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Appendix E: Accelerated Partner Therapy (APT) Process Evaluation Study 

Participant Information Sheet 	
PE Study 1 & 2



Interviews with patients/clinic attenders and sex partners


LUSTRUM is a five-year programme of research led by Professor Claudia Estcourt, from Central & North West London NHS Trust and University College London and Glasgow Caledonian University. LUSTRUM aims to improve the sexual health of heterosexual people and men who have sex with men (MSM). The programme aims to achieve this by preventing transmission of sexually transmitted infections (STIs) and reducing undiagnosed HIV.
We are inviting you to take part in the Accelerated Partner Therapy Process Evaluation Study. The study is part of the LUSTRUM Accelerated Partner Therapy (APT) Chlamydia Partner Notification Trial. 
We will be interviewing two groups of people from across the UK to talk about their experiences of Accelerated Partner Therapy during the APT Trial. The groups are: 
a) Sexual health clinic patients who chose APT for partner notification
b) Sex partners who received APT for partner notification 
The patients and sex partners will not necessarily be from the same sexual partnerships. 
Before you decide whether or not to take part, it is important for you to understand what participation in the study will involve for you. Please take time to read the following information carefully. Please contact us using the phone number or email address below if you have any further questions or concerns regarding the study.

What is the purpose of the study?  
This study forms part of the LUSTRUM Accelerated Partner Therapy (APT) Chlamydia Partner Notification Trial. These discussions will help us understand in detail patients’ and sex partners’ experiences throughout the trial and examine their perspectives on APT. Findings of this study will be presented in reports, at academic and/or professional conferences and may be published in academic journals. We aim to use our findings to improve sexual health services and help in decision making about further service development. 

Who is organising and funding this research?  
The LUSTRUM programme including the “Accelerated Partner Therapy (APT) Process Evaluation Study”, is funded by the National Institute for Health Research (NIHR), UK. The sponsor of the LUSTRUM Accelerated Partner Therapy (APT) Chlamydia Partner Notification Trial is Central and North West London NHS Trust. The Accelerated Partner Therapy (APT) Process evaluation study is led by Professor Paul Flowers at Glasgow Caledonian University.

Who has reviewed the project? 
All research that takes place within the NHS is looked at by an independent group called the National Research Ethics Committee, to protect your interests.  The Accelerated Partner Therapy Process Evaluation Study has been reviewed and given Favourable Opinion (23rd July 2018) by London – Chelsea Research Ethics Committee. 

Why have I been invited?  
We are inviting sexual health clinic patients who chose APT for partner notification during the
LUSTRUM APT Chlamydia Partner Notification Trial to take part in one to one telephone interviews. We are also inviting sex partners who received APT for partner notification during the trial to take part in one to one telephone interviews. The interview will focus on your experience of APT, what happened to you, and how you felt about it.

Do I have to take part?  
It is up to you to decide whether or not to take part. Participation is voluntary and you can withdraw from the study at any time, without giving a reason and without your medical care being affected. If you decide to leave the study any information already collected will be retained and used for the purpose of the study, however, no additional data will be collected. 

What will happen if you decide to take part in the study? 
The research health advisor or a member of clinic staff will have already invited you to consider participating in a telephone interview about your experiences of APT with a member of the research team. If you agree to consider taking part in the study, the research health advisor or a member of clinic staff will forward your contact details (name, contact number and/or email address) and basic details (your age, gender, ethnicity) to a member of the research team, who will contact you at a later stage. 

[bookmark: _Hlk515902041]When we (research team) contact you we will explain about the study, and check with you that you have been provided with a participant information sheet via email or post. We will then arrange with you a suitable day and time for a telephone interview. On the day of the interview when we call you and before starting the interview process, we will seek your permission verbally to participate in the interview and audio-record it (recorded verbal informed consent). This means that you will be asked to confirm verbally that you would like to take part in the “Accelerated Partner Therapy Process Evaluation Study” and that you agree to the discussion being audio-recorded. We will also ask you additional demographic questions such as education level, employment and relationship status. The discussion will last approximately one hour.  If you feel uncomfortable during this process you are free to withdraw from the study at this or any further point.  At the end of the session, we will ask you to confirm that you are still happy for your data to be included in the study.

Why will we record the interview? 
The interview will be recorded to help us analyse the discussion and to make sure we don’t forget or miss important information that you tell us. The audio-recorded file will be safely kept at Glasgow Caledonian University (GCU) and/or University College London (UCL) premises. 

How will we keep the recording safe and make sure you are not identified from it?
The audio-recording will be written up (transcribed) for analysis purposes but identifiable information, such as your name, will be removed. The audio-recording will be destroyed as soon as we have the written transcript. Identifiable information is not revealed and only members of the research team will have access to these documents. Quotations (exact words) from documents may be used in publications, reports and/or presentations provided that anonymity is preserved. For the purpose of the analysis, fictitious names and/or codes might be used. 

What are the possible advantages of taking part?  
Participation in the study will not necessarily help you personally but you will be helping to shape sexual health services for the future if APT is successful. However, we want your participation to be a beneficial experience to you as well. We will give you relevant information about how to follow the progress and findings of this study. We hope that you will find the interview an interesting experience and that you will benefit from sharing your opinions on APT. 

After the interview is completed, we will email or send you a £30 voucher as a token of thanks for taking part in the study. If you prefer the voucher to be posted we will ask you for your address. Your address will only be used to send you the voucher and it will be deleted after posting.

What are the possible disadvantages of taking part?  
We do not anticipate that there will be any risks or disadvantages in taking part in this study. However, during the discussion if you feel uncomfortable due to any topics raised, you must let the researcher know that you do not wish to discuss this issue or that you wish to leave the discussion altogether. 

Will taking part in this study be kept confidential?  
Yes. We will follow good clinical practice guidelines, and all of your information will be handled in confidence. Your name and any identifiable information will be stored safely, and only members of the research team will have access to them. Your personal data will be kept for the duration of the study (which is due to end in March 2021) and will then be destroyed. Your demographic information will be grouped with other participants’ so that we are able to ensure we have a good balance and mix of participants, and so that we can give a general report about the group’s characteristics, without sharing any details that could identify you as an individual. Your rights are protected under the Data Protection Act 1998 and any information that might identify you will not be shared outside of the research team.

If we believe you or someone else to be in danger or at risk of significant harm, this will be reported directly to [name], [role: Named Nurse for Safeguarding Children and Young People] and Professor Claudia Estcourt, Chief Investigator on the study.  Any allegations of poor practice discovered during the course of the study will be reported directly to [name], Head of Service for GU/HIV medicine and [name], Service Manager. 

What will happen to the results of the study?  
The results will be analysed and presented in a form that does not allow any individual to be identified. They will be shared with healthcare services, academics, professionals and practitioners, community based organisations and service users. We will also publish the findings from this study in academic journals.  Quotations (exact words) from documents may be used in publications, reports and/or presentations with fictitious names and/or codes and broad terms, such as ‘Male patient London’, ‘Female sex partner Glasgow’, without any further descriptive details, thus ensuring anonymity. We will share updates of the research programme through the project website (www.lustrum.org.uk) and through the project twitter account ‘@LUSTRUM_5’

What if I have concerns or there is a problem? 
If you have any concerns about any aspect of this research, or the way you have been approached or treated by members of staff due to your participation in the research, or wish to complain about your participation in the research itself, please speak to a member of the research team who will do their best to address the issue. If you remain unhappy and wish to complain formally your National Health Service complaints mechanisms are available to you. Please ask your [Site Principal Investigator] if you would like more information on this. In the unlikely event that you are harmed by taking part in this study, compensation may be available.



What if something goes wrong?
In the event that something does go wrong and you are harmed during the research and this is due to how the research has been designed or someone's negligence then you may have grounds for a legal action for compensation against Glasgow Caledonian University and/or the clinic/hospital [delete as appropriate] but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you (if appropriate).




What if I want more information? 	
If you have any requests or you want to get more information on the study please contact: 

Dr Maria Pothoulaki 						Professor Paul Flowers
(email: Maria.Pothoulaki@gcu.ac.uk)				(email:p.flowers@gcu.ac.uk)
(tel. 0141 331 3701)						(tel. 0141 331 8617)

Thank you for taking the time to consider taking part in this study


Your Information, NHS Research, and the General Data Protection Regulation (GDPR)

Central and North West London (CNWL) NHS Foundation Trust is the Sponsor for this study and Glasgow Caledonian University is a collaborator that is organising this research, both organisations are based in the United Kingdom. CNWL NHS Foundation Trust and Glasgow Caledonian University will be using information from you and your medical records in order to undertake this study. CNWL NHS Foundation Trust will act as the data controller for this study, this means that we are responsible for looking after your information and using it properly. Glasgow Caledonian University will keep identifiable information about you until the study has finished (March 2021).
Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate. If you withdraw from the study, we will keep the information about you that we have already obtained. To safeguard your rights, we will use the minimum personally-identifiable information possible. You can find out more about how we use your information by contacting Dr Maria Pothoulaki or Professor Paul Flowers.    
[bookmark: _GoBack][NHS site], Glasgow Caledonian University and University College London will keep your name and contact details confidential and will not pass this information to CNWL NHS Foundation Trust. [NHS site], Glasgow Caledonian University and University College London will use this information as needed, to contact you about the research study, make sure that relevant information about the study is recorded for your care and to oversee the quality of the study. Certain individuals from CNWL NHS Foundation Trust and regulatory organisations may look at your medical and research records to check the accuracy of the research study. CNWL NHS Foundation Trust will only receive information without any identifying information.
[NHS site], Glasgow Caledonian University and University College London will keep identifiable information about you until the study has finished (March 2021).
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