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IRAS ID:

Participant Information Sheet (PIS)
Part 1 - of the PIS should allow participants to decide whether they wish to read and discuss it further. It should provide clear information on the essential elements of the specific study. 
Acronyms and abbreviations must be explained when used for the first time.

The PIS must be written in simple English, using non-technical terms that a lay person can easily understand.
Please refer to the guidance below, to ensure the PIS meets the requirements of the REC/HRA:

Participant Information Quality Standards - Health Research Authority (hra.nhs.uk)
Participant Information Design and Review Principles - Health Research Authority (hra.nhs.uk)
Study Title: 
One consistent title should appear on all documents and be comprehensible to a lay person.
The full study title used on the protocol should be used.  
Chief Investigator: 
Sponsor: 
Invitation to participate in the above study:
City St George’s/St George’s University Hospitals NHS Trust would like to invite you to take part in a research study. Before you decide we would like you to understand why the research is being done and what it will involve for you. Please take time to read the following carefully and discuss it with others if you wish. A member of the research team will go through the information sheet with you and answer any questions you have. We’d suggest this should take about xx minutes.
Part 1 of the PIS tells you the purpose of this study and what will happen to you if you take part.
Part 2 gives you more detailed information about the conduct of the study.
Please ask us if there is anything that is not clear. Take time to decide whether or not you wish to take part.
What is the purpose of the study?

Purpose is an important consideration for subjects. State what the study is about and its aims. You should present it clearly and succinctly in the brief context of other work in your field. You should make it clear if the study is for an educational purpose.

Why have I been invited?

You should explain briefly how the participant was chosen, why they have been chosen and how many other participants will be in the study. If you are looking at different groups e.g. a patient group and a group of healthy volunteers, consideration should be given to producing separate PIS’s for each group. 
Do I have to take part? 

You should explain that taking part in the research is entirely voluntary. E.g.
It is up to you to decide whether or not to take part. We will describe the study and go through this information sheet. If you do decide to take part, you will be given this information sheet to keep and asked to sign a consent form. You are still free to withdraw at any time and without giving a reason. A decision to withdraw at any time or not take part will not affect the standard of care you receive.

What will happen to me if I take part?

To answer this question, we suggest you try to “put yourself in the subject’s shoes”. Potential participants should know exactly what will happen to them during the research study. The detail required will depend on the complexity of the study. It may be helpful to display information in a simple flowchart, diagram, photo, table etc. This section should include:
· How long the participant will be involved in the research;
· How long the research will last (if different);
· How often they will need to meet a researcher, visit a clinic or their GP Surgery
· Where the visits will take place;
· The length of the above visit;
· What exactly will happen and how often e.g. access to personal information/samples, questionnaires, sample collection, blood tests, X-rays, interviews etc.
It should be made clear which procedures are experimental. It should also be stated which procedures are over and above those involved in standard diagnosis or treatment. 

All invasive procedures must be explained. It is also essential to explain whether any normal treatment will be withheld for all or part of the study.

Long term monitoring/follow-up should be mentioned.
If the study involves video/audio taping or photography, you should explain what is intended including confidentiality issues.
You should set out simple the research methods you intend to use. 
Randomised Trial (please include the following text): Sometimes we don’t know which way of treating patients is best. To find out, we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same to start with, each patient is put into a group by chance (randomly). (You should tell patients what chance they have to getting the study drug/treatment e.g. Which treatment you are given will be decided by chance (like tossing a coin) and you will have a 50:50 chance of being on each treatment.). Cross-over trial: In a ‘cross over trial’ the groups each have the different treatments in turn. There may be a break between treatments so that the first drugs are cleared from your body before you start the new treatment. Blind trial: In a ‘blind trial’ you will not know which treatment group you are in. If the trial is a ‘double blind trial’, neither you nor your doctor will know in which treatment group you are (although, if your doctor needs to find out he/she can do so). 

Expenses and payments

You should explain if expenses (e.g. travel, meals, chid-care, compensation for loss of earnings, etc.) are available and you should consider whether any vouchers, gifts etc. which you are intending to give as a ‘thank-you’ for participation, should be detailed in the PIS. 
What do I have to do? 

Set down briefly and clearly what you expect of your research subjects.
For medical/device studies:

· Include a short description of the drug/device and/or Investigational Medicinal Product (IMP) for Clinical Trials of IMPs, 

· Stage of development of the drug and method of administration,

· Details of any contraindicated drugs including over the counter drugs, 

· Explain (if appropriate) that subjects should take the study medication regularly as directed and
· Whether they can take their regular medication or other prescribed over the counter medicines.
It should also be considered and explained:

· Whether they can participate in the study if they are or have been involved in other studies (specify how long)
· Other essential study requirements e.g. attendance at all scheduled visits, keeping diaries, filling questionnaires etc. 
· Any lifestyle, medical health products or dietary restrictions should be stated.
What are the alternatives for diagnosis or treatment?

You should explain other possible treatments in therapeutic research, with the important comparative risks and benefits. For a multi-site study, the Chief Investigator (CI) should check on local variations in alternative treatments, which may need to be reflected in the information given to the main REC for approval. 
What are the possible disadvantages and risks of taking part?

Risk of the disease/condition/illness and the risk of research should be carefully considered. Any risks, discomfort or inconvenience of participation itself should be briefly outlined in this section.
In designing the PIS you should consider insurance issues and whether patients should be informed that their participation may affect insurance cover. If it is a possibility, the potential participant should be told what would happen if other conditions were discovered of which he or she was unaware e.g. – Before participating you should consider if this will affect any insurance you have and seek advice if necessary. 
What are the side-effects of any treatment received when taking part?

For any drug or procedure you should explain the possible side-effects. For any new drug it should be explained that there might be unknown side effects. 
ICH GCP requires participants to be told about ‘reasonably foreseeable risks’. The information should be prioritised in terms of seriousness, severity and frequency. Side effects should be listed in terms the participant will clearly understand (e.g. ‘damage to the heart’ rather than ‘cardiac toxicity’; ‘abnormalities of liver tests’ rather than ‘raised liver enzymes’). The level of detail should also be influenced by the expected benefit from the treatment and the underlying prognosis of the condition. 
If participants suffer these or any other symptoms they should be given clear guidance on when, how and whom to report. Contact numbers should be given clearly and boldly. 
Radiation and the Ionising Radiation (Medical Exposure) Regulations – IRMER

If the ionising radiation is part of the study (X-rays, MRI scans etc.), then information must be given to the participant on the radiation involved and dosage, in everyday terms that they can understand. Since treatments may differ at individual sites in a multi-site study, expert local advice must be sought for each site. The CI should check on local variations so that the range can be reflected in the information given to the main REC to approval. Relevant information can then be drawn to the attention of participants at each trial site. 

Harm to unborn child: therapeutic studies 

Complete this section carefully. In certain circumstances its use would be inappropriate. 

For women A clear warning must be given in studies where there could be harm to an unborn child or there was risk in breast-feeding. The information should include the need for pregnancy testing, contraceptive requirements, and reporting of a pregnancy during the trial. If any pregnancy were to be monitored, this needs to be made clear, particularly if the mother’s notes or child’s notes are going to be accessed. If the baby will be followed up or examined post-natal, this should also be explained. 

For men There should also be an appropriate warning and advice for men if the treatment could damage sperm and consequently the fetus. Information concerning the importance of careful contraception and what to do if their partner becomes pregnant is essential. Specific advice for pregnant partners may be needed, including information on any compensation arrangements.
What are the possible benefits of taking part? 
Explain these, but where there is no intended clinical benefit this should be stated clearly. It is important not to exaggerate potential benefits (e.g. we cannot promise the study will help you but the information we get from this study will help improve the treatment of people with [name of condition]. 

Risk and benefit should always be sensibly linked to avoid losing clarity about the balance of risk and benefit. 

What happens when the research study stops?

The arrangements after a therapeutic trial must be given, particularly if this differs from that normally expected for their medical condition. It must be clear whether the participant will have continued access to any benefits or intervention they may have obtained during the research. If the treatment will not be available after the research finishes this should be explained to the participant with information on what treatment will be available instead. 

You should consider whether and when it may be possible to tell participants what arm of the study they were in. 

What if there is a problem? 

A short statement could be given here e.g.

Any complaint about the way you have been dealt with or any possible harm you might suffer will be addressed. The detailed information on this is given in part 2

Will my taking part in the study be kept confidential?

A short general statement can be given here e.g.:
Yes, we will follow ethical and legal practice and all information about you will be handled in confidence.  The details are included in Part 2.

This completes Part 1. If the information in Part 1 has interested you and you are considering participation, please read the additional information in part 2 before making any decision.

Part 2

What if relevant new information becomes available?

You will need to tell the participant about this. The following is an example: 

Sometimes we get new information about the treatment being studied. If this happens your research doctor will tell you and discuss whether you should continue in the study. If you decide not to carry on, your research doctor will make arrangements for your care to continue. If you decide to continue in the study he/she may ask you to sign an agreement outlining the discussion.

OR If this happens, your research doctor might consider you should withdraw from the study. He/She will explain the reasons and arrange for your care to continue. OR If the study is stopped for any other reason, we will tell you and arrange your continuing care. 

What will happen if I don’t want to carry on with this study?

Explain what the subject can and cannot expect if he or she withdraws. In a clinical trial, the participant may wish to withdraw entirely or may wish to withdraw from the treatment but be willing to continue to be followed up. If there are any restrictions on withdrawal e.g. a single intervention will take place, but they may withdraw from further data collection, this should be made clear. If continuing follow-up is genuinely in the participant’s own interests, or an ‘exit’ check up will be needed this should be stated. The participant, however, retains the right to decide if data from the visit can be used.
The position on retention/destruction of data/samples on withdrawal must be made clear. In a clinical trial it is usually important to retain data already collected and may be important to collect further outcome data on an ‘intention to treat’ basis. It is important to make your intentions clear to the participant and ask for the relevant consent e.g.:
If you withdraw from the study, we will destroy all your identifiable samples, but we would like to use the data collected up to your withdrawal’

Or

You can withdraw from treatment, but still keep in contact with us to let us know your progress. With your permission, we would like to keep the information collected already but would not collect any more. We would also like to keep the samples collected already but any stored blood or tissue samples that can still be identified as yours will be destroyed if you wish. 

What if there is a problem?

You should inform patients how complaints will be handled and what redress may be available. You will need to distinguish between complaints from patients about their treatment by members of staff and something serious happening during or following their participation in the trial i.e. a reportable Serious Adverse Event (SAE). There should be a procedure for both.
Complaints:

A contact number should be given. This may be the researcher, who can try to solve the problem in the first instance.  However a participant may not wish to complain to the researcher if he/she is the object of the complaint and may wish to make a more formal complaint. The contact details for the Patient Advice and Liaison Service (PALS) or an equivalent should be included.
The following is an example:
 If you wish to complain, or have any concerns about any aspect of the way you have been treated during the course of this study then you speak with the researchers who will do their best to answer your questions or concerns.  (Insert name and contact details).  The normal National Health Service complaints mechanisms are also available to you.  If you are still not satisfied with the response, you may contact the Joint Research and Enterprise Services team.  
Harm:

Appropriate redress and/or compensation should be available and details of insurance/indemnity schemes should be given.
St George’s University Hospitals NHS Foundation Trust sponsored research:
NHS bodies are liable for clinical negligence and other negligent harm to individuals covered by their duty of care. NHS Institutions employing researchers are liable for negligent harm caused by the design of studies they initiate. The provision of such indemnity for negligent harm should be stated to the participant. 
The following is an example of text for this section:

In the event that something goes wrong and you are harmed during the research and this is due to someone’s negligence then you may have grounds for legal action for compensation against the sponsor (St George’s University Hospitals NHS Foundation Trust), but you may have to pay your legal costs. The normal NHS complaints mechanism will still be available to you.
City St George’s University of London sponsored research:
The following is an example:
City St George’s, University of London has agreed that if you are harmed as a result of your participation in the study, you will be compensated, provided that, on the balance of probabilities, an injury was caused as a direct result of the intervention or procedures you received during the course of the study. These special compensation arrangements apply where an injury is caused to you that would not have occurred if you were not in the trial. We would not be bound to pay compensation where: -The injury resulted from a drug or procedure outside the trial protocol and/or -The protocol was not followed. These arrangements do not affect your right to pursue a claim through legal action.

Will my taking part in the study be kept confidential?

You should tell the participant how their confidentiality will be safeguarded during and after the study. You may wish to tell the participants how your procedures for handling, processing, storage and destruction of their data match the Caldicott principles and/or appropriate legislation. 

The participant should be told:

· How their data will be collected;
· That it will be stored securely, giving the custodian and level of identifiably (e.g. coded, anonymous etc.)

· What it will be used for. It must be clear if the data is to be retained for use in future studies and whether further REC approval will be sought;
· Who will have access to view identifiable data (authorised persons such as researchers, sponsors, regulatory authorities and R&D audit (for monitoring of the quality of the research) etc (not normally RECs in the UK);
· How long it will be retained and that it will be disposed of securely.
You should explain if the participant’s GP (or other health professional) needs to be notified of their participation and seek consent. You should explain what information will be exchanged. If you will inform the participant’s GP about any findings from the study, you will also need to state this.
There may be circumstances in which informing the GP is not necessary, acceptable or possible.

A suggested form of words that you may wish to include for might be:

All information which is collected about you during the course of the research will be kept strictly confidential, and any information about you which leaves the hospital/surgery will have your name and address removed so that you cannot be recognised (if it is applicable to your research).

Participants have the right to check the accuracy of data held about them and correct any errors. 
How will we use information about you? 

We will need to use information from [you] [from your medical records] [your GP] [OTHER] for this research project.

This information will include your: 
· Initials
· NHS number
· Name
· Contact details
· Other – please add other identifiers held by the sponsor and/or the site

People will use this information to do the research or to check your records to make sure that the research is being done properly.
OPTION where applicable: People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead.
OPTION: [insert name of sponsor] is the sponsor of this research, and is responsible for looking after your information. We will keep all information about you safe and secure by:

· list some of the steps you will take to keep information secure

International transfers

Your data will not be shared outside the UK.
OR  (include this if there is a possibility it will be in the future even if de-identified) 
We may share data about you outside the UK for research-related purposes to:

In bullet points, concisely list the reasons why you will send data out of the UK
If this happens, we will only share the data that is needed. We will also make sure you can’t be identified from the data that is shared where possible. This may not be possible under certain circumstances – for instance, if you have a rare illness, it may still be possible to identify you. If your data is shared outside the UK, it will be with the following organisations:

[insert list of any organisations where data will/may be shared]
We will make sure your data is protected. Anyone who accesses your data outside the UK must do what we tell them so that your data has a similar level of protection as it does under UK law. We will make sure your data is safe outside the UK by doing the following:
· (Some of) the countries your data will be shared with have an adequacy decision in place. This means that we know their laws offer a similar level of protection to data protection laws in the UK.
· We will have a written contract with them which will not allow those who access your data outside the UK to use it for anything other than what the contract says.
· We need other organisations to have appropriate security measures to protect your data which are consistent with the data security and confidentiality obligations we have. This includes having appropriate measures to protect your data against accidental loss and unauthorised access, use, changes or sharing.
· We have procedures in place to deal with any suspected personal data breach.  We will tell you and applicable regulators when there has been a breach of your personal data when we legally have to. For further details about UK breach reporting rules visit the Information Commissioner's Office (ICO) website.
Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study. 

We will securely archive your study data for a minimum of XX years. The study data will then be securely destroyed.

What are your choices about how your information is used?
You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have.
OPTION if follow up data will be collected after withdrawal: If you choose to stop taking part in the study, we would like to continue collecting information about your health from [central NHS records / your hospital / your GP]. If you do not want this to happen, tell us and we will stop
You have the right to ask us to remove, change or delete data we hold about you for the purposes of the study. We might not always be able to do this if it means we cannot use your data to do the research. If so, we will tell you why we cannot do this

OPTION if data will be used for future research: If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study. [Insert details of any specific bank / repository]
Where can you find out more about how your information is used?
You can find out more about how we use your information here including the specific mechanism used by us when transferring your personal data out of the UK (this will be dependent on who is the sponsor of the study):
https://www.sgul.ac.uk/about/our-professional-services/information-services/information-governance/data-protection/privacy-notice
OR https://www.stgeorges.nhs.uk/education-and-research/research/research-privacy-notice/
You can ask a member of the research team.

You can contact the sponsor’s Data Protection Officer (add their details).
For general information on how the NHS uses research data please visit:

www.hra.nhs.uk/patientdataandresearch
What will happen to any samples I give?

It should be clear to the participant in the description of study procedures whether:
· New samples will be taken (e.g. blood, tissue, specifically for this study);
· Samples excess to a clinical procedure will be asked for;
· Access to existing stored samples will be asked for.
The same type of information, as for data is needed. This should include:
· The secure procedures for collecting, using and storing samples;
· Any possible intended use in future for research that cannot yet be specified. A separated or two-part consent form if future use is intended and it should be clear if further REC approval will be sought;
· Who will have access;
· The level of identifiably (for this study and for storage for future studies); 

· Provision for destruction;
· Procedures for possible feedback of individually significant information from their use;
· Whether samples will be transferred outside the UK.
If there is any possibility that samples may be used in future research, we strongly advise prospective consent is obtained.
Will any genetic tests be done?

A separate consent form (or clause) for genetic studies should be used to allow participants to take part in the main study alone without joining a genetic sub-study, unless this is a necessary condition of entry.
What will happen to the results of the research study?

Participants’ often want to know the results of a study they have been in.
The results could be separated into ‘broad scientific results of a trial’ and ‘results relevant to the individual’. Consider both as appropriate, but they may need different management.

You should tell the participants what will happen to the results of the research, whether it is intended to publish the results and how the results will be made available to participants. You should add that they will not be identified in any report/publication unless they have given their consent. 
If your research or collection of data/samples is likely to directly feed into a discovery of commercial value, you need to make it explicit that:

· Your study may have commercial benefit.

· Participants will not benefit financially in any way, if commercialisation of any research findings are successful.
Who is organising and funding the research?

The answer should include the organisation or company sponsoring the research and the organisation or company funding the research (if these are different) and explain their role in the study (e.g. Medical Research Charity, Pharmaceutical Company or academic institution). 

The patient should be told whether the doctor conducting the research is being paid for including and looking after the patients in the study and has any conflicts of interests. These must be declared to the REC and participant. 

The following is an example: 

The sponsors of this study 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?

A suggested form of words that you may wish to include for might be:

All research in the NHS is looked at by independent group of people, called a Research Ethics Committee (REC), to protect your interests. This study has been reviewed and given a favourable opinion by ______________Research Ethics Committee. 

The information sheet should be dated and given a version number (referring to a protocol number if necessary) and the information sheet should state that the participant will be given a copy and a signed consent form to keep. 

Further Information and Contact Details

Participants may want further information. This could be subdivided:

1. General information about research.

2. Specific information about this research project. 

3. Advice as to whether they should participate. 

4. Who they should approach if unhappy with the study. 

You should give the participant an appropriate contact point for any or all these categories. For (1) this may be information from documents or websites. It is likely that (2) will need to be provided by someone in the research team. Similarly (3) might be provided by members of the team but other possibilities might be one of the potential participant’s health care professionals. This can be your name or that of another doctor/nurse involved in the study.
You should also provide a contact number if a subject had any concerns during the study, if this is different. For some studies an emergency contact number (which will be manned out-of-hours), should be given and clearly displayed. In a multi-site trial, the numbers must be appropriate for each site. 
Short Study Title, 
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