how you can withdraw your data if you wish. It is estimated that the total time to complete this study will be [time]. 
Example: You will be asked complete a short survey/questionnaire anonymously prior to the education group then you will attend the parent education group with 5 other parents, which will last half a day. Four weeks after the parent education group you will be contacted and asked to complete a repeat of the questionnaire you completed prior to the group and then be asked to participate in a short interview with me, for approx. 45 minutes - 1 hour. This interview will be informal and will be arranged for a day and time that suits you best and will take place at the OT service or in your own home, whatever you prefer.  With your permission I would audio-record this interview, to make sure I remember everything you talk about.  

What are the possible disadvantages of taking part?
Think about the person and what might inconvenience them – e.g. time taken, they might experience some embarrassment, they might experience some emotional discomfort etc.
Reassure them that you have thought about such issues and perhaps refer to a Risk Assessment, reassure them about confidentiality, anonymity, and the fact that they can withdraw at any point. If the research relates to sensitive topics or with vulnerable individuals, then describe what support and guidance will be provided during and after their participation.
If the research involves any ‘automated decision making’ then you will need to communicate this to the participants. This is where a system will make decisions about a person automatically without human intervention. You should notify the participant that they have a right to seek human intervention by contacting the lead researcher, referring to the name and contact details at the end of the document.

What are the possible benefits of taking part?
Example: By taking part in the study, you will be participating in the parent education group which will hopefully provide you with information regarding sensory processing and strategies which you may be able to use with your child. Also, by taking part and telling us your views of the parent education group you will be helping to develop effective services based on parents’ views.

Will my taking part in this study be kept confidential and anonymous?
Example: Yes. Your name will not be written on any of the data we collect; the written information you provide will have an ID number, not your name.  Your name will not be written on the recorded interviews, or on the typed up versions of your discussions from the interview, and your name will not appear in any reports or documents resulting from this study. The consent form you have signed will be stored separately from your other data. The data collected from you in this study will be confidential. The only exception to this confidentiality is if the researcher feels that you or others may be harmed if information is not shared.  

How will my data be stored, and how long will it be stored for?
You should inform participants how long personally identifiable data will be stored for. This should be as little as possible, as per the principles of ‘data minimisation’. The University has retention schedules for different categories of data, and you should follow these as a basis, unless the funder stipulates a different period of retention. Though a funder may expect data to be retained for a longer period, and in many cases made accessible on a data repository, this will almost always be anonymised data rather than personally identifiable data.
Example: All paper data - including the questionnaires, the typed-up transcripts from your interview, and your consent forms - will be kept in locked storage. All electronic data, including the recordings from your interview, will be stored on the University OneDrive, which is password protected. All data will be stored in accordance with Northumbria University guidelines and the Data Protection Act (2018).  

What categories of personal data will be collected and processed in this study?
Under the EU’s General Data Protection Regulation, if you are collecting personal data indirectly, then you will need to be transparent about what categories of personal data you will collect and process in the study. For example, this might be contact details, financial information, biometric or health data, depending on the nature of the research.

What is the legal basis for processing personal data?
GDPR requires researchers to be transparent about the legal basis for undertaking research which will collect and process personal data. GDPR provides several legal bases to choose from, but in most cases the legal basis for university research projects will in most cases be Article 6(1) (e) “processing is necessary for the performance of a task carried out in the public interest”.
If the research is collecting special categories of personal data (this is mostly what used to be referred to as ‘sensitive’ personal data, e.g. racial or ethnic origin, political opinions, religious beliefs, sexual orientation) then an additional legal basis is required, and this must be communicated to the data subject. Again, in most cases researchers should rely on Article 9 (2)(j) “processing is necessary for scientific and historical research purposes”. Researchers will need additional safeguards in place when processing special categories of personal data.

Who are the recipients or categories of recipients of personal data, if any?
Who is going to be using, analysing or otherwise processing the personal data, apart from the research team at Northumbria? For example, will the research involve transferring personally identifiable data to third parties for further processing? This may be research teams in other universities, or it may be the funder or partners or other agencies. 
If you are intending to transfer personal data of EU citizens outside of the EU, then you will need to ensure appropriate safeguards are in place and communicate what these are to the data subjects in your study. For example, this could involve contacting IT Services to set up a SharePoint site which only the research teams involved in the research can access, which is password protected, with hierarchies of access if appropriate, and with clear onboarding and offboarding procedures to detail how researchers gain access to the system, who approves that access, and how long that access persists (e.g. until the end of the project, or just for part of the project).

What will happen to the results of the study, and could personal data collected be used in future research?
Where there is a likelihood that data collected in this study may be used for future research, then you should also let the participants know, either than anonymized data could be used, or that personally identifiable data could be used and the safeguards in place for ensuring it is kept secure. As this often applies to health-related research, we recommend you consult the suggested transparency wording for participant information sheets provided by the NHS Health Research Authority.
Example: The general findings might be reported in a scientific journal or presented at a research conference, however the data will be anonymized and you or the data you have provided will not be personally identifiable, unless we have asked for your specific consent for this beforehand. The findings may also be shared with other organizations/institutions that have been involved with the study. We can provide you with a summary of the findings from the study if you email the researcher at the address listed below. 

Who is organising and funding the study?
State the organizer (normally Northumbria University, unless the research is being led by another University) and any other organizations/institutions that have been involved with the research, or the funding.

Who has reviewed this study?
The research project, submission reference [insert project ID number] has been approved in Northumbria University’s Ethics Online system. It has been reviewed to safeguard your interests and have granted approval to conduct the study.
Example: Before this study could begin, permissions were obtained from [insert here] NHS Trust and Northumbria University.  

What are my rights as a participant in this study?
A statement outlining the individual’s rights under GDPR should be included, including the following: a right of access to a copy of the information comprised in their personal data (to do so individuals should submit a Subject Access Request); a right in certain circumstances to have inaccurate personal data rectified; and a right to object to decisions being taken by automated means. Participants should also be informed that if they are dissatisfied with the University’s processing of personal data, they have the right to complain to the Information Commissioner’s Office. For more information see the ICO website.

Contacts for further information
Researcher email: [insert here]
Supervisor email (if applicable): [insert here]
Name another person who can provide independent information or advice about the project.
Name and contact details of the Records and Information Officer at Northumbria University, Duncan James (dp.officer@northumbria.ac.uk).
You can find out more about how we use your information at our GDPR webpage, or by contacting a member of the research team.



GUIDANCE TO CONSENT FOR RESEARCHERS

An Informed Consent form must be signed by participants of a research study to confirm that they have had sufficient information to enable them to make an informed decision. Its format and details are likely to vary from project to project, depending on the subject matter, but the following guidance should always be adhered to. This is not a complete list of statements, or necessarily pertinent to all studies – it is for guidance only and you may need to include additional information/statements.  There is no set format, however researchers/investigators should consider including the sections below. 

Why do I need Informed Consent?
An Informed Consent form must be signed by participants of a research study to confirm that they have had sufficient information to enable them to make an informed decision. “Signature” can be recorded verbally. Signature can also be entered by clicking a button which instructs that clicking it signifies consent is given.
How do I obtain Informed Consent?
You provide the participation with information sufficient to allow them to decide. You then ask them to record their consent to participate in writing or via an audio recording or by an alternative method.
What is the purpose of Informed Consent?
The purpose of Informed Consent is to confirm information has been provided on the research carried out and retain a record of the Consent given.
What types of Informed Consent are there?
You can obtain Informed consent in writing using the form (adapted) below.
You can obtain the informed consent verbally using a structure similar to the form below.
You may also enable participants to click on a button to signal their consent.
What to do when participant doesn’t have the capacity to consent
Parent or guardian or responsible adult consent is required to countersign the consent form.
For participants under the age of 16 (England, Northern Ireland, Wales) and 12 (Scotland).
For vulnerable adults (see the current legal definitions: https://www.legislation.gov.uk/uksi/2002/446/regulation/2/made)
Please note: Age of consent will vary from country to country. Check the legal guidance for any country with which you propose to work.

FOR CONSENT FORM WHERE THE RESEARCH INVOLVES WORKING WITH HUMAN TISSUE ONLY
Consent is the fundamental principle of the Human Tissue Act 2004, and the HTA Codes of Practice A (Guiding principles and fundamental principles of consent) and E (Research) are the primary sources of guidance for compliance with this standard. It is legally required to store and use ‘relevant material’ from the living or deceased for a ‘scheduled purpose’ such as research. Unless an exemption applies, it is an offence to store or use ‘relevant material’ for a ‘scheduled purpose’ without consent or for a purpose not covered by the consent terms.
Individuals taking consent must be trained in accordance with HTA standards or equivalent and should have an understanding of the HT Act. Therefore, they are required to complete the MRC “Research and Human Tissue Legislation” HTA course: https://byglearning.co.uk/mrcrsc-lms/course/index.php?categoryid=1.

WHERE RESEARCH EXCELLENCE FRAMEWORK (‘REF’) IMPACT STUDIES ARE PART OF THE RESEARCH ONLY
REF Data Protection information [if your research is likely to be part of a REF submission]. 
Where research participants are asked to provide feedback on the impact of the research, you should add a link to the Research Excellence Framework Impact Studies Privacy Notice.
Seek consent from participants for processing information for the purpose of the REF.
UKRI funded research should consider the long-term use of participant research data, including the potential for further data linkage and preservation of data when obtaining consent. Participants need, as far as possible, to give specific consent if data is to be archived and shared. In some cases it may not be appropriate to archive data, but this should be discussed at the earliest opportunity with an appropriate ESRC data service provider, for example, the UK Data Service.
The Northumbria logo is to be included in all Northumbria-generated research.




HEADINGS TO BE INCLUDED IN THE CONSENT FORM
[edit/delete yellow highlighted sections where not applicable to the study]  

Faculty of [add Faculty info here]
Department of [add Department info here]
 
Project Title: [Use a simplified title if the original title would be too technical]
Name of Researcher: [If you are a student researcher, include the name of the Supervisor but not your student ID number]
Data Protection Information: [All projects must confirm how research data and any personal data will be managed, used, and retained]
Example: I understand how Northumbria University will process my personal data, and that this information will be used only for the purpose(s) set out in the Participant Information Sheet supplied to me, and my consent to participate in this study is conditional upon the University complying with its duties and obligations under the Data Protection Act 2018 which incorporates General Data Protection Regulations (GDPR). You can find out more about how we use your information here Research Participant Privacy Notice.

Where children or vulnerable groups are involved in the study. (delete where none are involved)
[Relevant information regarding safeguarding should be included here.]
This should include Northumbria University guidance at the following link which includes contact information for the Designated Safeguarding Officer (DSO): https://www.northumbria.ac.uk/about-us/leadership-governance/vice-chancellors-office/governance-services/safeguarding/]

Where human tissue is involved in the study (delete where none included)
Scope of Consent:
Under the Human Tissue Act the scope of consent may be specific or generic. Specific consent imposes limitations on the use of the tissue for research. Generic consent typically only applies to research and involves obtaining consent to a broad remit of research allowing the tissues to be used for more than one research project. It is considered good practice by the HTA to obtain generic consent to avoid the necessity to obtain further consent in the future. Consent must still be valid whether specific or generic.
Suggested text for retaining samples for future use: 
· We would also like to seek your consent so that any remaining samples may be stored and used in possible future research – this is optional (please indicate you agree to this on the consent form). The samples will be stored with a code unique to you and securely at Northumbria University under the University’s Human Tissue Research Licence (no 12495).
· Some future studies may be carried out by researchers other than the current team, who ran the first study, which may include researchers working for commercial companies. Any samples or data used will be anonymised, and you will not be identified in anyway. If you do not agree to this any remaining samples will be disposed of in accordance with the Human Tissue Authority’s codes of practice.
Duration of consent:
Consent may be enduring, or it may be time limited. For research, it is advised that such consent should be enduring. This should be clearly indicated to the person. Enduring consent is in force until the person withdraws their consent.  

SECTIONS TO INCLUDE ON A CONSENT FORM

	COMPULSORY SECTIONS OF A CONSENT FORM
	Please initial this box to confirm consent

	I have read and understood the purpose of the study and have had the chance to ask questions about the study and these have been answered to my satisfaction	
	

	I understand that my participation is voluntary and that I am free to withdraw at any time and that this will not affect my treatment/education/care
	

	I understand the processing of my personal information required as part of my participation and the lawful basis for processing, as described in the Participant Information Sheet. (If lawful basis is consent and explicit consent ONLY) I consent to my personal data being processed.
	

	
OPTIONAL SECTIONS OF A CONSENT FORM

	

	(If appropriate) I consent to my pseudonymised research data being stored and used by others for future research.
	

	(If appropriate) I understand that my research data may be published as a report.
	

	(If appropriate) I consent to the retention of my personal information [specify what personal information will be collected] for X number of weeks, for the purpose of being re-contacted
	

	(If appropriate) I consent to being [audio and/or video] recorded and understand that the recordings will be [specify storage procedure: destroyed within X number of weeks after the data has been collected / destroyed immediately after transcription and/or stored anonymously on password-protected software and used for research purposes only]. 
	

	(If appropriate) I agree to give a sample of (blood, saliva, muscle tissue etc, as appropriate) for research in this project. I understand how the sample will be collected, that giving a sample for this research is voluntary and that I am free to withdraw my approval for the use of the sample at any time without giving a reason.
	

	(If appropriate) I understand that, as set out in the information sheet, samples and data given as part of the study will be collected and used for future research including by external organisations in the UK and overseas, and in the commercial sector.
	

	(If appropriate) The potential benefits of keeping my (blood, saliva, muscle tissue etc, as appropriate) for future research have been explained to me and (please choose one)

I agree that the samples I give, and the information gathered about me, can be stored by Northumbria University (HTA Licence number 12495) for possible use in future studies. I understand that some of these studies may be carried out by researchers other than the current team who ran the first study, including researchers working for commercial companies.
OR
I do not wish my samples to be used for any purpose other than this study.
	









	
	

	(If appropriate) Where Research Excellence Framework (‘REF’) Impact studies are part of the Research
REF Data Protection information [If your research is likely to be part of a REF submission]. DELETE where not relevant.
As a UK Higher Education institute, Northumbria University has an obligation to advance knowledge and education through its teaching and research activities. To fulfil this obligation, research participants may be asked to provide feedback on the impact of our research to comply with the requirements of the REF. You can find out how we use your information for the Research Excellence Framework Impact Studies Privacy Notice.
I understand that my data will be processed for the purpose of the REF, and consent is conditional upon the University complying with its duties and obligations under the Data Protection Act 2018 which incorporates General Data Protection Regulations (GDPR). 

	

	By signing this Consent Form, I confirm that I am willing to take part in this research study.
	



SIGNATURES
(NOTE: THIS MAY BE REPLACED BY A CLICK BUTTON TO SIGNIFY CONSENT)

	Name of Participant in full 
	Signature of Participant

	
	



	Date of Participant’s signature
	



[To be included where the consent of parent/guardian is required]
	Name of Participant in full e.g. name of child/vulnerable adult

	



	Name of Participant’s Representative (Parent/Guardian/Representative) in full 
	Signature of Participant’s Representative

	
	



	Date of Participant’s Representative’s signature
	






PARTICIPANT DEBRIEF SHEET TEMPLATE
[Delete as appropriate] Please note, a debrief sheet is not always needed. One should be created and provided to participants in the project when there is a degree of aftercare needed. Such as, when a participant may have been discussing sensitive or distressing subjects, or when they have been involved in trials or testing. You should insert resources and contact information for the participant to use if they feel like they should need further support.

Faculty of [insert your faculty]
Study Title: [insert your title]
Investigator: [insert your name]
Supervisor: [insert your supervisor’s name]
 
Thank you for participating in the research study. The information you provided was extremely useful.

What was the purpose of the study? 
Remind the participant why the study was completed. 
 
How will I find out about the information I provided? 
Example: Once the information has been transcribed, I will prepare a summary of the key information from your interview and will share it with you on [date]. You have the opportunity to check this information for accuracy.

If I change my mind and wish to withdraw the information I have provided, how do I do this? 
If for any reason, you wish to withdraw from the study, please contact me, [name], as soon as possible after you gave the interview.
 
[If applicable] Further information and support. 
If you would like further information about the study, please contact me [name].
Example: The data collected in this study may be published in journals or books or presented at conferences. The information and data you gave during this research study will only be available to me as the researcher identified in the information sheet. Should the research be presented or published in any form, all data will be anonymous (i.e. your personal information or data will not be identifiable). All information and data gathered during this research will be stored in line with GDPR. 
If the research is published in a journal or book, anonymous data may be kept for an indefinite time in line with Open Data Polices, however, please be assured that such data will not be identifiable and at no point will your personal information or data be revealed. No third parties will be handed any of your personal information or data. The only reason any information may be disclosed would be in the case where safeguarding issues may arise. In this case the University’s Safeguarding officer will be made party to your information.
This study and its protocol have received full ethical approval (delete as applicable) via the project module ethics process/from Northumbria University College of Reviewers (reference number: insert here). If you require confirmation of this, if you have any concerns or worries concerning this research, or if you wish to register a complaint, please contact: [add name of Faculty Deputy Pro-Vice Chancellor.

Thank you for participating! 

2

image1.png
e Northumbria

University

NEWCASTLE




