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Participant Information Sheet – Patient Interviews
Chronic Pain Identification Through Using Electronic Records (C-PICTURE)

Study title: Chronic Pain Identification Through Using Electronic Records (C-PICTURE). Development and validation of an algorithm to identify people with chronic pain through primary care-based records (C-PICTURE)

Who is conducting the research?
The research is being conducted within the Division of Population Health and Genomics, University of Dundee in collaboration with colleagues from the University of Aberdeen, University of St Andrews, NHS Pain Service, Public Health Scotland and patients with lived experience of Chronic Pain. 
Professor Lesley Colvin is the Chief Investigator who is responsible for the study.  Dr Kathryn Martin at the University of Aberdeen, and Dr Suzanne Grant and Dr Ian-Ju Liang at the University of Dundee are the main researchers responsible for the day-to-day management of the study.  

Who is funding the research?
The research study is funded by the Chief Scientist Office of the Scottish Government, study reference number: HIPS/22/18.

What is the purpose of the research?
Chronic pain is pain that either stays with you for more than 3 months or pain that comes and goes for more than 3 months. There is a lack of accurate information on the number of people living with chronic pain in Scotland.  An accurate figure is essential to ensure that the NHS can allocate sufficient resources and provide effective healthcare services for patients living with this condition.  It also increases what chronic pain research we can do to better understand the problem and how to improve. There is no robust method for identifying people living with chronic pain, as the previous use of prescribing records excludes people who use other pain management strategies such as physiotherapy, chiropractic treatment or exercise.  
[bookmark: _Hlk172883723]The C-PICTURE study aims to develop a chronic pain case identification algorithm; a set of coding rules that will identify people living with chronic pain.  The required data will be collected, tested, refined and validated.  Through this process, the research team will ensure that the most accurate version of the algorithm is developed before it is used in research and clinical settings.  
Since the majority of patients who seek treatment for chronic pain do so in the primary care setting (i.e. not in hospital), we are working with GPs to recruit participants for this study. 
The aim of this interview phase is to gather some understanding of your experience with chronic pain and to acquire some information about the support and resources provided/or needed. This data will be used to refine an algorithm that has been developed by the C-PICTURE team to identify people with chronic pain in Scotland. 

How will the study be achieved?
Initially, about six GP practices will run the first iteration of the algorithm in their system and provide us with an indication of who does and does not have chronic pain.  We will then collect data from some of the patients registered with these GP practices – this will include case note reviews of 1200 records, invitations to 6200 individuals to complete a questionnaire and from these, we will be inviting up to 32 individuals with chronic pain to participate in one-to-one interviews with the study researcher and similar numbers to participate in group discussions also known as a focus group. In addition, 16 healthcare professionals will be invited for one-to-one interviews with the study researcher. These data will be used to assess the accuracy of the initial algorithm.  Finally, these data will be used to adjust the algorithm to increase its accuracy in detecting the presence of chronic pain.

Why have I been invited to take part?
You have been invited to take part because you have indicated in your returned questionnaire that you would like to participate. 

Do I have to take part?
No, participation in this study is optional.  If you initially agreed to take part and then changed your mind you can withdraw at any time without giving any reason, without your medical care or legal rights being affected. However, the data collected up until the point of withdrawal will still be used in analysis. 
Your GP will be informed if you decide to participate; however, your GP will not receive any of the data that you provide to the research team.  

What will happen if I take part in the interview phase?
If you decide to participate in the interview after reading the  “Summary Participant Information Sheet – Patient Interviews, V.1- 12.11.2024”  you can complete the enclosed consent form and send it back to the research team via email at c-picture@dundee.ac.uk and the research team will be in touch to complete your enrolment in the study, or via post using the freepost envelope provided. 
The Interviews will be conducted on a one-to-one basis and will last no longer than 60 minutes. You can choose to do this either by telephone or by video conference using Microsoft Teams software. Interviews will include topics such as your experience of pain and how you manage your pain problem.  Interviews will be recorded so that interviews can be transcribed verbatim by the research team, or by an external company contracted by the University of Dundee.  Your name, and any personal details, will not be included in the interview transcriptions.

Are there any risks in taking part?
There is no known physical risk associated with participating. However, some people might find talking about chronic pain upsetting or uncomfortable, as it could bring some emotions. If you feel you need to take a break during the interview, or you would like to stop, please express your wishes to the researcher interviewing you. 

What are the possible benefits of taking part?
The present study does not aim to test interventions; therefore, you will not be offered treatment for health conditions.  Whether you do or don’t have pain, your participation in this study will benefit the future care of people living with chronic pain.  
If you wish, we can give you information about third sector organisations that provide education and support for people living with chronic pain.  You can request this form of support by contacting the Telephone Support number or access online resources at Chronic Pain | NHS inform.
If you decide to participate in the interview, you will receive a payment at a rate of £25 per hour, with a minimum £25 payment being made.  Interviews are expected to last no longer than 60 minutes.  The payment will be made after completion of the interview via the Bankers' Automated Clearing System (BACS) or in the form of a gift voucher if preferred.

Will my taking part in this project be kept confidential?
The University operates a number of Standard Operating Procedures (SOPs) to ensure the confidentiality and security of all study data.  Furthermore, staff members who work directly with data are required to be certified in accordance with Good Clinical Practice (GCP).  Additionally, all of the information that you provide will be pseudonymised.  This means that your personal details, such as your name and address, will be held separately from any health-related or other information that you provide in the interview.
If you would like further information concerning data security protocols in operation at the University of Dundee, you may email the Information Governance Team (dataprotection@dundee.ac.uk).

What will happen to the information I provide?
Interviews will be recorded by the study researcher and transcribed by the study team or by an external company approved by the University of Dundee. The interview recordings will be stored securely in a locked filing cabinet within a security card-protected Department in the Medical School, University of Dundee.  Interview transcriptions will be pseudonymised, with identifiable data (such as name and address) stored separately from the transcriptions on a secure University of Dundee electronic system.  Data held within the transcripts will be anonymised prior to use; for example, people’s names, place names and any other sensitive information will be removed. The data collected during the study may be looked at for the purposes of monitoring study conduct by individuals from the University of Dundee.
The transcriptions will undergo statistical analysis using University of Dundee software (NVivo).  Anonymised direct quotations from your interview may be used for example in publications, presentations, teaching and training. The Chief Investigator will ensure data security throughout the study period and the retention period and will grant access to these data only to approved members of her research team. The pseudonymised output from the statistical analysis will be uploaded to Health Informatics Centre (HIC). HIC is a Scottish Government-certified Trusted Research Environment (TRE), and it is based within the University of Dundee. The interview recording and transcriptions will continue to be stored securely at the University of Dundee during the study period and the 10-year retention period.  The purpose in retaining these data for 10 years is to facilitate further data analysis.  
At the end of the 24-month study period, anonymised data from the interview will be made available to other researchers for secondary data analysis at the end of the study via the University of Dundee Discovery or the UK DATA Archive. HIC will also host the pseudonymised (i.e. non-identifiable) data on the Alleviate Pain Hub within HIC at the University of Dundee (https://alleviate.ac.uk/).  The purpose of the Pain Hub is enlightenment of the scientific community.  Scientists may submit queries to HIC concerning the data contained within the Pain Hub.  Responses to queries will only ever provide anonymised, aggregate-level data, and no individual-level data will ever be provided to any individual or organisation.  This means that no researchers submitting queries to the Alleviate Pain Hub will ever be able to identify you.  Only trained and approved HIC personnel will have access to personal information.

Data dissemination
Data will be disseminated in a group average level rather than direct information from a person i.e. aggregate level; therefore, it will be impossible for anyone to be identified.  An end of study report will be provided to the funder (Chief Scientist Office), and findings will be disseminated widely for example through scientific conferences,academic journals and other platforms.  Study participants may access copies of all published materials by visiting the Discovery portal, the University of Dundee’s research repository.  All published materials will be listed in the Chief Investigator’s personal profile (https://discovery.dundee.ac.uk/en/persons/lesley-colvin).

Data destruction
At the end of the 10-year retention period, interview recording files, and personal information data will be destroyed securely in accordance with University of Dundee data destruction protocols.
Data Protection
How will we use information about you? 
We will need to use information from you for this research project.  This information will include your CHI number (NHS unique identifier), name, contact details and any information that you provide.  We 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. Your data will have a code number instead.  We will keep all information about you safe and secure.  Once we have finished the study, we will keep some of the identifiable data (like your interview recording file) 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. 

Where can you find out more about how your information is used?
You can find out more about how we use your information at:
· www.hra.nhs.uk/information-about-patients/
· http://www.ahspartnership.org.uk/tasc/for-the-public/how-we-use-your-information
· https://www.dundee.ac.uk/information-governance/dataprotection/ 
· http://www.nhstayside.scot.nhs.uk/YourRights/PROD_298457/index.htm 
about:blankOr by contacting Research Governance, Tayside Medical Science Centre (TASC). Tel: 01382383900. Email: tascgovernance@dundee.ac.uk 
The University asserts that it is lawful for it to process your personal data in this project as the processing is necessary for the performance of a task carried out in the public interest or in the exercise of official authority vested in the controller.
The University asserts that it is lawful for it to process special categories of your personal data in this project as the processing is necessary for archiving purposes in the public interest, scientific or historical research purposes or statistical purposes in accordance with Article 89(1) of the General Data Protection Regulation.
The University of Dundee is the data controller for the personal and/or special categories of personal data processed in this project.
You can find more information about the ways that personal data is used at the University at: https://www.dundee.ac.uk/information-governance/dataprotection/.


Is there someone I can complain to?
If you wish to complain about the use of your information, please contact the University’s Data Protection Officer in the first instance (email: dataprotection@dundee.ac.uk). You may also wish to contact the Information Commissioner’s Office (https://ico.org.uk/).

Alternative formats
If you are experiencing difficulties in accessing the information contained within any of the documents included in this pack, please contact the Telephone Support number [details on the last page] to discuss your needs.

Insurance 
The University of Dundee holds Clinical Trials indemnity cover which covers the University’s legal liability for harm caused to patients/participants. 
Other Scottish Health Boards are participating as participant identification centres, and they are also members of the Clinical Negligence and Other Risks Indemnity Scheme. This will cover their liability for carrying out the trial.



Who has reviewed this study? 
This study has been reviewed and awarded a favourable opinion by London - Surrey Research Ethics Committee reference number: 23/LO/0398, and its study Integrated Research Approval System (IRAS) reference number is 323651, which will be used in all documents. 
The study will engage with People with Lived Experience (PWLE), GPs, healthcare professionals and academic researchers in all stages of the research cycle.
 
Contact Details for Further Information 
Dr Ian-Ju Liang, Postdoctoral Research Assistant, School of Medicine, University of Dundee. 
Tel: +44 (0)1382 383898 
Email: c-picture@dundee.ac.uk

Dr Kathryn Martain, Senior Lecturer, School of Medicine Medical Sciences and Nutrition, University of Aberdeen.
Tel: +44 (0) 1224 437117 
Email: kathryn.martin@abdn.ac.uk 

Study website: https://www.dundee.ac.uk/projects/c-picture 
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