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PARTICIPANT INFORMATION SHEET 

 

A randomised, placebo-controlled trial of psilocybin in 

treatment resistant depression: a feasibility study 

OPTIONAL ADDITIONS: NEUROIMAGING 
You are seeing this information sheet because you are taking part, or may be taking part, in the ‘Psilocybin 

in Depression Resistant to standard treatments (PsiDeR) trial’. Psilocybin may be a new treatment for 

clinical depression and we would like to understand more about how it is working in the brain. To do this 

we need to collect data from brain scans of people in the PsiDeR trial before and after their treatment. This 

information leaflet will help you decide whether you would like to take part. You do not have to and if you 

decide not to your care and treatment will not be affected in any way. Please take time to read the 

following information carefully and discuss it with others if you wish. Ask us if there is anything that is not 

clear or if you would like more information. You can take as much time as you like to decide.  

What is the purpose of this study? 

The purpose of this part of the study is to understand how a proposed new treatment for clinical 

depression called psilocybin works in the brain. 

What is the background to this study? 

Psilocybin is a drug that causes certain parts of the brain to operate in a different way to usual. Research in 

healthy volunteers has shown that psilocybin changes activity in areas of the brain which are over-active in 

people with depression. We want to know whether activity in these areas change when neither the 

participants nor the study team know whether psilocybin or a placebo has been given. 

Why am I being asked to take part? 

We are asking people to take part in the study if they: 

 Are eligible for the PsiDeR trial. 

 Can safely have an MRI brain scan. 

 Are right-handed 
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Do I have to take part? 

No. If you decide not to take part your care and treatment will not be affected. If you do decide to take 

part, you can withdraw at any time. You can take as much time as you need to decide whether you want to 

take part. 

What will happen to me if I take part? 

We will ask you to have two MRI brain scans. The MRI scans will happen on days when we will be asking 

you to come to the Clinical Research Facility anyway to meet with us as part of the main trial. This is to 

minimise disruption to you. The first MRI scan will be one or two days before your treatment. The second 

MRI scan will be 1 week after your treatment.  

Each scan will last 1 hour and take place in Denmark Hill, where the PsiDeR trial takes place. We will 

accompany you.  

Before the MRI scans, we will ask you some questions to determine whether you can safely have an MRI 

brain scan.  

 
 

 

The image above shows a typical MRI scanner. 

If you feel unsure about whether you will be comfortable in the MRI scanner then we can arrange a 

practice session with you where you can lie in the scanner. We will not collect any data. 

During the brain scan we will give you ear plugs to wear (the scanner can be noisy) and ask you to lie still 

and let your mind wander. For most of the scan this is all you will need to do. For about 20 minutes of the 

scan we will ask you to look at a series of faces with different expressions and occasionally press a button. 

We will go through what we need you to do in detail on the day of the scan. 

There are no known health dangers from having an MRI scan and no radiation or ‘X-rays’ are involved. If 
you have any metal in your body (such as a pacemaker, lots of tatoos or surgical clips) then you will need to 

tell us about this because metal objects can cause serious problems in an MRI scanner and it may mean you 
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are ineligible for this part of the study. We will talk to you about this before the scan and if necessary, get 

more information from your GP. You will have to take all metal jewellery and other metal objects off before 

you go into the MRI scanner. 

What are the possible benefits of taking part? 

1. You will be helping with clinical research, which may help others in the future. 

What are the possible risks of taking part? 

1. We may find an abnormality that you didn’t know you had. This is unusual, but if it does happen 

then we will talk to you and help you decide what to do. If we find something that can be treated, 

then this may be a benefit to you because of that early treatment. 

What happens when the research study finishes? 

We will keep in touch with you to let you know the results of the study if you wish and we will organise 

events to help raise awareness about the results of the study. We will ask for your consent to contact you 

about other studies in depression or with psilocybin that might interest you.  

What about media interest? 

Because psilocybin has a colourful history, it is quite likely that the media will be interested in the trial. We 

will never tell the media that you are involved in the study. However, if the media approach you then 

please do not talk to them. Refer them to the Principal Investigator of the study, who is Dr. James Rucker. 

Will this study affect my medical insurance? 

For this part of the study this is very unlikely because the MRI scanner itself is the same sort of machine 

that a regular hospital uses.  

What if there is a problem? 

Any complaint about your experience within the study will be responded to and we will try to address any 

concerns you have as best we can. Detailed information is given in Part 2 of this document. Please contact 

Dr. James Rucker if you have any complaints about the study. You can also talk to an independent body, 

such as the Sponsor’s Patient Advice and Liaison Service (PALS). Contact PALS on freephone 0800 731 2864 

(Option 2) or by email at pals@slam.nhs.uk. 

In the event that something does go wrong and you are harmed during the research you may have grounds 

for legal action for compensation against King’s College London and/or SLaM NHS Foundation Trust, but 
you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still 

be available to you (if appropriate). King’s College London has obtained insurance which provides no-fault 

compensation i.e. for non-negligent harm, you may be entitled to make a claim for this 

Can the study team stop me from participating in the study? 

Yes. The study team and the sponsor of the study can stop your involvement at any time. For example, this 

may happen because we are concerned for your safety if you continue in the study.  

PART 2 

What if relevant new information becomes available? 

It is possible that whilst performing normal medical checks we may identify a significant problem that you 

didn’t know you had. If this occurs, we will inform you. 

mailto:pals@slam.nhs.uk
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Sometimes during a research project, new information becomes available about the treatment that is being 

studied. Although unlikely, if this happens, a member of the research team will tell you about it and discuss 

whether you want to continue in the study. If you decide to continue in the study, you may be asked to sign 

an updated consent form. If the study is stopped for any other reason, we will tell you why. 

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

If you withdraw from the study, your usual care and treatment will continue as before. We will retain and 

continue to use any data collected before you withdrew. 

How do I get help if I am concerned about anything? 

If you have a concern about any part of this study, you should ask to speak with a member of the study 

team, who will do their best to address your concerns. You should report any adverse events or medical 

occurrences that you experience whilst in the study to a member of the study team. If you have any 

medical concerns that cannot wait until you can talk to a member of the team you should dial 111 to talk to 

NHS direct (24 hours a day), or speak to your GP or secondary mental health care professional using the 

information in this sheet to tell them about your participation in the study. In an emergency, you should 

visit A&E or dial 999.  

We will always try to ask for your approval before contacting your GP or other health professional if we 

have concerns about your safety or welfare. However, it we think that your safety and welfare is seriously 

at risk then we may not seek your consent beforehand if we think this would introduce unnecessary delay 

or cause unnecessary risk to yourself or others.  

If you have any questions about the study, if you want to know your rights as a research volunteer, if you 

want to tell us about any side effects, or if you want to make a complaint please contact us at 

psilocybin@kcl.ac.uk or <<TEL NO. TO BE ADDED WHEN NREC APPROVAL GIVEN>>. 

This trial is co-sponsored by King’s College London and the South London and Maudsley NHS Foundation 
Trust. The co-sponsors will at all times maintain adequate insurance in relation to the study. Kings College 

London, through its own professional indemnity (Clinical Trials) and no fault compensation and the Trust 

having a duty of care to patients via NHS indemnity cover, in respect of any claims arising as a result of 

clinical negligence by its employees, brought by or on behalf of a study patient. Participation in this study 

does not affect your normal rights to complain about any aspect of your treatment and care. If you need to 

discuss this, freephone 0800 731 2864 or by email at pals@slam.nhs.uk. Finally, if you have private medical 

insurance you should consult with your insurer before agreeing to take part. 

Will my participation in this study be kept confidential? 

Yes, however we need to tell other professionals involved with your care, for example your GP, that you are 

a part of this study and if any serious concerns arise. Similarly, we will ask them whether they have any 

concerns about you being in the study. They are bound by the same legal duty of confidentiality as the 

study team. We will always try to ask for your approval before contacting your GP or other health 

professional if we have concerns about your safety or welfare. However, it we think that your safety and 

welfare is seriously at risk then we may not seek your consent beforehand if we think this would introduce 

unnecessary delay or cause unnecessary risk to yourself or others.  

For this study you will need to give us the contact details of a trusted friend or relative who you are happy 

for us to speak to about your participation in the trial. We will speak to this person if we need more 

information about you, or if we are worried about your safety. We recommend that this person accompany 

you home after the treatment. 

How will we use information about you?  

We will need to use information from you, from your medical records, from your named carer or relative 

and from your GP for this study. This information will include your name, initials, date of birth, contact 
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details and NHS number. People will use this information to do the research or to check your records to 

make sure that the research is being done properly.  

People who do not need to know who you are will not be able to see your name or contact details. At the 

beginning of the study, you will be allocated a code number that will be used to identify all the research 

data we keep about you. Your name, address and other identifiable information will be kept in a separate, 

secure place, with the code number. This means that it will not be possible to identify you from any 

research data stored about you. 

We will keep all information about you safe and secure. 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. Research data collected on paper will be stored securely in files in a locked 

cupboard, or in a locked office. Electronic research data and audio-visual data will be stored on secure 

computer servers located in the same country as the study itself. Only members of the clinical or research 

team or representatives from the Sponsor will have access to your data. 

King’s College London and the South London and Maudsley NHS Foundation Trust are the co-Sponsors for 

this study, based in the United Kingdom. We will be using information from you and/or your medical 

records in order to undertake this study and will act as the data controller for this study. This means that 

we are responsible for looking after your information and using it properly. The Sponsor organisation will 

keep identifiable information about you for 15 years after the study has finished or until it is no longer 

needed for research. After this it will be destroyed, either by shredding (paper) or secure deletion 

(electronic data). 

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. You can find out more about how we use your information at:  

You can find out more about how we use your information  

• at www.hra.nhs.uk/information-about-patients/ 

• by asking one of the research team 

• by sending an email to King’s College London Data Protection Officer Mr Albert Chan info-

compliance@kcl.ac.uk or via https://www.slam.nhs.uk/about-us/privacy-and-gdpr 

• by ringing us on [phone number].  

What will happen to the results of the research study? 

The results of the study will be published in academic peer-reviewed journals, presented at conferences 

and discussed at other public events. We will also produce a newsletter summarising the findings of the 

study which we will send to you and your clinical team. You will not be identified in any report or 

publication. 

What will happen to the results of the research study? 

The results of the study will be published in academic peer-reviewed journals, presented at conferences 

and discussed at other public events. We will also produce a newsletter summarising the findings of the 

study which we will send to you and your clinical team. You will not be identified in any report or 

publication. 

https://www.hra.nhs.uk/information-about-patients/
mailto:info-compliance@kcl.ac.uk
mailto:info-compliance@kcl.ac.uk
https://www.slam.nhs.uk/about-us/privacy-and-gdpr
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Who is organising and funding the research? 

The study is organised by the Institute of Psychiatry, Psychology & Neuroscience, King’s College London. 
The sponsors of the study are King’s College London and the South London and Maudsley NHS Foundation 

Trust. Funding is provided by the National Institute for Health Research, Clinician Scientist Fellowship 

programme.  The psilocybin drug substance is manufactured by Compass Pathways, Ltd. The researchers 

involved in conducting this study do not receive any financial incentives for including you in this study and 

do not benefit financially from this study. 

Who has reviewed the study? 

This research has been notified to the Medicines and Healthcare products Regulatory Agency (MHRA) and 

reviewed by the Health Research Authority and an independent group of people, called a Research Ethics 

Committee, to protect your safety, rights, wellbeing and dignity. This study was given a favourable ethical 

opinion for conduct in the NHS by the <<DETAILS TO BE ADDED WHEN NREC APPROVAL GIVEN>> 

Names of the study team 

Chief Investigator: Professor Allan Young   Principal Investigator: Dr James Rucker 

Research Assistant: Tim Mantingh 

Contact us 

Email: psilocybin@kcl.ac.uk OR telephone: <<NUMBER TO BE ADDED WHEN NREC APPROVAL GIVEN>> 

Questions for us 

You might find it helpful to write down any questions you have below, so you don’t forget to ask us when 
we see you 

mailto:psilocybin@kcl.ac.uk
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