Guidance for design of information sheets for competent adults

It is recommended that the document be headed ‘Patient Information Sheet’, or ‘Participant Information Sheet’ where the participants are not patients.

1 Study Title
One consistent title for the study should appear on all the documents and should be self-explanatory to a layperson.  The simplified title, given on the REC application form after the full title, is usually the most suitable. An appropriate protocol reference should appear on the IS and Consent Form, with the version number, and date to permit cross-reference. If acronyms are used in the title they must be spelled out in full the first time they appear. The title should not consist of an acronym alone.

2 Invitation paragraph

This should explain that the participant is being asked to take part in a research study.  The following is an example:

‘You are being invited to take part in a research study.  Before you decide it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully. Talk to others about the study if you wish.   Please ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.
3 What is the purpose of the study and why have I been chosen?
The background and aim of the study should be given here.  The purpose should be brief but informative and should not mislead.  You should explain briefly why and how the participant was chosen and how many other participants will be studied.   It should be made clear if the study is a student research project, type of qualificiation, and also their supervisor’s details.
You should be able to tell the patients 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 consented to release such information
You should include a short description of the drug, device or procedure and give the stage of development. You should, when appropriate, state the dosage of the drug and method of administration.  Details are needed of any contraindicated drugs, including over the counter drugs. Appropriate arrangements to inform clinics or doctors supervising their treatment must be explained. 
4 Do I have to take part?
You should explain that taking part in the research is entirely voluntary.  The following is an example:

‘No.  It is up to you to decide whether or not to take part.  If you do, you will be given this information sheet to keep and be 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 a decision not to take part, will not affect the standard of care you receive’. 

If there are any restrictions on withdrawal, e.g. a single intervention will take place but they may withdraw from any 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, then this should be stated. The participant, however, retains the right to decide if data from this 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 the ‘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 will need to use the data collected up to your withdrawal.’  

‘You can withdraw from treatment but keep in contact with us to let us know your progress.  Information collected may still be used.  Any stored blood or tissue samples that can still be identified as yours will be destroyed if you wish’. 
5 What are the alternatives for diagnosis or treatment?

For therapeutic research the participant should be told what other managements are available, with the important comparative risks and benefits. It should not just be stated that ‘your doctor will tell you what alternatives are available'.  Standard hospital/GP leaflets on alternative treatments may be useful to the participant.  For a multi-site study, the Chief Investigator should check on local variations in alternative treatments, which may need to be reflected in the information given to the main REC for approval. Relevant information can then be drawn to the attention of participants at each trial site.
6 What will happen to me if I take part?
The 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 should be clear which procedures are experimental. It should also be stated which procedures are over and above those involved in standard diagnosis and treatment and whether any normal treatment will be withheld for all or part of the study. All invasive procedures must be explained; in some cases a standard hospital leaflet on the procedure could be included. 

The information should include: 

· how long the participant will be involved in the research, 

· how long the research will last (if this is different), 

· how often they will need to visit a clinic or their GP surgery (if this is appropriate)

· how long these visits will be.  

· what exactly will happen e.g. blood tests, x-rays, interviews etc. 

· Long-term monitoring/follow-up.

For complex studies it is very helpful to collect the information into a simple flowchart or grid indicating what will happen at each visit rather than lengthy lists in the text.  

You should set out simply the research methods you intend to use - the following simple definitions may help:  

Randomised Trial:

Sometimes we don’t know which way of treating patients is best. To find out, we need to make comparisons between the 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). The results are then compared.  You should tell the patients what chance they have of getting the study drug/treatment e.g. a one in four chance.

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).   
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.

Placebo:

A placebo is a “dummy treatment”, which looks like the genuine medicine but contains no active ingredient.

If the study will involve video-/ audio-taping or photography, you should explain what is intended, including the confidentiality issues.  Specific consent will be needed for this and for any use of verbatim quotation in publications if they identify the subject.
7 What will happen to any samples I give?
It should be clear to the participant, in the description of study procedures whether 

i) new samples will be taken (e.g. blood, tissue, specifically for this study)

ii) samples excess to a clinical procedure will be asked for 

iii) 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 the future for research that cannot yet be specified. A separated or two part consent form is recommended if future use is intended, and it should be clear if further REC approval will be sought

· who will have access 

· the level of identifiability (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 this is how researchers wish to see collection of samples, it will need to be explained to the subject. Any commercial significance or development should be included.

8 What do I have to do?
(a) What are the participants’ responsibilities?  Set down briefly and clearly what you expect of them.

Explain (if appropriate) that the participants should take the study medication regularly as directed and  whether they can continue to take their regular medication or other prescribed or over-the-counter drugs?  It should also be explained that they should not normally be involved in any other drug studies currently or have been in the recent past (specify how long).  Explain other essential study requirements, e.g. attendance at all scheduled visits, keeping diaries, filling questionnaires, etc. 

(b) Any lifestyle, medical health product or dietary restrictions should be stated. 

9 Will my taking part in this study be kept confidential?
The participant must be told in simple terms how their confidentiality is being safeguarded during and after the study. You will need to obtain the patient’s permission to allow access to their medical records and to the information collected about them in the course of the study. You should always bear in mind that you, as the researcher, are responsible for ensuring that when collecting, handling, storing, using or destroying data, you are not contravening the legal or regulatory requirements in any part of the UK.  

Tell the patient:

All information which is collected about you during the course of the research will be kept strictly confidential.  If you consent to take part in the research the people conducting the study will abide by the Data Protection Act 1998, and the rights you have under this Act.  

The participant should be told in simple terms

· how their data will be collected

· that it will be stored securely, giving the custodian and level of identifiably (coded, anonymous, etc – (the definitions given in the MRC guidelines are suitable) e.g.

Any information about you which leaves the hospital/surgery will have your name and address removed so that you cannot be recognised from it.

· 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 & R&D audit (for monitoring of the quality of the research) etc how long it will be retained and that it will be disposed of securely.

A suggested form of words that you may wish to include for drug company sponsored research is:

‘If you join the study, some parts of your medical records and the data collected for the study will be looked at by authorised persons from the company sponsoring and/or the company organising the research.  They may also be looked at by people from the company, by representatives of regulatory authorities and by authorised people from (the Trust, other NHS bodies) to check that the study is being carried out correctly. All will have a duty of confidentiality to you as a research participant and nothing that could reveal your identity will be disclosed outside the research site.’ 

Researchers need to ensure that confidentiality promises such as these do not prevent them from disclosing identifiable data to external organisations that need this information to help you keep track of individuals or their health outcomes.  For example, researchers intending to trace or flag individuals on the National Health Service Care Register (NHSCR) in order to be informed of cancer registrations or the cause of death (for those who die) must send named identifiable information to the register.  In such cases the participant information sheet should explain that names / identifiable information will be sent to the NHSCR for the purposes of follow up.  Patient consent forms should include a phone number and email address. Researchers wishing to obtain data from the NHSCR should also discuss their requirements with the Office of National Statistics (ONS) before finalising research protocols, participant information sheets and consent forms (email medres.lon@ons.gsi.gov.uk).

Participants have the right to check the accuracy of data held about them and correct any errors.

Participants should be informed, and consent to, any transfer of their data to countries having a lower standard of Data Protection than the UK.
‘Data collected during the study may be transferred for the purpose of (processing, analysis, etc) to associated researchers within/outside the European Economic Area.  Some countries outside Europe may not have laws which protect your privacy to the same extent as the Data Protection Act in the UK or European Law.  The company will take all reasonable steps to protect your privacy’.  
10 Involvement of the General Practitioner/Family doctor (GP) 
You should explain that for studies not being conducted by a GP, the participant’s own GP may be notified of their participation in the trial, with the participants consent.  There may be special circumstances in which informing the GP may not be acceptable, possible or may inhibit recruitment.

The participant should be told if significant information is to be exchanged with the GP, e.g. if the GP is asked for additional medical details or given feedback on study findings, and should consent to this.

11 Expenses and payments:
You should explain if the participant will need to make study visits more often than for his/her usual treatment and specify if expenses (e.g. travel, meals, child-care, compensation for loss of earnings, etc.) are available.  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 information sheet. The arrangements for any other payment, e.g. for Phase I volunteers, should be given, including, if necessary, an explanation of how payments may be influenced by the duration of involvement in a study or factors such as the completeness of diaries.
12 What are the other possible disadvantages and risks of taking part?

Any risks, discomfort or inconvenience should be briefly outlined. 

If future life insurance status could be affected by taking part, this should be stated. Similarly, if the participants have private medical insurance you should ask them to check with the company, before agreeing to take part in the trial, whether participation is considered a ‘material fact’ that should be reported. They will need to do this to ensure that their participation will not affect their medical insurance.

13 What happens if there is a problem?
Appropriate redress and/or compensation should be available and details of insurance/indemnity schemes should be given.  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.

Please insert this exact wording!!!!!!

	Indemnity

Sponsor
	Patient Information Sheet.

	QMUL
	What happens if there is a problem? 

Queen Mary 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. These arrangements do not affect your right to pursue a claim through legal action.
Please also add the following if dealing with patients

Please contact Patient Advisory Liaison Service (PALS) if you have any concerns regarding the care you have received, or as an initial point of contact if you have a complaint.  Please telephone 020 7377 6335, minicom 020 7943 1350, or email pals@bartsandthelondon.nhs.uk, you can also visit PALS by asking at any hospital reception.
For healthy volunteers

If you have a complaint please contact:

The Complaints Officer

c/o Chief Operating Officer for the Barts and The London, 

Queen Mary School of Medicine and Dentistry

Wardens Office
32 Newark Street
Whitechapel
London E1 2AA



	BLT
	What happens if there is a problem?

We would not expect you to suffer any harm or injury because of your participation in it.  If you are harmed by taking part in this study, there is no special compensation arrangement. If you are harmed due to someone’s negligence, then you may have grounds for legal action but you may have to pay your legal costs. Regardless of this, if you wish to complain or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms should be available to you. 

 

Please contact Patient Advisory Liaison Service (PALS) if you have any concerns regarding the care you have received, or as an initial point of contact if you have a complaint.  Please telephone 020 7377 6335, minicom 020 7943 1350, or email pals@bartsandthelondon.nhs.uk, you can also visit PALS by asking at any hospital reception.

	Commercially sponsored
	Sponsor will complete this.


This will apply to most studies where there are no Association of the British Pharmaceutical Industry (ABPI) or other no-fault compensation arrangements. Even if the study appears to carry no significant risk of physical or psychological harm, any research where participant data is involved carries the risk of negligent harm by breach of confidence.  

14 What if relevant new information becomes available?  
If it were likely, the potential participant should be told what would happen if other conditions were discovered of which the participant was unaware.   If such information becomes available during the course of the research you will need to tell the participant about this.  The following is an example:-

‘Sometimes during the course of a research project, new information becomes available about the treatment/drug that is being studied.  If this happens, your research doctor will tell you about it and discuss whether you want to or 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 you will be asked to sign an updated consent form.

Also, on receiving new information your research doctor might consider it to be in your best interests to withdraw you from the study.  He/she will explain the reasons and arrange for your care to continue.

If the study is stopped for any other reason, you will be told why and your continuing care will be arranged.’

15 What are the side effects of any treatment received when taking part?
16 What are the possible benefits of taking part?

Where there is no intended clinical benefit to the participant from taking part in the trial, this should be stated clearly.  It is important not to exaggerate the possible benefits. This could be seen as misleading.  It would be reasonable to say something similar to:

‘‘We cannot promise the study will help you but the information we get might help improve the treatment of people with (name of condition).

17 What happens when the research study stops?
The arrangements after the 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 which arm of the study they were in.

18 What if there is a problem and Contact Details for further information:
You should give the participant a contact point for further information about the study.  This can be your name or that of another doctor/nurse involved in the study.  You should also give the contact number for any concerns during the study, if this is different.  For some studies an emergency contact number (which will be manned out-of-hours), if different, should be given and clearly displayed.  A short statement could be given here, e.g. 
‘Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be addressed’. 

If the patient wishes to make a formal complaint: Jarrard O’Brien, Quality Development, Barts and The London NHS Trust, Healthcare Governance Directorate, 3d floor, Prescot Street, tel 020 7480 4857, email jarrard.obrien@bartsandthelondon.nhs.uk.
19 Who is organising and funding the research and where was it reviewed?  

Include the organisation or company sponsoring and funding the research.

The patient should be told whether the doctor conducting the research is being paid for including and looking after the patient in the study.  This means payment other than that to cover necessary expenses such as laboratory tests arranged locally by the researcher, or the costs of a research nurse.  The following is an example:

You should give the name of the Research Ethics Committee which reviewed the study

e.g. This study was given a favourable ethical opinion  for conduct in the NHS (or private sector)  by the East London and City REC.

