Guidance for Researchers
Information on Participant Information Sheet Template – please read before starting


The information provided to participants is crucial for a number of reasons:  It explains to individuals everything that will happen to them, should they consent to participate; it allows them to weigh up the risks and benefits of taking part; and it ensures that the information provided to them is fully documented from a legal perspective.  All of the above should be achieved in as concise a way as possible, without compromising clarity.
This template is a guide to help researchers design study information sheets.  It has been designed with reference to HRA Participant Information Sheet Preparation Guidance (http://www.hra-decisiontools.org.uk/consent/)

· Sample text is italicised.  Alter or delete as required as you produce the draft.
· Standard required text is underlined.  This includes complaints contacts and statements provided by our insurer.  Please remove underline when you incorporate into your document.
· Main headings are in bold. Headings can remain in this format if desired.  Some headings may be deleted or added as relevant for your study.
All advisory text should be deleted before finalising the document.
Repetition of information throughout the participant information sheet is not necessary; it may be useful to cross-reference to other section(s) to avoid repetition.
The Consent form template is provided as separate template, please refer to the template when you develop yours. 

Should you require assistance, contact either CTRG (University) or R&D (OUH) as early as possible in the planning stage:
http://www.admin.ox.ac.uk/researchsupport/ctrg/
http://www.ouh.nhs.uk/researchers/default.aspx
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Add contact details of the
local research team and 
either the Chief or Local Investigator

PARTICIPANT INFORMATION SHEET
<Study Title>: The title could be the same as in the protocol or a simplified version understandable to a lay person. If the latter, this should be used as the short title in the IRAS form.  The titles must be consistent throughout the documentation.
Invitation paragraph: It must be clear that you are inviting potential participants to consider taking part in your research and that participation is entirely voluntary.

Example:
We'd like to invite you to take part in our research study. Before you decide, it is important that you understand why the research is being done and what it would involve for you. Please take time to read this information, and discuss it with others if you wish. If there is anything that is not clear, or if you would like more information, please ask us.
What is the purpose of the study?
Provide a brief outline of the purpose of your study in lay language. Do not cut and paste directly from the protocol.
Why have I been invited?
· Explain specifically why the participant has been invited (e.g. because they have a specific condition, or because they are healthy individuals)
· State how many participants you are intending to involve and their characteristics (e.g. healthy volunteers, people with x condition).
Do I have to take part?
· The answer is ‘No’: It should be clear that taking part is entirely voluntary.
· Participant can withdraw if he/she later changes his/her mind, without giving a reason;
· Withdrawal will not affect clinical care (if participants are patients).
What will happen to me if I decide to take part?
This section details what will be involved in your research study from a participant’s point of view, and in the order they will experience it.  If there are multiple study visits, describe them in turn.
· If research is taking place in the context of clinical care, make clear which parts are research and which standard care.
· A table or flow chart can provide clarity when describing a complex series of interventions.
Consider:
· How long the participant will be involved in the research; how often they will need to attend a research session; and how long visits will be.
· If you will be allocating participants randomly to study medication(s) and/or placebo, describe what it means in lay terms.
· If you will be collecting samples, give an idea of amounts. Blood volume may be more meaningfully expressed in tablespoons: 5ml is equivalent to 1 teaspoon, 15ml is 1 tablespoon. Biopsies may be compared to grains of rice.
· If you will be using tissue samples, state whether the tissue will be collected as part of clinical care. Are you requesting use of tissue surplus to diagnostic need, or collecting additional samples? 
· Outline any plans for long-term monitoring/follow-up, including ‘passive’ follow up through medical notes or data gained from central NHS registries (such as NHS Digital / NHS Central Register).
· If the study involves the use of any ionising radiation (e.g. x-rays) or non-ionising radiation, such as MRI scans, please add template consent form point 11 to your consent form.
What should I consider?
You should explain:
· Conditions which may exclude individuals from participation;
· Whether they can continue to take their regular medication or other prescribed or over-the-counter medicines;
· Any requirements for contraception;
· Whether they can participate if they are involved in other research studies.
Are there any possible disadvantages or risks from taking part?
Provide a fair and honest evaluation of the possible consequences of key research procedures and drugs: risks and their relative likelihoods, as well as what you will do to mitigate these risks.  For example:
Procedures: 
· Blood samples: the possibility of bruising and/or fainting
· Biopsies: the possibility of bruising, infection (mitigated by antiseptic, trained staff).
· Additional radiation when the study involves any ionising radiation: the implications of doses in addition to standard care.
· Questionnaires or interview questions that may cause distress: give indication of kinds of questions you will be asking, and outline what would happen if a participant becomes upset.

Study Drugs:
· State whether the drug is commonly used for the indication being researched or for other conditions, or whether it is ‘first in man’
· State known side effects of study drugs. You could use a table such as:

	Side Effect
	Frequency

	
	Very common (in more than 1 in 10 participants)

	
	Common (more than 1 in 100 but fewer than 1 in 10)

	
	Uncommon (more than 1 in 1000 but fewer than 1 in 100)



What are the possible benefits of taking part?
· Sometimes participants can benefit directly. If this is so, be clear; if not, be equally clear that there is no benefit.
· Ensure that potential participants are aware that you do not know what the outcome will be, and this is why you are conducting the research.
Will my General Practitioner/family doctor (GP) be informed of my participation?
· GPs should be notified if study participation could affect clinical care of participants. (GPs should be provided with a letter and the study information sheet.)
· There may also be instances where GPs will be contacted to follow up incidental findings that may be of clinical significance, such as high blood pressure or indications of depression.
· If the GP will be informed of participation or may be notified of findings requiring follow up, make this clear and add a version of template consent form point 6 to your consent form.
Will my taking part in the study be kept confidential?
· Explain arrangements made to ensure that information is kept secure. For example, where participant’s identifiable data will be stored, what security arrangement is in place, and what will happen to the data once the study ended (If you are intending to approach participants in the future please consider adding information into a separate  section “Participation in future research”.

· Explain in what form you will hold information. For example, will participants be identified by study code only?  Will you destroy all direct identifiers and store only data from which participants cannot be identified? Limits on anonymity should be made clear to participants. Since complete anonymity is difficult to achieve, it is more in keeping with data protection regulation to refer to data as ‘de-identified’. Note that if you anonymise in this way during the study, it will not be possible for participants to withdraw their data. They should be informed of this here and/or in the section discussing withdrawal.

· Include the following text:
Responsible members of the University of Oxford [and the relevant NHS Trust(s)] may be given access to data for monitoring and/or audit of the study to ensure that the research is complying with applicable regulations. (There is a related mandatory point 2 on the consent form template)

Other considerations:
· If you are not part of the clinical care team of patients, you cannot access their medical notes without their consent. For screening/identification for recruitment, see information about invitation letters in “Guidance for Researchers Seeking Sponsorship.”
· If you are intending to check contact details or health status in future (e.g. for follow up) using  NHS Digital or the NHS Central Register (Scotland), state this, and add template consent form point 7 to your consent form.
· If your study will involve video/audio-recording, outline what will happen to these recordings in the longer term; and, if transcribed, whether the recordings will be destroyed. If using video or audio recording, please add template consent form point 5 to your consent form.
Will I be reimbursed for taking part?
· Make clear whether they will be compensated for their time, inconvenience for having to take medications or for having to donate blood or tissue samples. It is important that potential participants understand how these payments might be influenced by the duration of their involvement in your study (whether pro rata) or by factors such as the completeness of diaries they provide.
· Make clear whether they and/or others who might accompany them will be reimbursed for their expenses such as: travel, meals, childcare. It should not cost participants to contribute to research; at a minimum, travel should be reimbursed.  This expense may sometimes be avoided by having research visits coincide with regular clinical appointments.
What will happen to the samples I give?
· State how they will be used in the research (where they will be transferred or held, what analysis will take place) and in what form.    Add template consent form point 4 to your consent form.
· Note that if your study involves the analysis or use of DNA, anonymising this data may not be possible. For example, include:
To help keep your information confidential, your sample and any information recorded about you in this study will be ‘de-identified’ and assigned a study code. However, your DNA is unique to you so it can never be completely anonymous.
· You should also give potential participants information on your plans for any samples remaining after your specific piece of research has ended, such as whether they will be destroyed or stored, with consent, for future use.
· If kept for future use, it is worth ‘future proofing’ by indicating that this research may happen outside of the UK. Consider whether they may be used by commercial companies. For instance:
Your anonymised samples will be used mainly by local researchers (if applicable), but ethically approved research projects may take place in hospitals, universities, non-profit institutions or commercial laboratories worldwide.
· Please add template consent form point 12 to your consent form.
· It will also be necessary to retain the consent form (personal data) until the sample has been depleted or destroyed, in order to meet the traceability requirements of the Human Tissue Act.
·  If samples are to be kept for future use,please include the following statement in the below section when stating the retention period of consent forms, instead of referring to IRAS A44: If you agree to your samples being used in future research, your consent form will be held until the samples have been depleted or destroyed.

What will happen to my data?
General Data Protection Regulations (GDPR) require mention of data controller (University of Oxford), legal basis for processing, and more explicit details about what personal data will be held by whom, for what purposes, and for how long. Detailed guidance on data protection for researchers is available here: https://researchsupport.admin.ox.ac.uk/sites/default/files/researchsupport/documents/media/data_protection_and_research.pdf
 
Recommended text: 
Data protection regulation requires that we state the legal basis for processing information about you.  In the case of research, this is ‘a task in the public interest.’ The University of Oxford is the data controller and is responsible for looking after your information and using it properly.  
We will be using information from [source: e.g. you and your medical records, NHS Digital and other central NHS registries] and will use the minimum personally-identifiable information possible. We will keep identifiable information about you for [time as per IRAS A43] after the study has finished. We will store the de-identified research data and any research documents with personal information, such as consent forms, securely at the University of Oxford for [time as per IRAS A44, unless samples to be retained for future research – see above - or contact details held for contact regarding future research – see below] after the end of the study. [can add reason it is held, e.g as part of the research record]
If there is a site processing details also add the following:
The [local NHS Trust or local study team] will use your [list details, e.g. name, NHS number, home address, and contact details], to [give reason: e.g. contact you about the research study, and make sure that relevant information about the study is recorded for your care, and to oversee the quality of the study].   They will keep identifiable information about you from this study for [time as per IRAS 43] after the study has finished.  
If consent forms or other personal details will be archived at site, this may be as per A44 or as per local Trust archiving policy]
Data protection regulation provides you with control over your personal data and how it is used.  When you agree to your information being used in research, however, some of those rights may be limited in order for the research to be reliable and accurate. Further information about your rights with respect to your personal data is available at http://www.admin.ox.ac.uk/councilsec/compliance/gdpr/individualrights/] 

You can find out more about how we use your information by contacting [CI or study team email] 

· It may be possible here to refer to the section on confidentiality.
· If personal data will be shared with others outside the EU, you should make potential participants aware that such countries might not offer the same level of protection of privacy as that demanded by law in the UK. Inform potential participants of the steps you will take to ensure that any such transfer of information abroad will not compromise confidentiality, and obtain explicit consent for the transfer of personal data.
What will happen if I don't want to carry on with the study?
Make clear that:
· Participation is voluntary and participants may change their minds at a later stage.
· Withdrawal will not affect the care they receive from any relevant service (e.g. for patients, from the NHS).
· What procedure is in place in case of withdrawal?
· Are there any safety implications? Will participant be followed up and a final visit arranged? 
· Will samples and data collected to point of withdrawal be retained for the study, removed, or will the participant have a choice?
· If the study intends to retain tissue or data for future research, specify the effect of withdrawal on future use.


Examples: 
· If you withdraw from the study, we will destroy all your identifiable samples, but will use the data collected up to your withdrawal. (this is an example of how a participant’s rights are ‘limited’)  Or;
· If you withdraw from the study, unless you state otherwise, any blood or tissue samples which have been collected whilst you have been in the study will be used for research as detailed in this participant information sheet. You are free to request that your blood or tissue samples are destroyed at any time during or after the study.   Or;
· Any stored blood or tissue samples that can still be identified as yours will be destroyed if you wish.
What will happen to the results of this study? Alternatively: What happens at the end of the study?
· Reassure potential participants that they will not be identified from any report or publication placed in the public domain. If they will be (for instance, with images of faces) it will be necessary to obtain specific consent for this.
· You should inform potential participants of your intentions with respect to:
· Publishing research findings; 
· Presenting your findings at conferences;
· Feeding back findings to participants themselves. Will you provide them with a summary, or add in a link to a website from which they could get the information, or ask them to contact you?
· Indicate whether the study is part of an educational project, such as fulfilment of requirements for a DPhil.  For example:
Some of the research being undertaken will also contribute to the fulfilment of an educational requirement (e.g. a doctoral thesis).
What if we find something unexpected?
Consider whether analysis of images, samples, or questionnaire responses might produce findings of clinical significance for participants or (in cases of some genetic analysis) their relatives. If so, specify the management pathway of these incidental findings.  This will typically involve clinical verification and/or referral to the participant’s GP.
What if there is a problem?
· Please include the following, provided by the University Risk and Insurance Manager:
The University of Oxford, as Sponsor, has appropriate insurance in place in the unlikely event that you suffer any harm as a direct consequence of your participation in this study.
· If there is a clinical procedure taking place in the study, add also the following statement:
NHS indemnity operates in respect of the clinical treatment which is provided.
· Please include the following complaints statement. The contact details for the investigator must be added, as the CI has the overall responsibility for the study
If you wish to complain about any aspect of the way in which you have been approached or treated, or how your information is handled during the course of this study, you should contact <name of investigator><contact details (phone number & email)> or you may contact the University of Oxford Clinical Trials and Research Governance (CTRG) office on 01865 616480, or the head of CTRG, email ctrg@admin.ox.ac.uk.
· Please include a statement (if the study involves any procedures that would be part of a patient’s standard care) informing the participant about PALS (Patient Advisory Liaison Service):
The Patient Advisory Liaison Service (PALS) is a confidential NHS service that can provide you with support for any complaints or queries you may have regarding the care you receive as an NHS patient. PALS is unable to provide information about this research study. 
If you wish to contact the PALS team please contact <insert relevant NHS site phone number and email from the PALS website http://www.ouh.nhs.uk/patient-guide/pals.aspx>.
 
How have patients and the public been involved in this study?

· Patient and public involvement (PPI) is increasingly encouraged by funders and regulators. Potential
participants may have greater confidence in taking part if they know that patients or the public have 
been involved in planning your study. Guidance and resources are available at www.invo.org.uk/

Examples may include:
· Service users helped develop the research topic and what research questions should be asked and one of them is a co-applicant who will continue to be involved in the study.
· Potential participants were involved in reviewing the Participant Information Sheet.
· In designing this study we have taken into account patient opinions on the frequency of participant visits and the tests that we will carry out.
· Potential participants were involved in describing the inclusion and exclusion criteria for people taking part in this study.
It may be useful to include one or both of the following links to general information about taking part in research: 
· www.crn.nihr.ac.uk/can-help/patients-carers-public/how-to-take-part-in-a-study/
· www.nhs.uk/Conditions/Clinical-trials/Pages/Introduction.aspx
Who is organising and funding the study?
· Inform potential participants which organisations are sponsoring and which are funding your research (e.g. medical research charity, pharmaceutical company, academic institution, NHS organisation etc.).
· Potential participants should be told whether their doctor is being paid for their role in the study and if any conflicts of interest exist. For example:
Researchers will pay (name of hospital department or research fund) for including you in this study.       Or
Your doctor will be paid for including you in this study.
Who has reviewed the study?
Provide details of the research ethics committee who has reviewed and approved the study.
All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee, to protect participants’ interests. This study has been reviewed and given favourable opinion by _______________Research Ethics Committee.
Participation in future research:
If you are intending to approach participants in the future, make it clear where their personal details will be kept  - for instance, Your contact details would be held separately from this study on [describe arrangements – eg, a password protected computer in the Department of XY] 
State that all contact will come from your research team in the first instance, that agreeing to be contacted does not oblige them to take part in future research, and they can be removed from this register at any time they wish.

As a result of GDPR, retention of contact details for communication of future research opportunities now requires evidence of consent for holding such identifiable details (i.e. the consent form must be retained for as long as the details are held). Where contact details are to be retained in this manner, please include the following additional statement in the above section ‘What will happen to my data?’ This should replace reference to IRAS A44: If you agree to your details being held to be contacted regarding future research, we will retain a copy of your consent form until such time as your details are removed from our database but will keep the consent form and your details separate.

Add template consent form point 12 to your consent form.

Further information and contact details:
Please contact <   > by  <   >(telephone, e-mail, in writing)
Thank you for reading this information.    Or;
Thank you for considering taking part.


APPENDIX A:
For studies involving MRI scanning
The following statement was designed together with Oxford Centre for Functional Magnetic Resonance Imaging of the Brain (FMRIB). If you are intending to use MRI scanning consider adding this wording.
Are there any risks in taking part in this study?
MRI is safe and non-invasive and does not involve any ionising radiation (x-rays).  However, because they use a large magnet to work, MRI scans are not suitable for everybody. Because of this, you will be asked pre-screening safety questions to help determine if you are able to take part. For example, if you suffer from claustrophobia, you could not be scanned. Normally, MRI scanning for research purposes would not be performed without further investigation if you have a heart pacemaker, mechanical heart valve, mechanical implant such as an aneurysm clip, hip replacement, or if you carry other pieces of metal that have accidentally entered your body. While there is no evidence to suggest that MRI is harmful to unborn babies, as a precaution, the Department of Health advises against scanning pregnant women unless there is a clinical benefit.  We do not test for pregnancy as routine so if you think you may be pregnant you should not take part in this study. As some of the scans are noisy, we would give you earplugs, head padding or headphones to make this quieter for you. It is important that these are fitted correctly as they are designed to protect your ears. In preparation for your scan and for your comfort and safety we may ask you to change into pocketless and metal free "pyjama-style" top and trousers, which are available in a range of sizes. You may keep your underwear and socks on, but we would ask ladies to remove underwired bras. If you have a suitable sports type bra you may wear this instead. Metal jewellery, including body piercing, must also be removed. Eye shadow and mascara must also be avoided, since some types contain materials that can interact with the magnetic field. If you wish to wear eye makeup to your scan we can provide makeup removal wipes but you are advised to bring your own makeup to reapply. Lockers are provided to secure your personal belongings and clothing.

[For 7T studies - Some people scanned in MRI scanners, especially 7 Tesla scanners, may experience a mild dizzy sensation as they are moved into the scanner.  This is normal and the sensation starts to go away as soon as you are in the scanner.]

It is important to note that we do not carry out scans for diagnostic purposes, and therefore these scans are not a substitute for a doctor’s appointment. Our scans are not routinely looked at by a doctor; rather our scans are intended for research purposes only. Occasionally a possible abnormality may be detected. In this case, we would have the scan checked by a doctor.  If the doctor felt that the abnormality was medically important, you would be contacted directly and recommended to have a hospital (NHS) diagnostic scan arranged. All information about you is kept strictly confidential.
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