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REDUCE Study  
(REviewing long-term anti-Depressant Use by Careful monitoring  

in Everyday practice) 

 
Participant Information Sheet 

 
Chief Investigator:  Professor Tony Kendrick 

 

Have you been taking antidepressants long-term, and 
thinking that it may be the right time to try coming off them? 
 
We invite you to take part in a research study 
We would like your help please with a research study, which is developing ways of helping people to 
reduce the dose of their long-term antidepressants, with a view to stopping them altogether, if they 
are well and it is appropriate for them to do so.  
 
Before you decide whether to take part, it is important that you understand why the study is being 
done, and what you will be asked to do. Please take time to read through this leaflet carefully, and 
take time to decide whether you want to take part. 
 
It is up to you whether you want to take part or not. Your care from your GP won’t change if you say 
no.  Please contact us if you have any questions or would like more information. 
 
 
Why have you been asked to consider taking part? 
You have been identified by your GP practice as your medical records show you have been taking 
antidepressants for longer than a year for a first episode of depression, or longer than two years for 
repeated episodes of depression. It is beneficial to review your treatment with a view to reduce your 
medication. 
 
If you have been taking antidepressants for one or two years, and you are well, then coming off the 
antidepressants by reducing the dose in stages could be an option you might like to consider.  
 
Please do not reduce or stop taking your antidepressant medication without discussing and 
agreeing this with your GP or nurse prescriber. 
 
Do you have to take part? 
No, you do not have to take part.  
Whether or not you agree to take part is entirely up to you, and your care will not be affected if you 
choose not to take part.  
 
If you decide you want to take part, you will need to sign a consent form to show you have agreed to 
take part. 
 
Why are we doing this study? 
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The REDUCE study aims to help people on long-term antidepressants reduce the dose of their 
antidepressant one step at a time, over some weeks or months, and eventually stop taking it 
altogether if appropriate.  
 
This would be led and supported by your GP (or nurse prescriber), and you would have follow-up 
appointments for support and monitoring for any withdrawal symptoms or recurrence of 
depression. 
 
What would taking part involve? 
After you return the reply slip, a member of the study team will contact you at your preferred time 
to go through a quick screening questionnaire with you, over the telephone, to check that you are 
eligible to take part. If you are eligible and you are still interested in taking part, the researcher will 
make an appointment to conduct an initial assessment with you. 
 
You will be asked at 5 time points to complete questionnaires on your symptoms, social    
circumstances, and use of health services. 
 
1. Initial assessment (about 1 hour) face-to-face with a researcher at your home or GP practice. 
2. After 3 months conducted online, by post, by telephone, or face-to-face if you prefer that. 
3. After 6 months conducted face-to-face with a researcher at your GP practice or home if necessary  
4. After 9 months online, by post, by telephone, or face-to-face if you prefer that 
5. At 12 months- face-to-face with a researcher at GP practice or your home 
 
You will be given a £10 gift voucher for your time at the six month visit, and then again at the 12 
month stage. 
 
Optional interview (approximately 1 hour) 
Some participants will also be asked to take part in an interview with a researcher to find out about 
their experiences of taking part in the study. You do not have to do this unless you want to.  
 
If you make any disclosure in your answers to the research assessments, which could represent 
possible risk of harm to yourself or others, then it may be necessary to inform your GP. Should you 
disclose significant symptoms of depression or suicidal ideas during the trial, your GP would be 
notified.  
 
We will ask your GP practice to provide us with relevant information on any consultations, 
treatments, and referrals for depression, anxiety or stress that you have during the six months in 
which you take part in the study. Information would be extracted from your GP practice records and 
sent to us by GP practice staff. 
 
The information would be limited to your use of health services for depression, anxiety or stress, 
within the 12 month study period only. Further information about how we will collect and use your 

information is shown below. 

 
What support will I receive? 
 
GP (or nurse prescriber) appointments  
You would need to make an appointment with your GP for a review of your antidepressant 
medication. Any reduction in dose would be led and supported by your GP or nurse. 
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You would have follow-up appointments for support and monitoring, for any withdrawal symptoms 
or recurrence of depression. The number and timing of appointments with the GP or nurse for 
monitoring of symptoms and support during tapering of your antidepressant will be for the GP or 
nurse to agree with you on an individual basis. 
 
Additional support for some patients  
In one half of the GP practices taking part in the study, allocated at random, the participants who 
take part will also be offered an Internet programme designed to support antidepressant 
withdrawal. The Internet support programme includes eight modules (or sections) on reducing and 
stopping antidepressants.  
 
To support the internet modules, three telephone calls will also be provided by a psychological 
practitioner trained in providing psychological support to people with depression or anxiety 
problems. If your practice is randomly allocated to this half of the study you will be given more 
details of the Internet programme and telephone calls. The psychological practitioner telephone 
calls may be recorded for analysis of the support provided, with your consent. 
 
What are the possible benefits of taking part? 
The main benefit will be that you will have a review of your medication and a discussion with your 
GP or nurse prescriber about whether you should reduce and stop your long-term antidepressants. 
 
What are the possible disadvantages of taking part? 
 
Withdrawal symptoms 
Around half of people reducing antidepressants get some withdrawal symptoms,  within a week or 
so of reducing the dose, but these are usually mild and short lived (a matter of days usually).  Your 
GP or nurse prescriber will be on hand to offer support if you do get withdrawal symptoms, and if 
these are distressing to you, or do not settle within a few days, then one option would be to put the 
dose of antidepressant back up again. After that, depending on what you want to do, the dose could 
be reduced once again, but more slowly, or you could decide to continue on the same dose that you 
were taking previously. It would be for you to decide, in discussion with your GP or nurse prescriber, 
whether you try and reduce the dose again, but more slowly, or you continue taking the full 
antidepressant dose you were taking before joining the study. 
 
Recurrence of depression or anxiety 
A second possible disadvantage is the risk of a recurrence of the depression or anxiety problem for 
which you were prescribed the antidepressant in the first place. The majority of people who reduce 
and stop their long-term antidepressants do not get a recurrence of their depression or anxiety 
problem. A minority might find they have to restart it because their depression or anxiety starts to 
come back. If a recurrence does occur this usually takes longer to happen than the withdrawal 
symptoms –some weeks or months after stopping the antidepressant rather than days. Again, your 
GP or nurse prescriber will be on hand to offer support if you do start to get a recurrence of 
depression or anxiety. Any recurrence of depression or anxiety can be treated quickly by your GP or 
nurse prescriber, either by restarting an antidepressant medication, or by referring you for 
psychological (talking) therapy, or both. 
 
What data will be collected? 
We will ask your general practice to provide us with relevant information on any consultations, 
treatments, and referrals for depression, anxiety or stress that you have during the six months in 
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which you take part in the study. The information would be limited to your use of health services for 
depression, anxiety or stress, within the 12 month study period only. 
 
We will collect personal information directly from you using questionnaires. This will include 
personal data such as ethnicity and gender, and health data. We will use an anonymised code 
system to identify you so that paper documents will not directly identify you. All paper data will be 
kept in lockable cabinets, and electronic data will be held on password protected computers. All 
telephone call recordings will have identifying information removed before being stored. 
 
 
Will my taking part be kept confidential? 
Yes. We will follow ethical and legal practice and all information about you will be kept strictly 
confidential. Personal details will be stored separately from any other information in a password-
protected file and paper documents will be stored in a locked filing cabinet. These details will not be 
removed from the study office and will be archived (stored) in line with University procedures. No 
personally identifiable information such as names or addresses will ever be shared with any other 
organisations. 
 
Only members of the research team and responsible members of the University of Southampton 
may be given access to data about you for monitoring purposes and/or to carry out an audit of the 
study to ensure that the research is complying with applicable regulations. Individuals from 
regulatory authorities (people who check that we are carrying out the study correctly) may require 
access to your data. All of these people have a duty to keep your information, as a research 
participant, strictly confidential.  
 
How will you use my information? 
If you are in the intervention arm of the study, in order to safely deliver the intervention, 
information from your medical records may be passed to the Psychological Practitioners providing 
telephone support. 
 
The University of Southampton is the sponsor for this study based in the United Kingdom. We will be 
using information from you and 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. 
 
Your GP practice and, if you are in the intervention arm Julian Nesbitt Medical, will collect 
information from you and your medical records for this research study in accordance with our 
instructions and will pass these details to the University of Southampton. No one on the University 
employed research team would have access to your general practice records. Your GP practice, 
Julian Nesbitt Medical , and the University of Southampton will use your name and contact details to 
contact you about the research study, and make sure that relevant information about the study is 
recorded for your care, and to oversee the quality of the study. The only people in the University of 
Southampton who will have access to information that identifies you will be people who need to 
contact you as part of the intervention or audit the data collection process. The Psychological 
Practitioners delivering the intervention will also have access to information that identifies you. The 
people who analyse the information will not be able to identify you and will not be able to find out 
your name or contact details. 
 
What will happen to the results of the research study? 
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We will use information from the study to write reports but this will not include any information that 
makes it possible for you to be identified. At the end of the study we can on request send you a 
report of the results your information. 
 
What if I change my mind? 
Your participation in this study is voluntary. You can decide to stop taking part in the study at any 
time, without giving any reason why. Any information that you had given us up to this point may still 
be used in the study. You may withdraw from the study at any time without any impact to your care. 
 
If you lose capacity to consent during the study, you will be withdrawn from the study.  Identifiable 
data will be retained and used in the study.  No further data will be collected in relation to you. 
 
Who is organising and funding the study? 
This study is organised by researchers at the University of Southampton. The study is funded by the 
National Institute for Health Research, which is funded by the UK government. 
 
Who has reviewed the study? 
All research in the NHS is looked at by an independent group of people, called a Research Ethics 
Committee. This study has been approved by the North of Scotland Research Ethics Committee. 
 
What if there is a problem? 
If you are concerned about the conduct of this study or any people involved in it then please contact 
the Programme Manager Wendy O’Brien, email: w.o’brien@soton.ac.uk, Tel: 02380 591754.  You 
may also contact the Head of Research Integrity and Governance at the University of Southampton 
(email rgoinfo@soton.ac.uk or telephone 02380 595058). If you remain unhappy and wish to 
complain formally you can do this through the NHS complaints procedure. Details are available from 
your own practice.  
 
You may also contact your local Patient Advice and Liaison Service (PALS). PALS has been introduced 
to ensure that the NHS listens to patients, their relatives, carers and friends, and answers their 
questions and resolves their concerns as quickly as possible. Your local PALS service can be found at 
The Royal South Hants Hospital (Tel: 023 8120 8498, Email: patientsupportservices@uhs.nhs.uk, 
address: Brintons Terrace, Southampton, Hampshire, SO14 0YG). 
 
If you would like to take part or to find out more about the study please complete and return the 
reply slip attached to the letter or contact us using the details below. 
 
What next? 
If, after having read the information, you decide you do not want to take part in the study, it would 
be helpful if you could let us know either by returning the reply slip or via email. We would very 
much welcome knowing your reasons for deciding not to take part, thank you. 
 
Data Protection Privacy Notice 
The University of Southampton conducts research to the highest standards of research integrity. As a 
publicly-funded organisation, the University has to ensure that it is in the public interest when we 
use personally-identifiable information about people who have agreed to take part in research.  This 
means that when you agree to take part in a research study, we will use information about you in 
the ways needed, and for the purposes specified, to conduct and complete the research project. 
Under data protection law, ‘Personal data’ means any information that relates to and is capable of 
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identifying a living individual. The University’s data protection policy governing the use of personal 
data by the University can be found on its website 
(https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page).  
 
This Participant Information Sheet tells you what data will be collected for this project and whether 
this includes any personal data. Please ask the research team if you have any questions or are 
unclear what data is being collected about you.  
 
Our privacy notice for research participants provides more information on how the University of 
Southampton collects and uses your personal data when you take part in one of our research 
projects and can be found at 
http://www.southampton.ac.uk/assets/sharepoint/intranet/ls/Public/Research%20and%20Integrity
%20Privacy%20Notice/Privacy%20Notice%20for%20Research%20Participants.pdf  
 
Any personal data we collect in this study will be used only for the purposes of carrying out our 
research and will be handled according to the University’s policies in line with data protection law. If 
any personal data is used from which you can be identified directly, it will not be disclosed to anyone 
else without your consent unless the University of Southampton is required by law to disclose it.  
 
Data protection law requires us to have a valid legal reason (‘lawful basis’) to process and use your 
Personal data. The lawful basis for processing personal information in this research study is for the 
performance of a task carried out in the public interest. Personal data collected for research will not 
be used for any other purpose. 
For the purposes of data protection law, the University of Southampton is the ‘Data Controller’ for 
this study, which means that we are responsible for looking after your information and using it 
properly. The University of Southampton will keep identifiable information about you for 10 years 
after the study has finished after which time any link between you and your information will be 
removed. 
 
To safeguard your rights, we will use the minimum personal data necessary to achieve our research 
study objectives. Your data protection rights – such as to access, change, or transfer such 
information - may be limited, however, in order for the research output to be reliable and accurate. 
The University will not do anything with your personal data that you would not reasonably expect.  
 
If you have any questions about how your personal data is used, or wish to exercise any of your 
rights, please consult the University’s data protection webpage 
(https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page) where 
you can make a request using our online form. If you need further assistance, please contact the 
University’s Data Protection Officer (data.protection@soton.ac.uk). 
 
Thank you for taking the time to read the information sheet and considering taking part in the 
research 
 
How to contact us 
If you would like to know more about the study or to discuss anything in this information sheet 

please complete the reply slip or contact: Dr Tasneem Patel/ Dr Helen Page  

Tel: 07384878217/ 07867139998 

Email: reduce.trial@liverpool.ac.uk  
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