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Adult Consent Form
QUEST is a clinical trial to see whether a medicine called quetiapine helps to improve mental health in people with borderline personality disorder (BPD). We will recruit 270 people, across the UK, who are over the age of 18, in contact with mental health services and not currently taking antipsychotic medication.









· You have been invited to take part in a research study. Before you decide, it is important that you understand why the research is being done and what it will involve.
· Please take time to read the following information carefully. Part 1 tells you the purpose of the study and what will happen to you if you take part.       Part 2 gives you more detailed information about the conduct of the study.
· You can ask a member of your clinical team if there is anything that is not clear, or if you would like more information. 
· If you wish you can discuss it with friends, relatives and/or get independent advice via your local Patient Advice and Liaison Service (PALS) or equivalent. 
· Taking part is voluntary. If you don’t want to take part, then you don’t need to give a reason. 
[bookmark: _Hlk173238074]









How to contact the study team:
If you have any questions about this study, please talk to your research team:
· <Add contact details for PI/RN, i.e. name and telephone number>
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PART 1: Purpose of the study and what will happen if you take part 


Why are we doing the QUEST study?
[bookmark: _Hlk173239349]Borderline Personality Disorder (BPD) is a serious mental health condition that affects how people think about themselves and others, making it hard to cope day to day.
People with BPD have long-term patterns of negative thinking and feelings that can lead to emotional distress. Other symptoms include sudden and distressing changes in mood and finding it hard to maintain relationships.
There is no approved or recommended medication for BPD, so doctors and nurses are often unsure how best to treat patients. Many people with BPD are treated with antipsychotic medications. Quetiapine is the most widely prescribed antipsychotic medication for BPD in the UK, but it is not clear how helpful this is. 
The purpose of this study is to find out whether adding quetiapine to usual treatment improves the mental health and quality of life of people with BPD. To do this, we will compare individuals prescribed quetiapine with those given a placebo (an identical capsule containing no active medication). People who consent to take part in QUEST will be assigned to groups randomly through a computer process called 'randomisation.' This process ensures that the groups allocated to take quetiapine or placebo are as similar as possible, allowing for a fair comparison.  
We are also looking to find out if there are any changes in cost to the NHS.
People who provide their consent to take part in a study are called participants. We will recruit 270 participants with BPD across the country who will receive either quetiapine or a placebo alongside their usual treatment. We will recruit participants in contact with mental health services.
Participants will be asked to take part in the trial for a maximum of 12 months. At the end of the 12-month period, participants exit the trial and will have an appointment with their treating doctor to discuss future treatment options with them. 
The results from this study will be used to give patients and clinical teams the best evidence to help decide treatments for patients with BPD.
Why have I been invited?
You have been invited to take part in this study as your treating team think you might be suitable for this study.
Do I have to take part?
No, taking part is voluntary.  It is up to you to decide whether or not you want to take part.
If you decide not to take part, then you will still receive the usual care from your local mental health services. Your doctor can provide you with more information on this. If you decide to take part, you can also choose to stop at any time without giving a reason. The people involved in your care, or a member of the study team, will be able to advise you on how to do this.
The decision you make on whether to take part or not will not affect the standard of care you receive now or in the future.  
What will happen to me if I take part?
If you agree to take part, you will be asked to sign a consent form. You will be given a copy of the consent form and this information sheet to keep.
Once you have signed the consent form, we will check and confirm that this study is suitable for you and you will be asked to follow the study plan (see below).
At the start of the trial, we will gather some personal information from you including date of birth, sex and ethnicity. We will also check your medical history and make notes of any medicines you are taking. 
You will be asked to complete some assessments. These are questionnaires which ask about your symptoms and your quality of life. Some of these you will complete yourself and some we will complete with you.
We will also measure your weight at this visit and again at the end of the trial. 
You will then be randomly (by chance) allocated to one of two groups, meaning that you will have equal chance of being in either group. One group will receive quetiapine capsules (the study medicine) and the other group will receive the placebo (‘dummy capsules’). Placebo capsules look exactly like the quetiapine capsules, but do not contain any medication. You, your doctor and the researchers you meet will not know whether you are being given the placebo or the quetiapine capsule(s). You will be asked to take the capsule(s) every day for the duration of the trial (a maximum of 12 months). 
You will be prescribed your study medication monthly. If you are an in-patient, you will receive this at the hospital. If you are an outpatient, you can attend a clinic or pharmacy to pick them up or we can arrange for them to be delivered to your home if you prefer.
You will have study visits at 3, 6, 9 and 12 months after you have been assessed as eligible to take part in the trial. During these visits you will be asked to complete some more questionnaires. We will ask you about any other medication you are taking and about any problems you have had since starting the study. Your study visits will take place either in a clinic or a hospital. Some of your visits can also be done at your home if you prefer. 
Your first visit and your final 12-month visit may take up to four hours to complete and you have the option to undertake these over two meetings with the researcher. As a thank you and in recognition of your time, we will give you vouchers to the value of £25 at the end of the first visit and final 12-month visit.
Physical Health Checks and Blood Tests:
During the study, we will also perform some health checks. These will happen before you receive the study medicine (at the baseline visit), 3 -10 days after you stop taking the study medication, and at other times if needed. 
The checks include measuring your blood pressure, recording your heart activity with an electrocardiogram (ECG), checking your weight and taking blood samples. 
We will take a small sample of blood (about 3-5 teaspoons) from a vein in your arm. The blood tests will look at your blood count, blood sugar, cholesterol levels and liver function. These checks help us monitor your health and well-being throughout the study.
If you have had any of these tests recently and the results are available in your medical records, we may use those instead of repeating the test – as long as they were performed close to your study visit. 

What should I do if I feel distressed while completing the questionnaires
The questionnaires in this trial will assess your emotional and psychological well-being. Although unlikely, you may find some of the questions distressing. If you feel distressed, please:
· Speak to the Research Assistant/Research Nurse: They can provide reassurance and support and signpost you to support if required 
· Take a Break: If you feel upset or overwhelmed, you can pause the questionnaire and take a break.
· Skip Questions: You do not have to answer any questions that you do not wish to. 
If you need additional support, please contact:
MIND:  0300 102 1234. Open 9am to 6pm, Monday to Friday 
Samaritans: 116 123 (free to call from within the UK and Ireland), open 24 hours a day


	
STUDY PLAN


				





12 Month Visit (End of your participation)
A researcher will check how you are getting on. There will be 13 study questionnaires to complete, weight taken and urine pregnancy test (if applicable), physical health checks and blood tests.
Eligibility and Baseline
Consent and confirmation that you can take part in the trial.
Review of medication and medical history, pregnancy urine test (if applicable), weight, physical health checks and blood tests, 
13 questionnaires to complete. 
 
Randomisation Visit
You will be randomly allocated to either quetiapine or placebo and given 1 month supply of medication 
 3 Month Visit 
A researcher will check how you are getting on with the treatment. There will be 7 study questionnaires for you to complete. You will be given 1 month supply of study medication 
 (Within 7 days of baseline visit)

3 months
(Day 90 +/-7 days)
 Day 0 

6 months
(Day 180 +/-14 days) 
9 months (Day 270 +/-14 days)







 6 Month Visit 
A researcher will check how you are getting on and there will be 12 study questionnaires to complete. You will be given 1 month supply of study medication 
 9 Month Visit 
A researcher will check how you are getting on and there will be 5 study questionnaires to complete. You will be given 1 month supply of study medication 






Study Medication Visit - Monthly
Study medication will be dispensed to you every month (unless it coincides with a study visit, in which case medication will be dispensed at that visit).






  	
	








12 months (Day 365 +/-14 days)














Description of Study Assessments and Procedures:

	Procedure
	Description

	Written Informed Consent
	You will be asked to provide your written consent to take part in the trial.

	Structured Clinical Interview for DSM 5 (SCID-5) Questionnaire
	This questionnaire will ensure that you are eligible to take part in the trial.

	Urine Pregnancy Test 
	If you are of childbearing potential, we will ask you to provide a urine sample so that we can confirm that you are not pregnant.

	Review of Medications
	We will ask you what medications you are currently taking.

	Medical History
	We will ask you about your previous relevant medical history.

	Measuring Body Weight
	Your weight will be measured using weighing scales.

	ZAN-BPD Questionnaires 
(Self-Completed and Researcher Led)
	These questionnaires are used to assess symptoms or problems due to having BPD.

	BDI-II Questionnaire
	This questionnaire is used to assess symptoms of depression.

	Affective Lability Scale (ALS) Questionnaire
	This questionnaire is used to assess emotional feelings and behaviours.

	Deliberate Self-Harm Inventory (DSHI) Questionnaire
	This questionnaire is used to assess any suicidal behaviours you have experienced or instances of self-harm.

	Work and Social Adjustment Scale (WSAS) Questionnaire
	This questionnaire is to assess your mental health and any impact on your daily functioning.

	Euro-QOL-5D Questionnaire
	This questionnaire is used so that we can understand how BPD affects your quality of life.

	Antipsychotic Non-Neurological Side Effects Scale (ANNSERS) Questionnaire
	This questionnaire is used to explore any side effects you might be having whilst receiving treatment.

	Adult Service Use Schedule (AD-SUS)
	This questionnaire asks about the hospital and community services you have used over the last 6 months

	Standardised Assessment of Personality Abbreviated Scale, Self Report version (SAPAS)
	This questionnaire will help us to better understand and assess personality disorders.

	Alcohol, Smoking and Substance Involvement Screening Tool Lite (ASSIST-LITE)
	This questionnaire explores use of alcohol, smoking and non-prescribed drugs.

	Sleep Disturbance Questionnaire (PROMIS)
	This questionnaire is used to assess sleep quality over the previous seven days.

	Brief Adherence Rating Scale (BARS) Questionnaire
	This questionnaire measures how often you have been taking medication

	Receive Study Medication
	You will receive study medication. This can either be done at your hospital/clinic/pharmacy or a member of your clinical team will deliver the medication to your home.

	Electrocardiogram (ECG)

	We will check your heart rhythm using small sticky pads (electrodes) placed on your skin.

	Blood pressure

	We will measure your blood pressure using a cuff on your upper arm to see how your heart and blood vessels are working.

	Blood Tests
	We will take a small sample of blood (about 3-5 teaspoons) from a vein in your arm to check the following:
Full Blood Count (FBC) – Checks specific cells in your blood e.g. red and white blood cells and platelets.
Liver Function Tests (LFTs) – Checks how well your liver is working.
Blood Glucose – Measures your blood sugar level
Lipid Profile – Measures cholesterol and fats in your blood. 






	When
	Procedure

	



Day 0
(Eligibility/Baseline /randomisation) 
(+/- 7 days)
Up to 4 hours in duration

	Written Informed Consent

	
	Structured Clinical Interview for DSM 5 (SCID-5) Questionnaire

	
	Urine Pregnancy Test 

	
	Review of Medications

	
	Medical History

	
	Measuring Body Weight

	
	ZAN-BPD Questionnaires (Self complete and Researcher led)

	
	BDI-II Questionnaire

	
	Affective Lability Scale (ALS) Questionnaire

	
	Deliberate Self-Harm Inventory (DSHI) Questionnaire

	
	Work and Social Adjustment Scale (WSAS) Questionnaire

	
	Euro-QOL-5D Questionnaire

	
	Antipsychotic Non-Neurological Side Effects Scale (ANNSERS) Questionnaire

	
	Adult Service Use Schedule (ADSUS)

	
	Standardised Assessment of Personality Abbreviated Scale, Self Report version  (SAPAS)

	
	Alcohol, Smoking and Substance Involvement Screening Tool Lite (ASSIST-LITE) 

	
	Sleep Disturbance Questionnaire (PROMIS) 

	
	Physical Health Checks - Blood pressure, ECG, Weight and Blood Tests

	



3 months (+/- 7 days)
Approx. 2 hours in duration
	Review of Medications 

	
	ZAN-BPD Questionnaires (Self complete and Researcher led)

	
	BDI-II Questionnaire

	
	Affective Lability Scale (ALS) Questionnaire 

	
	Antipsychotic Non-Neurological Side Effects Scale (ANNSERS) Questionnaire

	
	Brief Adherence Rating Scale (BARS) Questionnaire

	
	Sleep Disturbance Questionnaire (PROMIS) 

	
	Physical Health Checks and Blood Tests (only if there are any concerns about your health)

	




6 Months (+/- 14 days)

Approx. 2 hours in duration
	Review of Medications

	
	ZAN-BPD Questionnaires (Self complete and Researcher led)

	
	BDI-II Questionnaire 

	
	Affective Lability Scale (ALS) Questionnaire

	
	Deliberate Self-Harm Inventory (DSHI) Questionnaire

	
	Work and Social Adjustment Scale (WSAS) Questionnaire

	
	Euro-QOL-5D Questionnaire 

	
	Adult Service Use Schedule (ADSUS) 

	
	Antipsychotic Non-Neurological Side Effects Scale (ANNSERS) Questionnaire

	
	Brief Adherence Rating Scale (BARS) Questionnaire

	
	Alcohol, Smoking and Substance Involvement Screening Tool Lite (ASSIST-LITE) 

	
	Sleep Disturbance Questionnaire (PROMIS)

	
	Physical Health Checks and Blood Tests (only if there are any concerns about your health)

	


9 Months (+/- 14 days)
Approx. 1 hour in duration
	Review of Medications 

	
	ZAN-BPD Questionnaires (Self complete and Researcher led)

	
	Antipsychotic Non-Neurological Side Effects Scale (ANNSERS) Questionnaire 

	
	Brief Adherence Rating Scale (BARS) Questionnaire 

	
	Sleep Disturbance Questionnaire (PROMIS) 

	
	Physical Health Checks and Blood Tests (only if there are any concerns about your health)

	

12 Months/End of Study (+/- 14 days)
Approx. 3 hours in duration
	Urine Pregnancy Test  

	
	Review of Medications 

	
	Measuring Body Weight 

	
	ZAN-BPD Questionnaires (Self complete and Researcher led) 

	
	BDI-II Questionnaire

	
	Affective Lability Scale (ALS) Questionnaire

	
	Deliberate Self-Harm Inventory (DSHI) Questionnaire 

	
	Work and Social Adjustment Scale (WSAS) Questionnaire 

	
	Euro-QOL-5D Questionnaire 

	
	Antipsychotic Non-Neurological Side Effects Scale (ANNSERS) Questionnaire 

	
	Brief Adherence Rating Scale (BARS) Questionnaire

	
	Adult Service Use Schedule (ADSUS)

	
	Standardised Assessment of Personality Abbreviated Scale, Self Report version  (SAPAS) 

	
	Alcohol, Smoking and Substance Involvement Screening Tool Lite (ASSIST-LITE) 

	
	Sleep Disturbance Questionnaire (PROMIS) 

	
	Physical Health Checks - Blood pressure, ECG, Weight and Blood Tests (3 – 10 days after last taking study medicine)

	Baseline and then monthly (until 12-month visit)
Approx. 10 minutes in duration
	Receive Study Medication



What is the medicine being tested?
The medicines being used in this trial are:
· Quetiapine - an antipsychotic medication. It is normally prescribed to people with psychosis, mania and depression. 
· Placebo – a dummy capsule that does not contain any medicine.
Both treatments are in capsule form and look the same. You will be asked to take the capsule(s) every day for the duration of the study (up to a maximum of 12 months).
You will start on a dose of 50mg in the first week, then 100mg the second week and then 150mg in the third week, depending on how well you feel. The reason the dose is adjusted is to keep the side effects to a minimum and to allow your body to become used to the medication. The dose may be increased up to a maximum of 750mg per day or lowered to 50mg per day, depending on what you and your doctor consider is the best dose for you.
How will I know which treatment I’m going to have?
In the QUEST study, neither you, your treating team, your GP, the research team, nor the pharmacy team will know which treatment you are receiving. This is called a double blinded study. In the event of an emergency, treatment details can be made available to clinicians involved in providing your care.
What are the alternatives for treatment?
There are limited treatment options for people with BPD. Current guidelines recommend psychological therapies. However, in many cases, there is a long waiting list or it is not available. There is currently no medication recommended for the treatment of people with BPD. 
What are the benefits and risks of taking part?
We do not know whether the medicine you are given will have any benefits, but we hope that the information from this study will help us improve treatment for patients with BPD. We hope that the results from the study will help doctors and patients in the future when making decisions about treatment for people with similar issues to yourself.
You might have side effects from quetiapine, and if this happens, we will record the details and your doctor may alter the treatment dose in discussion with you.
Possible side effects of quetiapine:
Very common side effects (more than 1 person in 10 may get these):
· Dizziness (may lead to falls), headache, dry mouth
· Feeling sleepy – (this may go away with time, as you keep taking the medication)
· Putting on weight
· Abnormal muscle movements. These include difficulty starting muscle movements, shaking, feeling restless or muscle stiffness without pain
· Changes in the amount of certain fats in your blood (triglycerides and total cholesterol)
· Discontinuation symptoms (symptoms which occur when you stop taking the medication) include not being able to sleep (insomnia), feeling sick (nausea), headache, diarrhoea, being sick (vomiting), and irritability. Gradual withdrawal over a period of at least 1 to 2 weeks is advisable.

Common (Up to 1 in 10 people may get these)
· Rapid heartbeat
· Feeling like your heart is pounding, racing or has skipped beats
· Constipation, upset stomach (indigestion)
· Feeling weak
· Swelling of arms or legs
· Low blood pressure when standing up. This may make you feel dizzy or faint (may lead to falls).
· Increased levels of sugar in the blood
· Blurred vision
· Abnormal dreams and nightmares
· Feeling more hungry
· Feeling irritated
· Slurred speech (difficulty speaking clearly)
· Thoughts of suicide and worsening of your depression
· Shortness of breath
· Vomiting (mainly in the elderly)
· Fever
· Changes in the amount of thyroid hormones in your blood
· Decreases in the number of certain types of blood cells
· Increases in the amount of liver enzymes measured in the blood
· Increases in the amount of the hormone prolactin in the blood. Increases in the hormone prolactin could in rare cases lead to the following:
o Men and women develop swelling of breasts and unexpectedly produce breast milk
o Women have no monthly period or irregular periods
Uncommon (Up to 1 in 100 people may get these)
· Fits or seizures
· Allergic reactions that may include raised lumps (welts), swelling of the skin and swelling around the mouth.
· Unpleasant sensation in the legs (also called restless legs syndrome)
· Difficulty swallowing
· Uncontrollable movements, mainly of face or tongue
· Sexual dysfunction
· Diabetes 
· Change in electrical activity of the heart seen on ECG (QT prolongation) 
· A slower than normal heart rate which may occur when starting treatment and which may be associated with low blood pressure and fainting
· Difficulty in passing urine. 
· Fainting (may lead to falls)
· Stuffy nose
· Decrease in the amount of red blood cells. 
· Decrease in the amount of sodium in the blood.
· Worsening of pre-existing diabetes. 
· Decrease in a type of white blood cells (called neutrophils). 
· Confusion

Rare (Up to 1 in 1000 people may get these)
· A combination of high temperature (fever), sweating, stiff muscles, feeling very drowsy or faint (a disorder called “neuroleptic malignant syndrome”). 
· Yellowing of the skin and eyes (jaundice). 
· Inflammation of the liver (hepatitis). 
· A long-lasting and painful erection (priapism). 
· Swelling of breasts and unexpected production of breast milk (galactorrhoea). 
· Menstrual disorder. 
· Blood clots in the veins especially in the legs (symptoms include swelling, pain and redness in the leg), which may travel through blood vessels to the lungs causing chest pain and difficulty in breathing. If you notice any of these symptoms seek medical advice immediately. 
· Walking, talking, eating or other activities while you are asleep. 
· Body temperature decreased (hypothermia). 
· Inflammation of the pancreas. 
· A condition (called “metabolic syndrome”) where you may have a combination of 3 or more of the following: an increase in fat around your abdomen, a decrease in ‘good cholesterol’ (HDL-C), an increase in a type of fat in your blood called triglycerides, high blood pressure and an increase in your blood sugar. 
· Combination of fever, flu-like symptoms, sore throat, or any other infection with very low white blood cell count, a condition called agranulocytosis. 
· Bowel obstruction. 
· Increased blood creatine phosphokinase (a substance from the muscles).
Very rare (up to 1 in 10,000 may get these)
· Severe rash, blisters, or red patches on the skin. 
·  A severe reaction (called anaphylaxis) which may cause difficulty in breathing or shock. 
· Rapid swelling of the skin usually around the eyes, lips and throat (angioedema). 
· A serious blistering condition of the skin, mouth, eyes and genitals (Stevens-Johnson syndrome).
· Inappropriate secretion of a hormone that controls urine volume. 
· Breakdown of muscle fibres and pain in muscles (rhabdomyolysis).

Not known (frequency cannot be estimated from the available data)
· Skin rash with irregular red spots (erythema multiforme). 
· Serious, sudden allergic reaction with symptoms such as fever and blisters on the skin and peeling of the skin (toxic epidermal necrolysis)
· Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS) consists of flu-like symptoms with a rash, fever, swollen glands, and abnormal blood test results (including increased white blood cells (eosinophilia) and liver enzymes). Stop using the study drug if you develop these symptoms and contact your doctor or seek medical attention immediately
· Symptoms of withdrawal may occur in newborn babies of mothers that have used quetiapine during their pregnancy. 
· Stroke. 
· Disorder of the heart muscle (cardiomyopathy)
· Inflammation of the heart muscle (myocarditis).
· Inflammation of the blood vessels (vasculitis), often with a skin rash with small red or purple bumps
Possible side effects of the placebo:
Side effects from placebo are unlikely as it is a dummy capsule with no active ingredients. The main ingredient, lactose, is generally safe to consume but can cause side effects such as bloating and gas if you are lactose intolerant.
Pregnancy and Contraception:
People who are pregnant, breast feeding or planning a pregnancy should not participate in QUEST. This is because we cannot be sure that quetiapine does not harm a baby as it grows in the womb. Participants of childbearing potential must agree to use reliable forms of contraception whilst on the study treatment and for at least 3 days after their last dose of trial treatment. We will also undertake a pregnancy test at the start and end of the study.
Please inform your research team if you become pregnant whilst on the study and they will discuss with you what your options are.
Drowsiness and Driving/Using machines: 
Quetiapine can make you feel sleepy or less alert, which can affect your ability to drive or use machines safely. These effects may be stronger if you drink alcohol. Take care until you know how the study medication affects you. 
What happens if I change my mind?
If at any point you decide to withdraw your consent to take part in QUEST, please speak to the study team (contact details have been provided on the front page of this information sheet) or a member of your treating team.
Information on how we will handle your information if you decide to stop taking part in the study is detailed in Part 2 of this Information Sheet.

[bookmark: _Hlk175932620]What if new information becomes available?
Sometimes during the course of a research project, important new information becomes available about the treatment that is being studied. If this happens, your doctor will tell you about it and discuss with you whether you want to or should continue in the study. If the decision is that you should withdraw arrangements for your further care will be made. If you decide to continue, you will be asked to sign an updated consent form.

 What happens when the study stops?
12 months after you first started taking part in the study, your treating doctor will be sent a letter telling them whether you were taking quetiapine or the placebo. You will then need to contact your doctor (a researcher will also contact your treating doctor to arrange an appointment for you) to find out what medication you were taking and to discuss with them any future treatment. 

It is intended that the results of the study will be presented at conferences and published in medical journals so that we can explain to the medical community what our research results have shown. They may also be used to apply to the regulatory authorities to make the medicine widely available and/or for research related to the development of pharmaceutical products, diagnostics or medical aids.  Confidentiality will be ensured at all times, and you will not be identified in any publication.
A summary of the results will also be shared with all study participants. 
Any information derived directly or indirectly from this research, as well as any patents, diagnostic tests, drugs, or biological products developed directly or indirectly as a result of this research may be used for commercial purposes. You have no right to this property or to any share of the profits that may be earned directly or indirectly as a result of this research. 
What if there is a problem?
Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be addressed. Detailed information is given in Part 2 of this information sheet.

Will my taking part in the study be kept confidential?
Yes. All the confidential information about your participation in this study will be kept confidential.  Detailed information on this is given in Part 2. 
If you tell us something and we believe that it is necessary to pass on that information to your clinical team or other authority to protect you or others from harm, we may do so even if you do not consent. 
We will inform you of our intention to pass on the information and why we are doing so.




PART 2: Detailed Information about the conduct of the study


Who is running the study?
The University of Liverpool (as Sponsor of this study) and Mersey Care NHS Foundation Trust (responsible for managing the finances). Both are based in the United Kingdom. They have asked that the day to day running of the study is carried out by a team based at the Liverpool Clinical Trials Centre (LCTC, part of the University of Liverpool). 
The study has been reviewed by the Medicines and Healthcare Products Regulatory Agency, the Health Research Authority and the National Research Ethics Service Committee to make sure that the study is scientifically and ethically acceptable.  
This study is funded by National Institute for Health and Care Research (NIHR) Health Technology Assessments (HTA) Programme. Your doctor will not receive any personal payment for including you in this study. The hospital may receive additional funding to help with any extra costs that supporting this study might incur.

How will my information be collected and handled?
The University of Liverpool and Mersey Care NHS Foundation Trust are the Data Controllers for this study and will need to use information from you and from your medical records for this research project. 
This information will include your: 
· Initials
· Name
· Age
· Contact Details
People will use this information to do the research or to check your records to make sure that the research is being done properly.
Individuals from The University of Liverpool, the LCTC and regulatory organisations may look at your medical and research records to check the accuracy of the research study and to ensure we are working to the standards that are required by law in the UK for clinical trials. 
The University of Liverpool 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:
•	Ensuring all identifiable data is received and stored securely.
•	Ensuring only individuals from the University of Liverpool, the LCTC and regulatory organisations may look at your medical and research records to check the accuracy of the research trial.
•	Ensuring that 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. 
•	Ensuring appropriate data sharing agreements are in place with all parties involved in processing your data (e.g. the health economist).  
The information you give the researcher will be sent to the LCTC for analysis. Health economic information will also be sent to King’s College London for analysis. 
Some of the questionnaires in this study can be completed remotely online. If you would like to complete them remotely, you will receive a link to these questionnaires via email or text message sent through a third-party provider. Your responses will go directly into the study database. 
Your data will not be shared outside of the UK.
We will ask you for your consent to notify your GP and your treating psychiatrist that you will be taking part in the study for their information.
We will keep all information about you safe and secure. 
Once we have finished the study, we will keep the data for 25 years, 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.
[bookmark: _Hlk176191938]What are my choices about how my information is used?
You can stop being part of the study at any time, without giving a reason, but it will be necessary for us to keep information about you that we already have. 
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] until the end of the study. If you do not want this to happen, tell us and we will stop.
In some cases however, we may need to continue to collect limited information about any side-effects of the study treatment you may experience or pregnancies. We will only do this where we are required to do so by law. 
We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 

Information sharing for other research
When you agree to take part in a research study, the information about your health and care may be beneficial to researchers running other research studies in this organisation and in other organisations. These organisations may be universities, NHS organisations or companies involved in health and care research in this country or abroad. Your information will only be used by organisations and researchers to conduct research in accordance with the UK Policy Framework for Health and Social Care Research, or equivalent standards. 
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.



Where can I find out more about how my information is used?
You can find out more about how we use your information: 
· at the QUEST website: <add website address>
· at www.hra.nhs.uk/information-about-patients  
· by asking one of the research team
· by sending an email to <site email>, or 
· by ringing us on <phone number>
· in the Health Research Authority leaflet available from www.hra.nhs.uk/patientdataandresearch  
· by contacting the University of Liverpool Data Protection Officer at LegalServices@liverpool.ac.uk
· In the LCTC’s “Privacy Notice” available from: https://www.lctc.org.uk/privacy 
· [bookmark: _Hlk75880889]By Contacting Mersey Care NHS Foundation Trust Data Protection Officer on  DPO@merseycare.nhs.uk
· Mersey Care NHS Foundation Trust “Privacy Notice” https://www.merseycare.nhs.uk/about-us/privacy
If you are not happy with the way your information is being handled, or with the response received from us, you have the right to lodge a complaint with the Information Commissioner’s Office at Wycliffe House, Water Lane, Wilmslow, SK9 5AF (www.ico.org.uk). 
What will happen to the blood and urine samples I give?
Your blood samples will be analysed at your hospital in accordance with local practice. These samples will not be stored and will be disposed of after analysis.
A urine sample to be used for a pregnancy test will be taken from persons of childbearing potential at the start and the end of the trial. These samples will not be stored and will be disposed of after the pregnancy test has been done. 
What if I have a problem?
If you have a concern about any aspect of this study, you should ask to speak with one of your research team who will do their best to answer your questions.  
If you remain unhappy and wish to complain formally, you can do this by contacting local NHS Patient Advice and Liaison Service (PALS) or equivalent. Contact details for PALS (or equivalent) at your hospital are:
Telephone:  <Telephone number for PALS>
Email: <email address for PALS>
Every care will be taken in the course of this clinical study. However, in the unlikely event that you are harmed by taking part in this research project of the study Sponsor (University of Liverpool), compensation may be available and you may have to pay your related legal costs. The team where you receive your treatment has a duty of care to you whether or not you agree to participate in the study and the study Sponsor accepts no liability for negligence on the part of your hospital’s employees. However, if you are harmed and this is due to someone’s negligence at the hospital, then you may have grounds for a legal action for compensation against the NHS Trust where you are being treated but you may have to pay for your legal costs. The normal National Health Service complaints procedures remain available to you.
Thank you for taking the time to read and consider this information sheet. Should you decide to take part in the study, you will be given a copy of the information sheet and a signed consent form to keep.


	




	To be completed by the participant: 

	Once you have read and understood each statement please enter your initials in each box.
	Initial

	1. I have read and understood the information sheet for this study. I have had the opportunity to ask questions and have had these answered satisfactorily.
	


	2. I understand that participation is voluntary and that I am free to withdraw from the study at any time, without giving a reason, and without my care or legal rights being affected. However, the study team may need to collect some limited information for safety reasons.
	


	3. I agree to take part in the above study.
	


	4. I give permission for a copy of this fully completed consent form to be sent to the LCTC (where it will be kept in a secure location) to allow confirmation that my consent was given. 
	


	5. I understand that relevant sections of my medical notes and any data collected during the study may be looked at by authorised individuals from the central study team and representatives of the Sponsor, regulatory authorities and the local NHS Trust. I give permission for these individuals to have access to my records and data.
	


	6. I agree to my GP and treating psychiatrist being informed of my participation in the study.
	


	7. I agree for the relevant data on my NHS hospital admissions and treatment to be collected from my NHS records for the purposes of this study. 

8. I understand that my data will be kept by the Data Controllers and all others archiving data and at my hospital in a confidential manner for 25 years from the end of the study.
	




	9. (Only if applicable) I agree to use a highly effective form of contraception for the duration of the study and for 3 days after the last dose of trial treatment.
	


	The statement below is optional (you can still take part in the study even if you do not wish to agree to this):
	

	10. I agree to allow information and data or results arising from this study to be used in future healthcare and/or medical research providing my confidentiality is maintained

To be completed by the participant:
	


	Your full name 
(please print):
	

	Your signature:
	
	Date:
	

	

	To be completed by the Researcher (after participant has completed the form):

	Researcher full name (please print):
	

	Researcher signature:
	
	Date:
	

	
Please file the original wet-ink copy in the QUEST Investigator Site File, and make three copies: one for the participant, one for the medical notes and one to be sent to the LCTC.
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<Trust/Site address 1>   <Trust/Site address  2 >   <Trust/Site address  3 >   <postcode>   Tel:  < telephone number >  

Pa rticipant   Information Sheet  for QUEST:   The clinical and cost - effectiveness of  qu etiapine for people with borderline personality disorder: A pragmatic, double - blind, placebo - controlled, randomised trial   

QUEST is a clinical trial to see whether a medicine called quetiapine helps to improve mental health in people  with borderline personality disorder (BPD). We will recruit 270 people, across the UK, who are over the age of  18, in contact with mental health  services and not  currently  taking antipsychotic medication.      

 

            o   You have been  invited to take part in a research  study. Before you decide, it is important that you  understand why the research is being done and  what it will involve.   o   Please take time to read the following information  c arefully .  Part 1   tells you the purpose of the study  and what will happen to you if you take part.        Part 2   gives you more detailed information about  the conduct of the study.   o   You can  ask a member of your clinical team if there  is anything that is not clear, or if you would like  more information .     o   If you wish you can  discuss it with f riends, relatives  and/or get independent advice via your local  Patient Advice and Liaison Service (PALS) or  equivalent.    o   Taking part is voluntary .   If you don’t want to take  part,   then you don’t need to give a reason.                                                           

How to contact the study team: 

If you have any questions about this study, 

please talk to your research team: 



<Add contact details for PI/RN, i.e. 

name and telephone number> 

 

